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This decisio~lis in response to the memorandum opinion and order of the United States 
District Court for the Eastern ~ i s t r i c tof Virginia in Civil Action No. 01:10-cv-81, The 
Medicines Company v. David Kappos, et al., issued on March 16,2010. The district court 

. . 
vacated the USPTO's denial of the application for extension of the patent term of U.S. Patent 
No. 5,196,404 (the '404 patent) under 35 U.S.C. 5 156, filed in the United States Patent and 
Trademark Office (USPTO) on February 14,2001, and remanded the case to the USPTO for 
reconsideration. The USPTO has carefully reconsidered the issues raised in the district court's 
opinion as well as the arguments present in the Medicines Company's ("MDCO" or "Applicant") 
request for reconsideration. Because the USPTO again concludes that MDCOysapplication for 
patent term extension (PTE application) for the '404 patent was not timely filed as required by 
35 U.S.C. 5 156(d)(l), its request for a patent term extension of the '404 patent is DENIED.' 

A. Factual Background 

1. On March 23, 1993, the USPTO granted the '404 patent. 

2. On December 15, 2000, the Food and Drug Administration (FDA) transmitted aletter via 
' 

facsimile to Applicant explaining that Applicant's New Drug Application No. 20-873, 
seeking approval for Angiomax, had been approved. That letter stated: "[Tlhe application is 
approved effective on the date of this letter." The letter was dated December 15,2000, in 
three places: (1) to the right of the address block by what appears to be a date stamp; (2) 
adjacent the signature on final page in handwriting; and (3) at the top of each of the three 
pages by what appears to be a facsimile machine imprint that also indicates the time of 
transmission as "18:17," i.e.,6:17p.m. ~ ~ ~ l i c a n tdoes not deny either that the FDA 

I This decision incorporates the USPTO's decision dated January 8,2010, regarding the 
grant of MDCO's petition under 37 C.F.R. 8 1.I83 to suspend 37 C.F.R. $ 8  1.750 and 1.181(f). 
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transmitted, or that it received, that letter on December 15, 2000, at approximately 6:17 p.m. 
by fa~simile .~  

3. On February 13; 2001, Applicant, in their Annual Report for 2000, explicitly stated: "On 
December 15,2000, the Company received FDA approval for .Angiomax." The Medicines 
Company, Annual Report 2000 at 25-26 (issued Feb. 13,2001) (Annual Report) 
(Attachment 1). 

4. On February 14, 2001, Applicant filed its PTE application to extend the term of the '404 
patent with the USPTO. In its application, Applicant stated in paragraphs (3), (lo), and (1 1) 
that the approval date of Angiomax was December 15,2000. 

5. In paragraph (3), Applicant stated: "The date on which the approved product received 
permission for commercial marketing was 15 December 2000." In paragraph (lo), Applicant 
stated: "The date on which the NDA was approved was 15 December 2000." And, in 
paragraph (1 l), Applicant identified significant activities undertaken as part of the regulatory 
review in a table. Applicant listed a communication from Julie DuBeau to Sonja Loar on 
December 15, 2000, with the description, "Approval of Angiomax." Additionally, 
Applicant's counsel struck through paragraph'(5), which set forth the last day for filing the 
PTE application, and initialed and dated the change. Specifically, Applicant's counsel struck 
through the following text: "This application is being submitted within the 60 day period. 
permitted for submission pursuant to 37 C.F.R. 5 1.720(f). The last date upon which this 
application could be submitted is 15 February 2001." 

6. On March 2,2001, after receiving Applicant's PTE application, the USPTO wrote a letter to 
the FDA, indicating that the USPTO.believed the PTE application to be untimely and 
requested the FDA's assistance in confirming that (1) Angiomax was subject to regulatory 
review within the meaning of section 156(g) before its first permitted commercial marketing 
or use and (2) the PTE application was not filed within sixty days after the product received 
FDA approval as required by section 156(g)(l). 

7. On March 9, 2001, Applicant filed a supplement to its PTE application, explaining that it 
struck through paragraph (5) because of its "uncertainty as to what the approval date really 
was." Applicant then explained that it researched the approval date on the FDA web site and 
identified a document listing the approval date as December 19, 2000. ,Basedupon that later 
approval date discovered months after their actual approval and weeks after the February 14, 
2001 PTE application filing, Applicant restated paragraph (5) as follows: "This application 
is being submitted within the 60 day period permitted for submission pursuant to 37 C.F.R. 
1.720(f). The last date upon which this application could be submitted is 17 February 2001." 

2 Notably, Applicant claims that it received the FDA approval letter on ~ecember '15, 
2000, by facsimile but that the letter did not include an electronic signature page. Applicant 
claims that it received a second copy of the FDA approval by regular mail the following week. 
According to Applicant, that second copy did not contain a date stamp, but instead included an 
electronic signature page with a 5:18 p.m. time stamp and a December 15, 2000, date stamp. 
Taking Applicant's claims as true, the bottom line is that the both copies of the approval letter 
contained a December 15,2000, date stamp. 
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8. On May 21,2001, Applicant filed a registration statement with the Security and Exchange 
Commission wherein it stated: "On December 15,2000, the Company received FDA 
approval for Angiomax and any Angiomax bulk drug product to which the Company took 
title after that date is recorded as inventory." The Medicines Company, Form S-1 
Registration Statement Under The Securities Act of 1933 at 84 (filed with Security Exchange 
Commission May 2001) (SEC Statement) (Attachment 2). 

9. On September 6,2001, the FDA confirmed by letter to the USPTO that Angiomax was 
subject to a regulatory review period before its first commercial marketing or use and that 
Angiomax had been approved on December 15,2000,making Applicant's PTE application 
untimely within the meaning of section 156(d)(l). 

10. On March 4,2002, the USPTO mailed a notice of final determination to Applicant stating 
that its PTE application was not timely filed and that the application coqsequently was 
dismissed. 

11. On October 7,2002, Applicant requested reconsideration of the dismissal, arguing that the 
date of approval for Angiomax should be effective on December 18,2000. 

12. On March 23, 2003, the USPTO forwarded the request for reconsideration to the FDA, 
requesting the FDA's assistance in verifying the approval date of Angiomax as December 15, 
2000. 

13. On September 14, 2006, Applicant's Chairman and Chief Executive Officer, Clive 
Meanwell, testified before Congress about specific legislation it was lobbying Congress to 
pass, which would provide a legislative remedy for its untimely PTE application filing; Dr. 
Meanwell testified as follows: 

The FDA approved Angiomax for the narrow initial use in coronary angioplasty 
on December 15,2000 . . . . But then human error intervened. The current filing 
provision of Hatch-Waxman requires an.application to be filed within 60 days of 
FDA's approval of the drug in question. Unfortunately, the 60-day requirement 
was evidently mistaken for a two-month requirement, and our patent restoration 
application was filed on February 14, 2001,.within a two-month window, but one 
day late for the actual 60-day deadline. Unlike other filing provisions of the 
patent 'laws, this provision of Hatch-Waxman does not allow for any discretion to 
accept late applications, no matter the reason and no matter how close to the 
actual deadline. So, the Patent and Trademark Office denied the' petition as 
untimely. We filed a motion for'reconsideration which is still pending, but the 
USPTO lacks the authority to grant it. 

A Bill to Amend Title 35, U.S. Code, To Conform Certain Filing Provisions Wzthin the Patent 
and Trademark Oflce: Hearing on H.R. 5120 Before the Subcomm. on Courts, the Internet, and 
Intellectual Property ofthe H. Comm. On the Judiciary, 109th Cong. 11 (2006) (statement of 
Clive Meanwell, Chairman and CEO of the Medicines Company) (2006 Legislation) 
(Attachment 3). This was not Applicant's first or only attempt to secure a legislative fix for its 
untimely PTE application filing. Since September of 2005, Applicant's attempt to secure a 
legislative fix for its untimely PTE application filing resulted in at least four other bills, each of 
which provided relief to Applicant by providing a mechanism for the USPTO Director to accept 
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unintentionally delayed PTE application filings. See, e.g,  S. 1785, 109" Cong.; H.R. 1178, 11oth 
Cong.; S. 1145, 110'~Cong.; H.R. 6344, 110'~Cong. 

14. On November 2,2006, the FDA replied to the USPTO March 2003 letter of inquiry 
regarding the approval date of Angiomax, again indicating that Angiomax was approved by 
the FDA on December. 15,2000,and not December 18,2000. 

15. On January 26,2007, Applicant filed a petition under 37 C.F.R. $ 5  1:182 and 1.183, 
requesting a stay of final action on its PTE application due to its pending legislation which, 
as explained earlier, would have provided an exception for Applicant's PTE to be considered 
timely. 

16. On February 12,2007, the USPTO granted-in-part and denied-in-part the petition under 37 
C.F.R. $5  1.182 and 1.183. The USPTO granted a limited stay of 30 days to permit 
Applicant to amend and supplement its request for reconsideration and PTE application. 

17. On March 13,2007, Applicant filed an amended request for reconsideration and.an amended 
PTE application. 

18. On April 26,2007, the USPTO denied Applicant's application for patent term extension in 
final agency action. 

19.On December 4,2009, two years and eight months after Applicant could have brought suit to 
challenge the USPTOYsfinal denial of its patent term extension application, Applicant filed a 
petition under 37 C.F.R. 5 1.183 asking the USPTO to waive the requirements of 37 C.F.R. 
$ 1.183, which limits an applicant to a single request for reconsideration within a specified 
time. 

20. On December 4, 2009, Applicant also filed another request for reconsiderationof the 
USPTOYsdenial of Applicant's application for patent term extension (Reconsideration 
Request). 

21. On January 8, 2010; USPTO again denied Applicant's application for patent term extension 
in final agency action. 

22. On January 27,2010, Applicant filed suit against the USPTO, FDA, and Department of 
Health and Human Services in the United States District Court for the Eastern District of 
Virginia, Alexandria, Division under the Administrative Procedures Act, challenging the 
USPTOYsdenial of its PTE application. 

23. On March 16, 2010, the district court issued a memorandum opinion and order vacating the 
denial of the PTE application and remanding the case to the agency for reconsideration "as to 
the date of approval under § 156." The Medicines Co. v. Kappos, Civ. Act. No. 01:10-cv-81, 
slip op. at 18 ("District Court Decision"). The district court explained that the USPTO 
erroneously believed that itsconstruction of the term "date" in section 156(d)(l) to mean 
"calendar day" was compelled by the statute and that it lacked any discretion to adopt 
Applicant's' proffered "business day" construction. Id. at 10. The district court also 
identified four argument that Applicant made to support its "business day" construction, 
including: "$ '156(d)(l)'s focus on the date approval was received, the purpose of 
$ 156(d)(l), the need to ensure that all applicants received the 60 days to file extension 
applications that Congress required[,] and the ways in which its interpretation of date in 
combination with its new counting rule is inconsistent with that requirement." Id. at 11. The 
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district court faulted the USPTO for not expressly considering these arguments, id. at 11, as 
well as for failing to provide an analysis of its plain meaning definition of "date" as "calendar 
day," id. at .14. Finally, the district court directed the USPTO "to take such actions as 
necessary to ensure that [Applicant's] patent does not expire pending further resolution of 
these proceedings." Id. at 18. 

B. Decision 

I. The USPTO Independently Determined that Applicant's PTE was Untimely Filed 
based on Information Supplied by the FDA 

.Applicant argues that section 156 expressly assigns the USPTO Director -not the 
FDA -responsibility for determining whether a PTE application has been timely filed as 
required by section 156(d)(l). Reconsideration Request at 6. Applicant also argues that just 
because the FDA has the approval date within their records, the USPTO must not defer to FDA's 
determination of compliance with section 156(d)(l). Id. at 7. Finally, Applicant argues'that the 
~emorandumof Understanding between the USPTO and the FDA assigned certain duties to, 
each agency, and USPTO is not authorized to delegate determination of compliance with the 
timeliness requirement of section 156(d)(l). Id. at 8. The USPTO agrees; it did not delegate a 
timeliness determination to the FDA here. 

The USPTO wrote to the FDA on two occasions asking for the FDA to confirm that 
Applicant correctly represented the date of FDA approval of Angiomax in its PTE application. 
The USPTO sought this information from the FDA because the USPTO is not privy to such 
records; they are solely within the purview of the FDA. Because of this, the USPTO often 
requests the FDA's assistance with PTE applications, particularly since an applicant for a PTE 
application is not required to submit a copy of the FDA's approval letter to the USPTO. The 
USPTOYsown regulation provides for the USPTO to make inquiries about the underlying facts 
when deciding a PTE application. See 37 C.F.R. 8 1.750 ("The Director or other appropriate 
officials may . . .make independent inquiries as desired before a final determination is made on 
whether a patent is eligible for extension."). But the FDA's assistance is limited exclusively to 
providing information to the USPTO; it does not mean that the USPTO defers to the FDA on any 
decisions about timeliness or any other eligibility requirement. With information about the date 
that the FDA approved Angiomax as provided by the FDA in hand, the USPTO independently 
decided whether Applicant's PTE application satisfied the timeliness requirement of section 
156(d)(l). 

The USPTO's past practice indicates that it does not defer to the FDA for a determination 
of timeliness. For example, in considering a PTE application filed for U.S. Patent No. 
4,911,920, the USPTO sent an inquiry to the FDA asking for confirmation of the drug approval 
date (Attachment 4). In response to the USPTOYsinquiry, the FDA indicated that the approval 
date was February 23, 2000, and that the submission of the PTE application on April 26, 2000, 
was not timely filed under section 156(d)(l) (Attachment 5). In the USPTOYsvery next 
communication, the USPTO disagreed with the FDA's timeliness finding and stated: "The 
application was filed on April 19,2000 under 35 U.S.C. 5 156. The application was received by 
the undersigned on April 26, 2000, but was mailed by Express Mail on April 19,2000, and is 
entitled to a filing date of April 19,2000. As a result, the application was timely filed." 
(Attachment 6). Clearly, just as the USPTO did not defer to the FDA's timeliness determination 
in the PTE application for U.S. Patent No. 4,911,920, the agency did not defer to FDA here. 
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11. Construing the Term "Date" in Section 156(d)(l) to Mean "Calendar Day" is the 
Best Interpretation of the Text, Structure, and Purpose of the Statute 

In its decision, the district court explained that section 156(d)(l) is not "so inflexible" as 
to admit of only one meaning, namely "calendar.day," and implicitly found that the term "date" 
could have the "business day" definition that Applicant subscribes to it. District Court Decision 
at 13. In other words, the district court appears to find that the term "date" in section 156(d)(l) 
is open to more than one interpretati0n;freeing the USPTO to exercise its discretion in 
interpreting it. The USPTO finds that the best definition of "date" in section 156(d)(l) is 
"calendar day" based upon the text;structure, and purpose.of the statute. In making this 
determination, the USPTO notes that section 156(d) squarely deals with the procedural 
requirements for obtaining a patent term extension. The USPTO's interpretation here is thus 
undertaken in the course of governing the conduct of its proceedings. 

Beginning with the text and structure of the statute, section 156(d)(l) states: 

[t]o obtain an extension of the term of a patent under this section, the owner of 
record of the patent or its agent shall submit an application to the Director. Except 
as provided in paragraph (9,such an application may only be submitted within 
the sixty-day period beginning on the date the product received permission under 
the provision of law under which the regulatory review period occurred for 
commercial marketing or use. 

35 U.S.C. 8 156(d)(l) (emphases added). To determine what the term "date" means, the 
USPTO looks to the words surrounding that term, namely the phrase "the product received 
permission . . . for commercial marketing or use." A drug product "receive[s] permission . . . for 
commercial marketing or use" when the FDA approves the drug. Section 355(a) of Title 21 
makes this clear. It provides: "NOperson shall introduce or deliver for introduction into 
interstate commerce any new drug, unless an approval of an application filed pursuant to 
subsection (b) or (j) is effective with respect to such drug." 21 U.S.C. 9 355(a). The 
requirement that all "new drugs" obtain approval from FDA before they may be distributed in 
interstate commerce is the linchpin of drug regulation under the Federal Food, Drug, and 
Cosmetic Act. See 21 U.S.C. $9  331(d). 

The FDA approves a drug on the date stamped on the FDA approval letter. Various FDA 
regulations establish this. See 21 C.F.R. 8 60.22(9 (explaining that "[a] marketing application . . 
. is approved on the date FDA sends the applicant a letter informing it of the approval"); 21 
C.F.R. tj 314.105(a) (stating that "[aln approval becomes effective on the date of the issuance of 
the approval letter"); 2 1 C.F.R. 314.108(a) (noting that "[djate of approval means the date on 
the letter"). It is likewise the FDA's long-standing practice -both before and after enactment 
of the Hatch-Waxman Act -to treat a drug as approved on the date of the approval letter. 
See Mead Johnson Pharm. Group v. Bowen, 838 F.2d 1332, 1336 (D.C. Cir. 1988) ("[21 C.F.R. 
$ 314.105(a)] thus reflects a well-considered, long-standing policy."). To this end, FDA 
approval letters explicitly state that the "application is approved effective on the date of th[e] 
letter." See, e.g., FDA Approval Letter to Applicant at 1 (Attachment 7). Additionally, three 
appellate courts have recognized the same. See Mead Johnson, 838 F.2d at 1336 (determining 
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that FDA's regulations which note that an approval is the date on the approval letter reflect a 
ccwell-considered,long-standing policy"); Nonvich Eaton Pharms, Inc. v. Bowen, 808 F.2d 486, 
491 (6thCir. 1987) (noting that FDA approval was effective on the date of the approval letter, not 
the date the drug company received the approval letter), cert. denied, 108 S. Ct. 68 (1987); 
Unimed, Inc. v. Quigg, 888 F.2d 826, 829 (Fed. Cir. 1989) (concluding that the sixty day period 
mandated by 35 U.S.C. 5 156(d) began on the date of the FDA approval letter). Accordingly, the 
date of approval is the date of the FDA approval letter. 

The date stamped on the FDA approval letter covers a calendar day. Under Federal 
Food, Drug, and Cosmetic Act, there are no limits on what days (weekdays, weekends, or 
holidays) or at what times (business and non-business hours) that the FDA may approve a drug. 
See 21 U.S.C. $ 5  355(a)-(d). Accordingly, Congress has implicitly authorized the FDA to 
approve drugs at any time of day. Said differently, Congress has not restricted the FDA to 
approve drugs before a certain time of day such as 4:30 p.m., the cut-off time that Applicant 
advocates here. Applicant's position that approval must occur on a business day, prior to 4:30 
p.m. east coast time, in order to be deemed effective on that day is consequently not supported by 
statute. Nor does it make sense for the FDA to limit its approval window to a few hours in a day. 
Because Applicant essentially argues that FDA must stop official business at 4:30 p.m. east coast 
time, including halting the review of applications, Applicant's position could also prolong the 
approval process -to the detriment of industry and the public. 

MDCO isolates the word "received"' from'section 156(d)(l) and contends that it shows 
that Congress intended for the patentee to have constructive receipt of t h e ' ~ ~ Aapproval before 
triggering the 60-day filing window. See Reconsideration Request at 16-17. In Applicant's 
view, "an after-hours communication should be deemed to have been received on the next 
business day." Id. at 17. The presence of the word "received" in section 156(d)(l), however, 
must be read in context. The statute speaks in terms of the "product receiv[ing] . . .permission 
for commercial marketing or use." The statute says nothing about the patentee actually or 
constructively receiving notice of the FDA approval. Hence, Applicant's argument is not fully 
consistent with the statutory language of section 156(d)(l). In fact, as explained more fully 
below, one reason why the term "received" in section 156(d)(l) cannot refer to the actual, or 
even constructive, receipt of an approval letter is because some permissions within the scope of 
section 156(d)(l) do hot come in the form of approval letters at all. See, e .g , 3 5  U.S.C. 
8 156(g)(2)(B)(ii) (specifying that the regulatory review period for a food or color additive ends 
on the effective date of a regulation). 

Moreover, MDCO's argument that the date a human drug "receive[s] permission . . . for 
commercial marketing or use" is not the same day as the date that the new drug "application [i]s 
approved" because the language of section 156(d)(l) is distinct from the language of section 
156(g)(l)(B)(ii) is unpersuasive. See Reconsideration Request at 9-10. Section 156(d) is simply 
using broader language to refer to the specific permission events that are also referred to in 
section 156(g). A review of the structure of section 156 reveals that the "receives permission . . . 
" language used in section 156(d)(l) covers various specific terms used in section 156(g). There 
are several different categories of products referenced in section 156(g): new drugs, food or color 
additives, medical devices, new animal drugs, and veterinary biological products. Section 
156(d)(l) also explains that the "permission" that the various particular products "receive[]" 
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occurs pursuant to "the applicable regulatory review period" for that given product. Those 
applicable regulatory review periods are set forth in section 156(g). The nature of the 
"permission" that the FDA gives for the commercial marketing or use of a product depends upon 
what category the product falls under. Some are based on the date an "application was 
approved," while others are based on some other act by the FDA. 

In reviewing the specific provisions of section 156(g), it becomes clear that section 
156(d)(l) uses the broader language "permission ..." to encompass the various different acts of 
permission referred to by section 156(g). Thus, the date a new drug application is "approved" 
[156(g)(l)(B)(ii)J, the date a regulation "became effective" for use of a food or color additive 

\ [l 56(g)(2)(B)(ii)JYthe date the protocol "was declared completed" for a medical device 
[156(g)(3)(B)(ii)lYthe date a new animal drug is "approved" [156(g)(4)(B)(ii)lYand the date a 
license "was issued" for a veterinary biological product [l 56(g)(5)(B)(ii)lYare all types of 
"permission" for commercial marketing and use contemplated in section 156(d)(l). Because of 
that, section 156(d)(l) does not use the same "date such application was approved" language that 
appears in section 156(g)(l)(B)(ii), and instead uses the broader, more generic "product received 
permission" language. Section 156(d)(l) necessarily uses language broader -and hence 
different -to encompass the specific approval or permission language particular to the various 
productireferred to in section 156(g). 

MDCO's argument that section 156(d)(l) and section (g)(l)(B)(ii) serve distinct 
purposes, and therefore must be construed to mean different things, is equally unpersuasive. 
See Reconsideration Request at 10-12. The USPTO agrees with MDCO's premise that the two 
provisions serve distinct purposes. Specifically, section 156(d)(l) serves to inform all patent 
term extension applicants of the trigger date which starts the sixty-day period for submission of a 
PTE application for his product, which could a human drug, food or color additive, medical 
device etc.,' whereas section 156(g)(l)(B)(ii) informs drug sponsors when a human drug product 
is approved, i.e., the regulatory review period ends, and commercial marketing may begin. 
Although these two provisions have different purposes, it does not follow that-thespecific 
temporal triggers that they include must be different. Title 21 of the Federal Food, Drug, and 
Cosmetic Act establish that the words "the date the product received permission . . . for 
commercial marketing or use" in section 156(d)(l) is synonymous with the language "the date 
[the drug] application was approved" in section 156(g)(l)(B')(ii). See 21 U.S.C. $ 355(a). 
Moreover, as the Federal Circuit has made clear, it could "find no implication that the approval 
date that commences the 60-day application period under [section 156(d)(1)] should be different 
from the approval date that marks the end of the regulatory review period under [section 
156(g)(l)(B)(ii)]." Unimed, 888 F.2d at 829. 

Finally, it is critical that the "date" of section 156(d)(l)be certain because the 
consequence of missing the filing window is drastic. ~ndeed;the date of FDA approval is "of 
great concern to the FDA, the NDA applicant, and competing drug manufacturers, even before 
the Hatch-Waxman Amendments." Mead Johnson, 838 F.2d at 1336. Certainty is achieved 
under the calendar day definition only, which does not take time of day into account. Under a 
"business day" definition, by contrast, applicants for a patent term extension, the USPTO, the 
FDA, and the public must track down the precise time of day that the FDA approval is granted. 
But of the foregoing entities, only the FDA has access to that information. In many 
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circumstances, it is even possible that applicants for a patent term extension -the entities most 
in need of the information -do not have it since the FDA transmits the approval letter to the 
NDA sponsor, who may not be the patentee who will file the patent term extension application. 
See, e.g., U.S. Patent No. 4,486,425 (decision denying PTE application where patent owner 
unaware of apprqval because patent owner and drug sponsor were distinct entities) 
(Attachment 8). Consequently, adopting a business day.definition strains the purpose of section 
156(d)(l). 

111. The USPTO's Construction of the Term "Date" in Section 156(d)(l) to Mean 
"Calendar Day" is consistent with Federal Circuit Precedent 

Precedent establishes that the "date" in section 156(d)(l) means the date stamped on the 
FDA approval letter. In Unimed, the Federal Circuit considered whether the sixty-day period to 
file a patent term extension application for a patent claiming a drug product, which required 
DEA rescheduling, begins on the date the FDA sent the approval letter or on the date that the 
DEA rescheduled the drug product, which occurred nearly one year after FDA approval. 
888 F.2d at 828. In answering this question, the Federal Circuit analyzed the statutory language 
of section 156(d)(l) and found that section 156(d)(l) is triggered by the date of the approval 
letter: 

According to section 156(d)(l), the sixty-day period begins "on the date 
the product received permission under the provision of law under which the 
applicable regulatory review period occurred for commercial marketing or use." 
Read in light of the definition of the "regulatory review period" in section 
156(g)(l)(B), this language is crystal clear. In this case, "the provision of law 
under which the applicable regulatory review period occurred" is section 505 of 
the FFDCA, which governs the approval of new drugs by the FDA. There is no. 
mention of DEA rescheduling or of 21 U.S.C. 5 81l(a), the statute under which 
rescheduling takes place. Therefore, section 156(d)(l) admits of no other meaning 
than that the sixty-day period begins on the FDA approval date. 

According to the FDA, the date of marketing approval for all new drugs is 
the date appearing on its approval letters. Two circuit courts of appeals have 
confirmed this. 

Id. (emphases added). 

MDCO attempts to avoid Unimed by narrowly characterizing the case on its specific 
facts. Particularly, MDCO casts Unimed as concerning whether the 60-day filing window of 
section 156(d)(l) started from the date that the DEA rescheduled the drug as opposed to the date 
the product received permission for commercial marketing or use from the FDA and not whether 
transmission of the FDA approval letter by courtesy facsimile after 4:30 p.m. triggers the date of 
section 156(d)(l) -the issue here. See Reconsideration Request at 13-15. While Unimed did 
not involve the precise facts her< Unimed construed the word "date" in section 156(d)(l). The 
construction of the word "date" in section 156(d)(l) is central to deciding the issue here, and 
Unimed, thus is applicable precedent. Moreover, even if Unimed is factually distinguishable, the 
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USPTO's independent construction of the term "date," which the agency made exercising its 
discretion as ordered by the district court to do, is consistent with Unimed. 

IV. The USPTO's Construction of "Date"as "Calendar Day" is Consistent with the 
USPTO's Historic Practice 

Although the USPTO has not previously addressed'a dispute over whether the term date 
means "calendar day" or "business day," the USPTO has'in practice, since the enactment of the 
Hatch-Waxman Act, applied a "calendar day" definition for all PTE applications where the FDA 
issued what MDCO would characterize as an "after business hours" drug approval. See Smiley v. 
Citibank {South Dakota), N.'A.,517 U.S. 735,740 (1996) ("To be sure, agency interpretations 
that are of long standing come before us with a certain credential of reasonableness, since it is 
rare that error would long'persist."). For example, when the FDA provided a courtesy facsimile 
of the drug approval letter for the drug Betaxon on February 23, 2000, at 4:44 p.m., the USPTO 
treated February 23, 2000, as the approval date for purposes of determining whether the PTE 
application was timely under section 156(d)(l). See U.S. Patent No. 4,911,920 (February 23, 
2000 Approval Letter) (Attachment 9). The USPTO has done the same in connection with other 
PTE applications with similar facts. See also, e.g., U.S. Patent No. 5,951,974 (January 19, 2001 
Approval Letter) and U.S. Patent No. 5,565,447 (May 7,2001 Approval Letter) (Attachments 10 
and I 1, respectively). 

The patent law includes various time periods (other than the one at issue) that are 
measured from events or actions that do not take place in the USPTO, for example, the 
publication of a description of the invention, the public use of an invention, the placement of an 
invention on sale, the filing of an.applicationin a foreign country. In all instances, the USPTO 
uses the calendar date forall trigger dates. ' ~ e ~ a r d i n ~the actions that the USPTO itself takes, 
the agency, like the FDA, is not limited to ''business hours." For example, the USPTO grants 
patents on hdlidays. See Kenneth W. ~ o b ~ n s i ~ h ePatent Office Pony 123 (1997) (". . '  
.beginning in early 1848 and continuing to date, patents have issued at noon every Tuesday, and 
only on Tuesday, come fire, flood, war, riot or national holiday") (Attachment 12). The trigger 
date for periods measured from the grant of a patent (e.g., the due dates in 35 U.S.C. $ 41(b) for 
payment of maintenance fees, and the two-year period in 35 U.S.C. $ 251 for filing a broadening 
reissue) is measured from the calendar date on which the patent is granted, and does not carry 
over to the next business day when a patent is granted on a federal holiday. The only instance 
when the USPTO considers business versus non-business days is when a time period for taking 
action before the USPTO ends on a non-business day. See 35 U.S.C. $ 21(b). 

Furthermore, it is the USPT07spractice to accept filings until midnight on the date a 
filing is due - thus a PTE application submitted to USPTO after "business hours" on the sixtieth 
day after FDA approval would be deemed timely. See, e.g., Official Gazette Notice (Feb;. 1, 
2005) (Attachment 13); 37 C.F.R. $ 1.10; 37 C.F.R. $ 1.8; 37 C.F.R. $ 1.6 (permits timely filing 
by facsimile so long as actual receipt by USPTO is by midnight EST); USPTO Legal Framework , 

for EFS-Web 12, XXIII (Sept. 2008) (Attachment 14). 
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V. MDCO's Suggested Business-Day Interpretation of Section 156(d) Conflicts With 
the FDA's Interpretation of the Analogous Provision in Section 156(g)(l)(B)(ii) 

MDCO argues that the USPTO should adopt a construction of section 156(d)'s date 
language-i.e., "the date the product received permission . . . ,"that mirrors the FDA's practice 
of considering new drug applications that are electronically submitted after 4:30 p.m. to have 
been received on the next business day (the 4:30 rule). Reconsideration Request at 15, n.8; 
17-18. 

The USPTO acknowledges that the FDA uses the 4:30 rule in the limited context of 
electronic submissions to determine when a new drug application is ~ubrnitted,~but the FDA 
does not use that same rule when assessing the date that same application is approved. Critical 
to the question of whether the FDA and the USPTO are interpreting the term "date" similarly is 
the fact that while the word "date" only appears once in the provision interpreted by the USPTO, 
35 U.S.C. 5 156(d)(l), the word "date" appears twice in the provision interpreted by the FDA, 35 
U.S.C. 5 156(g)(l)(B)(ii): 

(ii) the period beginning on the date the application was initially 
submitted for the approved product under section 351, subsection 
(b) or section 505, or section 507 and ending on the date such 
application was approved under such section. 

(Emphasis added). That provision defines a portion of theregulatory review period in terms of a 
beginning date and an ending date. The FDA only applies the 4:30 rule to the beginning date. 
That beginning date is not relevant to the 60-day filing window.provided in section 156(d)(l) 
because the date an applicant submits a new drug application to the FDA is unrelated to a time 
.period that turns on a subsequent ,approvalof that application. Instead, it is the ending date in 
section 156(g)(l)(B)(ii) that is relevant to 60-day filing window of section 156(d)(l) because 
the conclusion of the review period marks the beginning PTE application filing window. By 
rule, the FDA considers the date of approval -which of course marks the end of the review 
period -to be the "date of issuance of the approval letter." 21 C.F.R. tj 314.105(a). The 
USPTO cannot speak to whether the FDA's approach to interpreting section 156(g)(l)(~)(ii)is 
internally inconsistent, as MDCO argues. Reconsideration Request at 15, n.8. In any event, the 
USPTO should not compound that perceived inconsistency by applying the 4:30 rule to the 
ending date of the approval period, i.e., to the date that the FDA does not apply the 4:30 rule. 
Thus, the USPTO concludes that the best approach is to interpret section 156(d)'s date language 
in harmony with the FDA's approach to interpreting the ending date language in section 
156(g)(l)(B)(ii). 

3 It is worth noting that MDCO does not assert that the FDA's 4:30 rule was used to 
determine the submission date of the ANGIOMAX application or that the ANGIOMAX 
application was even subject to the 4:30 rule, i.e., MDCO does not assert it filed an electronic 
application. In other words, although MDCO implicitly makes the equitable argument that an 
outgoing approval should be treated like an incoming submission, it never asserts that its 
application should be subject to that equitable comity. 
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VI. MDCO's Suggested Interpretation of 156(g)(l)(B)(ii) Is Unpersuasive For 
Additional Reasons 

Beyond the disharmony it would create with the FDA's interpretation of section 
156(g)(l)(B)(ii), there are other problems with MDCO's arguments in favor of the 4:30 rule. 
First, the FDA's refusal to accept new drug application submissions after 4:30 p.m. bears no 
logical connection to whether a facsimile transmission sent after that time is received on the . . 
same calendar day. MDCO's concern is with notice. Reconsideration Request at 11. But 
MDCO fails to articulate why its ability to receive notice is linked to the FDA's hours for : 
accepting new drug applications. Instead, MDCO's ability to receive notice logically turns on 
whether it was closed for business when the FDA sent its courtesy facsimile on December 15, 
2000. MDCO is careful to steer clear of urging actual notice because it has never asserted that it 
was not on actual notice of FDA approval on December 15,2000. MDCO candidly admits that 
any standard that turns on actual notice would be "difficult to administer" and involve 
"potentially burdensome fact-finding that the [USPTO] is not equipped to undertake." 
Reconsideration Request at 20. 

Second, the FDA was conducting business after 4:30 p.m. on December 15, 2000, and 
any other time it takes action. The "business" of the FDA is drug approval, and MDCO agrees 
that the.regulatory review period here "ended on December 15, 2000.?' . Reconsideration Request 
at 2 1, n. 14. Because MDCO also agrees that the FDA's act of approval is what ends the review 
period, id. at 20-21 (acknowledging that the end of the review period under section 
156(g)(l)(B)(ii) is the date of FDA's approval), and because that approval occurred after 4:30 
p.m., MDCO cannot seriously argue that the FDA was not conducting business when it sent the 
courtesy facsimile to MDCO. Although it might not have been accepting new drug applications 
at the time it approved Angiomax and almost immediately informed MDCO of that fact, it was 
clearly conducting the very business desired by MDCO. In addition, MDCO's permission for 
commercial market or use of Angiomax began on December 15,2000, and was not delayed until 
the next business day (i.e., December 18,2000) as a consequence of when, during the day on 

'December 15,2000, the FDA transmitted this courtesy facsimile to MDCO. .The USPTO 
declines to adopt the non sequitur rule that a valid FDA approval should not count until the next 
business dayjust because the FDA was not accepting new applications at the time it issued its 
approval of an application that had been filed years earlier. 

Third, MDCO fails to consider that a 4:29 p.m. approval would deprive an applicant for a 
patent term extension of the full 60-day period just as much as a 4:31 p.m. approval. Similarly, a 
facsimile transmission from the FDA of an approval at 4:35p.m. east coast time to a drug' 
sponsor in California, would, under MDCO's rationale, be outside the normal business hours of 
the FDA for purposes of triggering the 60-day filing window of section 156(d)(1) but would 
have provided many "business hours" for the California sponsor to commercially market or use 
its new drug. 

Finally, MDCO's argument in favor of a 4:30 rule is made possible because the FDA 
provided a courtesy facsimile to Applicant. Nothing in the Federal Food, Drug, or Cosmetic Act 
or FDA regulations requires the FDA to facsimile notification of FDA approval to a drug 
sponsor. Had the FDA notified MDCO of the approval of its drug via postal mail only, MDCO 
could not allege that the term "date" in section 156(d)(l) means "business day" because there 
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would be no after business hours transmission of approval from the FDA to quibble over. Thus, 
this entire litigation was made possible solely because the FDA chose to extend a courtesy to 
MDCO and provide as prompt notification of FDA approval as possible. 

VII. MDCO's Remaining Fairness Arguments Regarding Section 156 

Urging that the USPTO should interpret section 156(d)(l) in a way that benefits it, 
MDCO argues that the USPTO "has historically developed policies to avoid the unnecessary loss 
of patent rights." Reconsideration Request at 19. MDCO fails to appreciate, however, that those 
policies are provided by statutory provisions absent here. For example, the USPTO allows filing 
on the next business day when a time period ends on a weekend or holiday, 37 C.F.R. § 1.7, and 
allows certain filing dates to be met by timely deposit of the filing with the U.S. Postal Service, 
37 C.F.R. 1.8. Both rules are specifically authorized by statute. See 35 U.S.C. 5 21. Likewise, 
the USPTO will, under certain circumstances, allow revival of a patent that expires for failure to 
pay a fee, or revival of an application that is abandoned for failure to take action, but only 
because Congress authorized the USPTO to do so. 35 U.S.C. 41(c) (patent maintenance fees) 
35 U.S.C. $5 4 1(a)(7) and 133 (application abandonment). Furthermore, the USPTO can even 
extend the time for appealing its Board decision to the U.S. Court of Appeals for the Federal 
Circuit, and accept late priority claims to earlier applications, but only because both practices are 
authorized by statute. 35 U.S.C. §§ 142 (Federal Circuit Appeal), 120 (priority). 

The point is that there are indeed many instances where the USPTO prevents loss of 
rights due to an applicant, appellant, or patentee's failure to meet certain deadlines. But in all of 
those cases, Congress has provided the avenue for the relief available at the agency, and thus to 
the applicant or patentee. In light of that, it speaks volumes that Congress provided no avenue to 
allow the USPTO to accept a late PTE application filed under section 156. Given Congress's 
unquestionable awareness that lawyers make mistakes, and the various provisions it provided to 
redress those mistakes, Congress's failure to include a similar provision related to the section 
156(d)(l) 60-day filing window compels the conclusion that Congress did not intend the 
provision to be remedial, or to be interpreted in a way that benefits late-filing PTE applicants. 

Finally, although not specifically advanced in the Reconsideration Request, the USPTO 
notes that in its decision, the district court referred to section 156 as "remedial." While section 
156, and more generally the Hatch-Waxman Act, in part, was certainly meant to remedy the loss 
of effective patent term due to lengthy regulatory delay, it does not follow that every provision 
within section 156 is "remedial." In section 156(d)(l), Congress provided a 60-day window 
within which a patentee can file its PTE application. No provision for extension of the time 
period is included. By creating such a non-extendable period, Congress provided a date-certain 
by which all players would know their future rights. Lastly, interpreting section 156(d)(l) "is 
purely a case of statutory interpretation, so the equitable considerations" are inappropriate. 
Unimed,888 F.2d at 829. 

VIII. MDCO's Situation is Not a Result of USPTO's "Calendar Day" Construction 

At its core, MDCO's situation appears to turn on its failure to correctly docket the due 
date for filing the patent term extension application with the USPTO. That is, instead of 
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correctly docketing the 60-day filing window deadline as February 12,2001 -60 days from 
December 15,2000, MDCO seemingly docketed the deadline as February 15,2001 -2 months 
from December 15,2000. Because 60 days is not the same as two months in all instances due to 
the varying number of days in a month, MDCO's docketing mistake lead to its missed deadline. 
Dr. Clive Meanwell, Chairman and CEO of MDCO, admitted before Congress that MDCO's 
situation'is the product of "human error" and not the USPTO long's standing "calendar day" 
definition of "date" in section 156(d)(l): 

The FDA approved Angiomax for the narrow initial use in coronary angioplasty 
on December 15,2000 . . . .But then human error intervened. The current filing 
provision of Hatch-Waxman requires an application to be filed within 60 days of 
FDA's approval of the drug in question. Unfortunately, the 60-day requirement 
was evidently mistakenfor a two-month requirement, and ourpatent restoration 
application lvasfiled on ~ebruary14, 2001, within a two-month window, but one 
day latefor the actual 60-day deadline. 

A Bill to Amend Title 35, U S .  Code, To Conform Certain Filing Provisions Within the Patent 
and Trademark Office: Hearing on H.R. 5120 Before the Subcomm. on Courts, the Internet, and 
Intellectual Property of the H. Comm. On the Judiciary, 109'~Cong. 11 (2006) (emphases 
added). Dr. Meanwell made this admission under oath, not in a litigation-induced setting. And 
who better to know exactly why MDCO filed its PTE application on February 14,2001, than the 
head of its company. 

Furthermore, MDCO has made numerous attempts to secure legislation to remedy its 
situation rather than bring timely suit against the USPTO or the FDA. Specifically, the USPTO 
issued a final agency decision on April 26,200'7. MDCO could have brought suit immediately 
thereafter. But it did not do so. Instead, it spent at least the past three years lobbying Congress 
for a legislative fix to its problem. See, e.g., S. 1785, 109'~Cong.; H.R. 1178, 11othCong.; 
S. 1145, 1lothcong.; H.R. 6344, 1loth.cong. Thus, it was MDCO's choice to place itself on the 
courthouse steps on the eve of its patent expiration. Just as MDCO waited until the very last 
minute to file its PTE application, and then some, it likewise waited to.the very last minute to 
seek redress of the USPTO's adverse patent term extension decision. MDCO's dire situation is 
therefore exclusively of its own making. 

Finally, a PTE application is a relatively short filing. The statute requires only certain 
minimal items of information. See 35 U.S.C. $ 156 (d)(l)(A)-(E). Consequently, it is not as if a 
patent owner needs a full 60-'daysto assemble all of the necessary information aridor prepare the 
application. In fact, all the information that MDCO needed, except for its FDA approval, was 
available well before December 15,2000. And on December 15, 2000, MDCO received the 
missing FDA approval. Thus, MDCO was equipped on December 16,2000, to file its PTE 
application. An applicant for PTE gains no advantage, nor does it receive any additional restored 
term, by waiting to the last minute to file its PTE. 
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IX. MDCO's Patent Term Extension Application Was Filed ~ w o ~ a ~ sLate 

As explained earlier, the trigger date for the 60-day filing window of section 156(d)(l) is. 
the date stamped on the face of the FDA approval letter, here, December 15,2000. MDCO has 
repeatedly acknowledged to various governmental bodies as well as the public that the date of 
FDA approval of its drug was December 15,2000: 

In its patent term extension application to the USPTO, Applicant stated three times that 
the FDA approved its drug on December 15,2000. For example, it stated: "The date on 
which the NDA &as approved was 15 December 2000." PTE Application at 4. 

In testimony before Congress as part of its lobbying efforts for a legislative resolution to 
its untimely filing PTE application filing, Dr. Clive Meanwell, Chairman and CEO of 
MDCO, stated that "[tlhe FDA approved Angiomax for the narrow initial use in coronary 
angioplasty on December 15,2000." 2006 Legislation. 

In its filing to the Security and Exchange Commission, Applicant stated that "[iln 
December 2000, the U.S. Food and Drug Administration (FDA) approved Angiomax(R) 
(bivalirudin), the Company's lead product, for use as an anticoagulant in patients with 
unstable angina undergoing percutaneous transluminal coronary angioplasty (PTCA)." 
SEC Statement at 84. 

. In its Annual Report for 2000 to its shareholders and the public, Appli'cant notified stated 
that "[oln December 15,2000, the Company received FDA approval for Angiomax." 
Annual Report at 25-26. 

With December 15,2000, as the start of the 60-day filing window of section 156(d)(l), 
Applicant's patent term extension filing on February 14,2001, was 2 days late. Thus, MDCO 
does not qualify for a patent term extension under section 156. Therefore, the application for 
extension of the patent term of U.S. Patent No. 5,196,404 under section 156 is DENIED. THIS 
IS A FINAL AGENCY DECISION. 

Further correspondence with respect to this matter should be addressed as follows: 

By mail: Mail Stop Hatch-Waxman PTE 
Commissioner for Patents 
Post Office Box 1450 
Alexandria, VA 22313-1450 

yflk.dk
Robert W. Bahr 
Acting Associate Commissioner 

for Patent Examination Policy 
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.-........... .- ..-. .......-. 
August 2000 

We completed our 
initial public offering 
(IPO) in which we 
raised $101.4 million 
by selling 6.9 million 
shares of Common 
Stock, including the 
underwriters' over-
allotment option, at 
$16.00 per share. 

,...- ...-. -......... ................ 
i 
i September 2000: 1
/ We initiated with 

I 
1 NIH a double-blind 

I 
!j randomized placebo- ,

1 controlled Phase 2 1 
j trial of our second j
j product, CTV-05, as 

i an adjunct to standard 1 
j antibiotic treatment 
: of bacterial vaginosis ,

j (BV). CTV-05 is a pro- i 
/ prietary biotherapeutic 1 
i agent with a poten- 1 
j tially broad range ii of applications in the 1 
: treatment of gynecol- I 
; ogical and reproduc-
j tive infections. i 

I 

.-.---- . 
November 2000: 

We initiated 
the REPLACE 
trial program--a 
large randomized 
Phase 3b trial com-
paring Angiomax 
(bivalimdin), our lead 
product, to heparin in 
patients undergoing 
percutaneous coro-
nary intervention 
including intravenous 
GP IIb/IIIa inhibitors. 
We have since com-
pleted enrollment of 
the first part of the 
trial and will soon 
begin the second part. 

We began a Phase 2 
trial of Angiomax in 
patients undergoing 
coronary artery 
bypass graft surgery 
(CABG) without the 
use of a bypass pump. 

December 2000: 

We gained marketing 
approval from the 
U.S.Food and Drug 
Administration, or 
FDA, for Angiomax 
for use as an antico-
agulant in combina-
tion with aspirin in 
patients with unstable 
angina undergoing 
coronary balloon 

' angioplasty. 

We signed a commer-
cialization agreement 
with Innovex Inc. to 
provide us with a 
sales force, sales terri-
tory management 
systems and opera-
tional support for the 
launch of Angiomax. 

January 2001: 

We began selling 
Angiomax in cardiac 
catheterization 
laboratories in the 
United States target-
ing approximately 
700 hospitals where 
about 95% of the 
angioplasty proce-
dures are performed. 



During 2000 we transformed The Medicines 

Company from a private company focused 

on product development to a public commercial 

enterprise. In August, we raised $101.4 million by 

selling 6.9 million shares of Common Stock, 

including the underwriters' over-allotment option, 

at $16.00 per share. In December 2000 we gained 

marketing approval for Angiomax (bivalirudin), 

our lead product, for use in patients with unsta-

ble angina undergoing coronary angioplasty. 

Having achieved these significant milestones, 

we recruited experienced and dynamic commer-

cial leadership and assembled a quality 65-person 

field sales organization dedicated solely to selling 

Angiomax in the United States. With extensive 

direct hospital selling and national account expe-

rience, the marketing and sales team will target 

both hospital decision-makers and group pur-

chasing organizations. 

The features and benefits of Angiomax pres-

ent our customers with an exciting medical and 

economic opportunity. We believe that this 

opportunity will translate into better care for 

patients and more efficient management of car-

diac catheterization laboratory businesses. 

The FDA's approval of Angiomax was based 

on data from a broad group of patients undergo-

ing angioplasty with new onset severe angina, 

accelerating angina, angina at rest, including both 

patients with pain within the month prior to 

study entry and those with recurrent angina 

developing within two weeks after a heart attack. 

Angiomax treatment is associated with fewer 

ischemicand bleeding complications than heparin 

providing the basis for better patient care and 

improved hospital economics. Given the clinical 

features and benefits of Angiomax and its eco-

nomic advantages, we believe that it has the 

potential to replace heparin as the foundation 

anticoagulant in angioplasty. 

To support the commercialization of Angiomax, 

we have initiated educational programs includ-

ing symposia at major medical conferences, a far-

reaching speaker training program for physicians, 

nurses and pharmacists and a series of peer-

reviewed and sponsored publications designed to 

highlight the medical and economic value of 

Angiomax. We are grateful for the support of 

some of the world's leading academic institutions 

in helping to implement these programs. 

We began the REPLACE clinical trial program 

as an initiative to enable professionals in the 

cardiac catheterization laboratory to learn how 

to integrate Angiomax into their own practices. 

In addition, this program will generate additional 



clinical information for Angiomax used with 

and without GP IIb/IIIa platelet inhibitors and 

stents. From its initiation in late 2000, REPLACE 

has progressed very quickly with enrollment of 

part one completed in  February 2001. We expect 

to begin part two in the near future. 

Beyond angioplasty we are also developing 

Angiomax for use i n  the treatment of arterial 

thrombosis. To date clinical investigators have 

administered Angiomax to over 16,000 patients 

with a series of trials underway. The 17,000 patient 

Phase 3 trial in heart attack patients called HERO-2 

is nearing completion. We have a Phase 3 pro-

gram studying Angiomax in angioplasty patients 

who experience allergic reactions to heparin. In 

November 2000 we began a Phase 2 program 

studying Angiomax in patients undergoing CABG 

without the use of a bypass pump. We have plans 

to commence a Phase 3 program to evaluate the 

use of Angiomax in patients with unstable angina. 

Our development objective is to expand the 

use of Angiomax so that it can become the lead-

ing replacement for heparin in acute hospital 

care-a substantial commercial opportunity. 

Heparin is used to treat at least five million hospi-

talized patients per year in the United States. We 

believe the medical opportunity is compelling; 

patients who are treated with heparin are at risk 

for excessive bleeding, thrombosis and allergic 

reactions. In addition, the dosing and therapeutic 

response to heparin are difficult to predict. 

Although heparin was discovered in 1906 and 

has been on the market for more than 50 years, 

the manufacturing method of this animal derived 

substance has changed little during that time and 

batch-to-batch variability in  biological activity is 

typical. We, and many experts in the field, believe 

that it is time to move intravenous anti-thrombin 

treatment into the 21st century. 

We plan for Angiomax to become the comer-

stone of the hospital care franchise we plan to 

build. We intend to build this franchise through 

acquisitions and commercialization of additional 

hospital products that meet our investment crite-

ria while utilizing our core strengths in hospital 

selling and product development. 

In January 2000 we announced the acquisition 

of CTV-05 a strain of lactobacillus found in humans 

with a potential range of applications in the areas 

of urogenital and reproductive health. With the 

National Institutes of Health, we began a large, 

randomized clinical trial of CTV-05 as an adjunct 

to standard antibiotic treatment of bacterial 

vaginosis (BV). 

The Medicines Company enters 2001 as a com-

mercial enterprise providing a n  exciting new 

standard of care for patients undergoing angio-

plasty. We are committed to making Angiomax a 

market leader in angioplasty, expanding the uses 

of Angiomax in hospital care and building a valu-

able pharmaceutical business. 

Sincerely, 

Clive Meanwell, M.D., Ph.D. 
President, Chief Executive Officer and Director 



Douglas Losordo, M.D., St. Hlizabeth 's Hospitai 

and Carrie Beai,R.N., I?egionalAccount Specialis:; 

Tne Medicir~esCompany 

Angioplasty Market 

There are approximately 686,000 inpatient 

coronary angioplasty procedures a year in the 

United States. Coronary angioplasty is a proce-

dure used to restore normal blood flow in a n  

obstructed artery in the heart. Heparin is used in 

the vast majority of angioplasty patients in the 

United States and has long been considered the 

foundation anticoagulant for coronary angio-

plasty, although it is associated with significant 

clinical limitations. 

Heparin Clinical Liinitations 

Because it is an indirect thrombin inhibitor, 

heparin is ineffective on thrombin when clots 

have formed. Patients who receive heparin have a 

high incidence of bleeding. The anticoagulant 

effect of a given dose of heparin is unpredictable 

and therefore requires close monitoring. Heparin 

can cause dangerous immunological reactions and 

can be problematic in patients with impaired kid-

ney or liver function. 

Angionlax I'otential Advantages 

The Clinical data has demonstrated the effec-

tiveness and safety of Angiomax compared to 

heparin. Angiomax, as a direct thrombin inhibitor, 

is equally effective on thrombin in the clot as 

well as on thrombin c~rculatingin the blood. 

As a reversible thrombin inhibitor, Angiomax 

has demonstrated consistent clinically mean-

lngful reductions In bleeding 

and ischemic con~plicat~ons' 

as compared to h e p a r ~ n  

Angiomax IS a syn-

thetic peptlde that 

provides predictable 

levels of anhcoagulahon 

In all pat~ents,including 

those WIth Impaired l~ver  

or k~dneyfunctlon 

F13A Approval 

In December 2000, we 

recelved FDA marketing 

approval for Angromax for use as 

an anticoagulant in combination with aspirin 

in patients with unstable angina undergoing 

coronary balloon angioplasty. The approval of 

Angiomax was based primarily on data from 

double-blinded clinical trials in 4,312 patients 

undergoing coronary angioplasty for new onset 

angina, accelerating episodes of angina or angina 

at rest. In clinical trials in angioplasty compared 



"We believe Angiomax will become the 

leading replacement for heparin in acute 

cardiovascular care," 

Paul Puccioni 
Senior Director Cornmerclaland Clinlcol 
Development 

"With our years of experience in hospital marketing 

and sales, we are well positioned to launct~ 

Angiomax in fhe US anticoagulant market." 

.mornus8 u h n  
Vice President, Soles and Marketing 

to heparin, Angiomax showed a 22% reduction in 

the risk of death, heart attack or the need for 

emergency coronary procedures. In addition, 

Angiomax reduced the likelihood of major bleed-

ing by 62%. We began selling Angiomax in the 

United States in January 2001. 

Sales Fnrce 

We have a 65 person sales effort with years of 

direct selling and national account experience ded-

icated solely to selling Angiomax. Our sales force, 

with an average of four and a half years of selling 

experience, is targeting approximately 700 hospi-

tals. These targeted hospitals perform the vast 

majority of angioplasty procedures in the ~ & t e d  

States. We have signed a commercializationagree-

ment with Innovex Inc. to provide us with 52 

members of our sales effort dedicated exclusively 

to selling Angiomax. The lnnovex agreement also 

provides us with sales territory management sys-

tems and operational support in the field. We are 

working actively with a number of major group 

purchasing organizations to establish contracts. 

REPLACE 

To support the launch of Angiomax in angio-

plasty, we initiated the REPLACE clinical trial 

program. This two-part trial will examine the use 

of Angiomax versus heparin with and without 

a GP IIb/IIla platelet inhibitor. In ~ebruary2001 

we completed enrollment 

in part one of the REPLACE 

program and expect to 

begin part two of the trial 

in the near future. 

Medical Education 

To support the launch 

we initiated a medical edu-

cation program including 

a series of publications and 

educational symposia. In 

addition to the publications 

to date, there are numer-

ous manuscripts regarding 

Angiomax either in press 

or in scientific review. To 

educate the physicians, 

nurses and pharmacists, 

we have an Angiomax 

speaker training program that will develop more 

than 600 physician, pharmacist and nurse speak-

ers to facilitate the appropriate cost-effective use 

of Angiomax. 

With our experienced sales and marketing 

team and the product attributes of Angiomax, we 

believe that Angiomax will become the founda-

tion anticoagulant replacing heparin in angio-

patients. 



"Webelieve Angiomox will enable hospitals angioplasty procedure with a stent was approxi-

to provide better pciienf care 'whileimproving mately $11,500. The average cost to a hospital of 

the economics of the hospital." performing an uncomplicated angioplasty proce-

StephaniePlenl;R4.D. 
Senior Director.Medico1 hiicy and Economics 

Angioylasty Costs 

Coronary angioplasty 

has been performed for 

approximately twenty years. 

Over time, the procedure 

has improved with the 

introduction of new drugs, 

including fibrinolytics and 

platelet inhibitors and new 

devices, such as stents. As 

these new items are added 

to the procedure, the asso-

ciated cost has increased 

significantly. 

A~igioplasty 

tieimbursc~nent 

The majority of hospitals 

are reimbursed according 

to contract rates that pay a fixed amount for 

each coronary angioplasty regardless of the 

costs incurred by the hospital. This is true for 

all Medicare cases (the Diagnosis Related Group 

prospective payment system) and most commer-

cial insurance arrangements. In this payment 

environment, hospitals are at risk of losing money 

when clinical complications occur and costs 

exceed the fixed reimbursement. In 1999 the aver-

dure is approximately $9,500. As a result, an 

uncomplicated angioplasty procedure may result 

in an average $2,000 per case profit for the hospital. 

Cost of Clinical Complications 

When complications arise, the hospital could 

lose money. On average a hospital incurs an addi-

tlonal $7,700 cost to treat a patient who has a 

heart attack, an additional $9,600 cost for a 

patient undergoing a repeat coronary angioplasty, 

an additional $20,800 cost for a patient requiring 

CABG and an additional $10,700 cost for manag-

ing a patient who requires a blood transfusion. 

While the hospital will receive greater reimburse-

ment for a CABG, there will be no additional 

reimbursement for a patient who experiences a 

heart attack, repeat angioplasty or blood transfu-

sion as a complication. Therefore the associated 

age hospital reimbursement for an uncomplicated 



costs may result in an average net loss for the 

hospital of $5,700 for a heart attack, $7,600 for a 

repeat coronary angioplasty procedure and 

$8,700 for a blood transfusion. Several studies 

have shown the community transfusion rate for 

angioplasty cases is approximately 5% making 

bleeding the most frequent and costly complica-

tion of angioplasty. 

Ecol~olnicsof Heparin 

Even as techniques, drug treatments and 

devices have improved, heparin has remained the 

foundation anticoagulant in angioplasty. Heparin, 

a generic drug with numerous manufacturers, 

has a low acquisition cost. However, due to its 

associated adverse events and bleeding cornplica-

tions, using heparin can result in significant 

hospital costs. 

Alrgiolnax Economic Advantage 

Angiomax has been shown in clinical trials 

to decrease both ischemic and bleeding compli-

cations. Fewer complications during coronary 

angioplasty procedures translate into cost avoid-

ance for the hospital and therefore overall 

cost savings. 

If published complications costs were applied 

to the improvement in complication rates seen 

with Angiomax in the pivotal trials, Angiomax 

use would result in reduction of overail hospital 

costs. The reduction in costs would range from 

$591 to $843 per patient. 

Helping Hospitals Understand LJa1ue 

To enable hospitals to evaluate the potential 

economic impact of using Angiomax compared to 

heparin during angioplasty, we have created the 

Angiomax Value Analyzer (AVA). The AVA, a 

software analytical tool, helps hospitals analyze 

the cost of ischemic and bleeding complications. 

The AVA allows a hospital to customize the analy-

sis to its particular practice pattern, complication 

rates and cost experience. d==---sk 

The AVA tool is one of many figgiD@ 
'?I-mci 

tools bv which our sales and .f :-

nat~onal account team can 

work with our customers to 

provide solutions to their clini-
- . 1' 

cal and economic problems and "A-
help them make valuable improvements in the 

hospital care of patients. 
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Angiomax Vision 

We believe that Angiomax will become the 

leading replacement for heparin in hospital care. 

In the United States, heparin is the most widely 

used acute care anticoagulant and is used to treat 

approximately five million hospitalized patients 

per year. We have development programs designed 

to expand the applications of Angiomax for use in 

the treatment of ischemic heart disease. 

Angion~axDevelop~ilentStrategy 

Our objectives in developing Angiomax are to 

establish the basis of clinical and economic value 

for Angiomax in the marketplace and to obtain 

regulatory approval in each of three settings in 

the hospital: in the cardiac catheterization labora-

tory, in the emergency room and in the operating 

room. Angiomax has consistently demonstrated 

reduced ischemia and bleeding when compared 

to heparin. Given this profile we  believe that 

Angiomax provides a broad clinical and com-

mercial opportunity in the hospital treatment of 

patients with ischemic heart disease. 

Cardiac Catheterization Laboratory 

Angiornax development programs to date 

have provided clinical experience in the use of 

Angiomax in over 12,000 angioplasty patients. 

This includes clinical data from the pivotal Phase 3 

trials in angioplasty that demonstrated a reduction 



in ischemic complications and bleeding compli-

cations for Angiomax patients in comparison to 

heparin patients. The Phase 2 CACHET trials 

studying ~ng iomaxplus provisional ReoPro 

(abciximab) versus heparin with ReoPro in angio-

plasty patients showed a significant reduction 

in ischemic and bleeding complications for the 

Angiomax patients. 

In November 2000 we initiated the REPLACE 

program, a Phase 3b clinical trial program in 

angioplasty. This two-part trial will examine the 

use of Angiomax with and without a GP IIb/IIIa 

platelet inhibitor. In February 2001 we completed 

enrollment in part one of the REPLACE program 

and expect to begin the second part of the trial in 

the near future. 

We have an ongoing Phase 3 trial program 

studying the use of Angiomax for the treatment 

of patients undergoing angioplasty who have in 

the past experienced reduced platelet count and 

clotting due to an allergic reaction to heparin 

(HIT/HITTS). 

Einergency Roorn 

In the United States there are approximately 

870,000 heart attack and 950,000 unstable angina 

patients who were treated in a hospital in 1997. 

Christina Correlcl 
Senior Director.Product Development 

Sor;io Borfon Loar 
Phorm.0..Senior Directoc Regulatory Affoirs 

Angiomax has been studied in three Phase 2 

trials in heart attack patients treated with aspirin 

and fibrinolytics. In these studies the use of 

~ n g i o m a xresulted in normal blood flow in 

34% more patients than heparin and resulted in 

substantially less bleeding. In Phase 2 studies 

in unstable angina patients, Angiomax showed 

a reduction in death. and heart attack rates in 

comparison to placebo doses of anticoagulant. 

HERO-2, our Phase 3 trial program studying 

the use of Angioinax for the treahnent of patients 

who have suffered a heart attack, is nearing 

completion. Heart attack patients in this study 

are randomized to Angiomax or heparin prior 

to treatment with a fibrinolytic. At present 

we have recruited over 16,000 of the planned 

17,000 patients into the HERO-2 trial. We are 

also actively planning for a Phase 3 program in 

patients with acute coronary syndromes. 

Operating Room 

Heparin is used extensively in the operating 

room in cardiac surgery, vascular surgery and 

orthopedic surgery and a variety of other opera-

tions. Angiomax has been studied as an anti-

coagulant in a Phase 1 program in coronary 

artery bypass graft surgery and a Phase 2 pro-

gram in patients undergoing orthopedic surgical 

procedures. 

In November 2000 we initiated a 100 patient 

Phase 2 trial of Angiomax in patients undergoing 

coronary artery bypass graft surgery without the 

use of a bypass pump. 



STRATEGY FOR 

SLralegic Objectives Hospital Care Franchise 

We plan to  continue to acquire, develop With our team's operational experience in 

and commercialize late-stage product candidates hospital marketing and sales, we plan to build 

Andrew Sternl icht ,  M.0. 
Senior Direcloc Busines Development 

or approved products that 

make a clinical difference in 

critical care medicine. Our 

strategy is to acquire late-

stage development product 

candidates with an antici-

pated time to market of four 

years or less and existing 

clinical data which provides 

reasonable evidence of safety 

and efficacy. In addition we 

aim to acquire approved 

products that can be mar-

keted by our commercial 

organization. 

We believe the changes 

underway in the pharma-

ceutical and biotechnology 

industries will continue to 

result in the availability of 

high quality products or 

product candidates with 

a hospital care franchise in which Angiomax 

will be the cornerstone product. To expand the 

applications of Angiomax in the hospital, we  

have clinical trial programs examining the use of 

Angiomax in angioplasty patients, in heart attack 

patients, in patients undergoing angioplasty who 

experience reduced platelet count and clotting 

due to a n  allergic reaction to heparin and in 

patients undergoing coronary artery bypass graft 

surgery without the use of a bypass pump. In 

addition, we are actively considering potential 

product candidates that can be effectively sold by 

our hospital field force. 

Specialty Anti-Infective Franchise 

We are also focused on specialty anti-

infectives. We are developing a product, CTV-05, 

a proprietary biotherapeutic agent with a broad 

range of potential applications in the treatment 

of gynecological and  reproductive infections. 

CTV-05 is currently being studied in a double-

blind, placebo-controlled Phase 2 trial supported 

by NTH, examining the safety and effectiveness of 
Board CeNfiedAnesthesiolo~istond attractive investment char- the compound as an adjunct to antibiotic therapy
Crltical Care Speclolist -

acteristics. We continually in the treatment of bacterial vaginosis. 

assess potential product acquisitions to deter-

mine whether they meet the investment require-

ments we have established. 



THE MEDICINESCOMPANY 

In the table below, we provide you with our selected con- conversion of our outstanding convertible preferred stock, 
solidated financial data. We have prepared this information and accrued dividends, into common stock upon the closing 
using our audited consolidated financial statements for the of our initial public offering in August 2000. The pro forma 
period July 31, 1996 (date of inception) to December 31, 1996 net loss per share data does not include the effect of any 
and for the years ended December 31, 1997, 1998, 1999 and options or warrants outstanding. For further discussion of 
2000. The pro forma net loss per share data reflects the con- earnings per share, please see note 8 to the consolidated 
version of our convertible notes, and accrued interest, and the financial statements. 

Period from, 
Inception 

(July31,1996) 
Through 

December 31, Year Ended December 31, 

1996 1997 1998 1999 2000 

In thousands, except share and per share data 

Statements of Operations Data 
Operating expenses 

Research and development 
Selling, ~enera land administrative 

Total operating expenses 1,529 18,465 30,253 35,353 54,606 

Loss from operations (1,529) (18,465) (30,253) (35,353) (54,606) 
Interest income (expense),net 62 659 1,302 640 (16,686) 

Net loss 
Dividends and accretion to redemption value of , 

redeemable convertible preferred stock (118) (2,018) (3,959) (5,893) (30,343) 

Net loss attributable to common stockholders $ (1.585) $ (19.824) $ (32.910) $ (40,606) $ (101.635) 

Net loss attributable to common stockholders 
oer common share. basic and diluted $ (2.85) $ (4.06) $ (6.03) $ (80.08) $ (8.43) 

Shares used in computing net loss attributable to 
common stockholders per common share, basic 
and diluted 557,178 4,887,230 5,454,653 507,065 12,059,275 

Unaudited pro forrna net loss attributable to common 
stockholders per common share, basic and diluted 

Shares used in computing unaudited pro forma 
net loss attributable to common stockholders 
oer common share. basic and diluted 17.799876 24.719.075 

As of December 31, 
1996 1997 1998 1999 2000 

In thousands 

Balance Sheet Data 
Cash, cash equivalents, marketable securities and 

accrued interest receivable $ 3,421 $ 25,416 $ 29,086 $ 7,238 $ 80,718 
Working capital (deficit) 3,174 18,779 24,570 (4,103) 68,023 
Total assets 3,473 25,595 29,831 7,991 84,363 
Convertible notes - - - 5,776 -
Redeemable convertible preferred stock 4,793 40,306 79,384 85,277 -
Deficit accumulated during the development stage (1,585) (21,409) (54,319) (94,925) (196,560) 
Total stockholders' (deficit)equity (1,582) (21,387) (54,266) (94,558) 69,239 



THE MEDICINES COMPANY 

Overview reaching certain Angiomax sales milestones, including the 

We acquire, develop and commercialize biopharmaceutical 
products that are in late stages of development or have been 
approved for marketing. Ln December 2000, we received mar-
keting approval from the FDA for Angiomax, our lead product, 
for use as an anticoagulant in combination with aspirin in 
patients with unstable angina undergoing coronary balloon 
angioplasty. Coronary angioplasty is a procedure used to 
restore normal blood flow in an obstructed artery in the heart. 
We began selling Angiomax in the United States in January 
2001. In August and September 2000, we consummated our ini-
tial public offering resulting in $101.4 million in net proceeds. 

Since our inception, we have incurred significant losses 
and, as of December 31,2000, had a deficit accumulated dur-
ing the development stage of $196.6 million. Most of our 
expenditures to date have been for research and development 
activities, selling, general and administrative expenses and 
interest expense. Research and development expenses repre-
sent costs incurred for product acquisition, clinical trials, 
activities relating to regulatory filings and manufacturing 
development efforts. We generally outsource our clinical and 
manufacturing development activities to independent organi-
zations to maximize efficiency and minimize our internal 
overhead. We expense our research and development costs as 
they are incurred. Selling, general and administrative 
expenses consist primarily of salaries and related expenses, 

first sale of Angiomax for certain indications. In addition, we 
will pay royalties on future sales of Angiomax and on any 
sublicense royalties earned. 

In August 1999, we acquired exclusive worldwide rights 
from GyneLogix, Inc. to the patents and know-how related to 
the biotherapeuticagent CTV-05. Under the GyneLogix license, 
we have paid $400,000 and are obligated to pay up to an addi-
tional $100,000 upon reaching certain development and regula-
tory milestones and to fund agreed-upon operational costs of 
GyneLogix related to the development of CTV-05 on a monthly 
basis subject to a limitation of $50,000 per month. In addition, 
we will pay royalties on future sales of CTV-05 and on any 
sublicense royalties earned. 

In July 1998, we acquired from Immunotech S.A., a 
wholly-owned subsidiary of Beckman Coulter, Inc., exclusive 
worldwide rights to IS-159, which is under clinical investiga-
tion for the treatment of acute migraine headache. Under the 
Imrnunotech license, we paid $1.0 million upon execution of 
the license agreement and are obligated to pay up to an addi-
tional $4.5 million upon reaching certain development and 
regulatory milestones. In addition, we will pay royalties on 
future sales of 15-159 and on any sublicense royalties earned. 
We are seeking a collaborator to develop IS-159 and do not 
intend to initiate further studies of 1S-159 until we enter into a 
collaborativeagreement. 

general corporate activities and costs associated with initial 
During the year ended December 31, 2000, we recorded

product marketing activities. Interest expense consists of costs 
deferred stock compensation on the grant of stock options of

associated with convertible notes which were issued to fund 
approximately $17.3 million, representing the difference 

our business activities. 
between the exercise price of such options and the fair market 

We expect to continue to incur operating losses for the value of our common stock at the date of grant of such 
foreseeable future as a result of research and development options. The exercise prices of these options were below the 
activities attributable to new and existing products and costs estimated fair market value of our common stock as of the 
associated with the commercialization and launch of our date of grant based on the estimated initial public offering 
products. In 2001, we expect increased cash outlays for price of our common stock. 
research and development costs associated with our ongoing 
clinical trials and manufacturing development activities. We 
also expect increased outlays during 2001 for sales, general 
and administrative costs related to the commercial launch in 
the United States of Angiomax. We will need to generate sig-
nificant revenues to achieve and maintain profitability. 
Through December 31, 2000, we have had no revenues from 
any product sales, and we have not achieved profitability on a 
quarterly or annual basis. 

In March 1997, we acquired exclusive worldwide cornmer-
cia1 rights from Biogen, Inc. to the technology, patents, trade-
marks, inventories, know-how and all regulatory and clinical 
information related to Angiomax. Under the Biogen license, 
we paid $2.0 million upon execution of the license agreement 
and are obligated to pay up to an additional $8.0 million upon 

We amortize deferred stock compensation over the respec-
tive vesting periods of the individual stock options. We 
recorded amortization expense for deferred compensation of 
approximately $3.7 million for the year ended December 31, 
2000. We expect to record an amortization expense for 
deferred compensation as follows, reduced, where applicable, 
for employee terminations: approximately $4.2 million for 
2001, approximately $3.9 million for 2002, approximately $3.9 
million for 2003 and approximately $1.4 million for 2004.- -

In May 2000, we sold shares of series IV convertible pre-
ferred stock. These shares contained a beneficial conversion 
featurebased on the estimated fair market value as of the date 
of such sale of the common stock into which such shares were 
convertible. The total amount of such beneficial conversion 



was approximately $25.5 million and has been reflected as a 
dividend in the period of issuance, the second quarter of 2000. 
In the year ended December 31, 2000, we also recorded 
approximately $19.4 million as interest expense, including the 
discount on our convertible notes issued in October 1999 and 
March 2000. 

Through December 31,2000, we had not generated taxable 
income. At December 31, 2000, net operating losses available 
to offset future taxable income for federal income tax pur-
poses were approximately $122.2 million. If not utilized, fed-
eral net operating loss carryforwards will expire at various 
dates beginning in 2011 and ending 2020. We have not recog-
nized the potential tax benefit of our net operating losses in 
our statements of operations. The future utilization of our 
net operating loss carryforwards may be limited pursuant to 
regulations promulgated under the Internal Revenue Code of 
1986, as amended. 

Results of Operations 

Years Ended December 31,2000 and 1999 

Research and Development Expenses. Research and develop-
ment expenses increased 30% from $30.3 million in 1999 to 
$39.6 million in 2000. The increase of $9.3 million was prima-
rily due to the increased enrollment rate of our Phase 3 clinical 
trial in AMI, called HERO-2 during 2000, initiation in 2000 of a 
Phase 3b trial in angioplasty called REPLACE and by the 
recognition of $12.2 million of research and development costs 
in connectionwith the completion of UCB Bioproduct's manu-
facture of Angiomax bulk drug substance prior to FDA 
approval. The increase in costs was partly offset by reduced 
development expenses reflecting our termination of the semi-
log manufacturing development program with Lonza AG in 
the fourth quarter of 1999 and a reduction in development 
activity for IS-159 in 2000. 

Selling, General and Adnlirlistrative Expenses. Selling, general 
and administrative expenses increased 200°/0 from $5.0 million 
in 1999 to $15.0 million in 2000. The increase of $10.0 million 
was primarily due to an increase in marketing and selling 
expenses and corporate infrastructure costs arising from 
an increase in activity in preparation for the commercial 
launch of Angiomax. 

Interest Income and Interest Expense. Interest income 
increased 223%from $838,000 in 1999 to $2.7 million in 2000. 
The increase of $1.9 million was primarily due to interest 
income arising from investment of the proceeds of our initial 
public offering. 

Interest expense was $19.4 million in 2000 and was related 
to interest charges and the amortization of the discount on 
our convertible notes issued in October 1999 and March 2000. 

~ h e ' n o t e swere converted into series IV convertible pre-
ferred stock in May 2000, accelerating the remaining unamor-
tized discount. 

Years Ended December 31,1999 and 1998 
Research and Development Expenses. Research and develop-

ment expenses increased 26% from $24.0 million in 1998 to 
$30.3 million in 1999. The increase of $6.3 million was due to 
the expansion in 1999 of our clinical development programs, 
primarily those relating to our Angiomax HERO-2 Phase 3 
clinical trial in AM1 which commenced in late 1998,our IS159 
development program and our Angiomax trials in angioplasty. 

Selling, General and Administrative Expenses. Selling, general 
and administrative expenses decreased 20% from $6.2 million 
in 1998 to $5.0 million in 1999. The decrease of $1.2 million 
was primarily due to a decrease in Angiomax-relatedmarket-
ing expenses. 

Interest lncome and Interest Expense. Interest income 
decreased 36% from $1.3 million in 1998 to $838,000 in 1999 
due to a lower level of cash and marketable securities avail-
able for investment during 1999 as compared to 1998. Interest 
expense was $197,000 in 1999 and related to interest expense 
and amortization of the discount on our convertible notes 
issued in the aggregate principal amount of $6.0 million in 
October 1999. 

Liquidity and Capital Resources 

In August and September 2000, we received $101.4 million 
in net proceeds from the sale of an aggregate of 6,900,000 
shares of common stock in our initial public offering at a price 
of $16.00 per share. Prior to our initial public offering, we had 
financed our operations primarily through the private place-
ment of equity, convertible debt securities and warrants. Until 
our initial public offering, we had received net proceeds of 
$79.4 million from the private placement of equity securities, 
primarily redeemable convertible preferred stock, and $19.4 
million from the issuance of convertible notes and warrants. 

As of December 31, 2000, we had $79.3 million in cash, 
cash equivalents and marketable securities, as compared to 
$7.2 million and $28.3 million as of December 31, 1999 and 
1998,respectively. 

During 2000, we used net cash of $48.1 million in operat-
ing activities. This consisted of a net loss for the period of 
$71.3 million, combined with a decrease in accounts payable 
of $1.8 million, an increase in inventory of $2.0 million and an 
increase in accrued interest receivable of $1.3 million, partly 
offset by an increase in accrued expenses of $5.7 million, non-
cash amortization of discount on convertible notes of $19.0 



THE MEDICINES COMPANY 

MANAGEMENT'SDISCUSSIONAND ANALYSISOF FINANCIAL CONDITION 
AND RESULTSOF OPERATIONS(continued) 

million and deferred compensation of $3.7 million. We spent our intellectual property rights and the establishment of 
$42.8 million for investing activities, which consisted princi- additional strategic or licensing arrangements with other 
pally of purchases of marketable securities with net proceeds companies or acquisitions. 
from our initial public offering. We received $121.1 million 
from financing activities, primarily from our initial public 
offering,which resulted in net proceeds of $101.4 million, and 
from the issuance of convertible notes and preferred stock, 
which resulted in proceeds of $19.4 million during 2000. 

During 1999, we placed an order with UCB Bioproducts 
for the manufacture of Angiomax bulk drug product. 
Manufacture of $14.2 million of this material was completed 
in 2000, of which $12.2 million was expensed during that 
period. All costs associated with the manufacture of 
Angiomax bulk drug product and finished products to which 
title has transferred to us prior to the date of FDA approval of 
Angiomax were expensed as research and development. We 
recorded Angiomax bulk drug product to which we took title 
after the date of FDA approval of Angiomax as inventory, 
which will increase our cost of sales in 2001 and possibly the 
following year. In November 2000, we placed additional 
orders with UCB Bioproducts for the manufacture of 
Angiomax bulk drug product. Under the terms of these pur-
chase orders, we are scheduled to take title to material and 
become obligated to make payments totaling approximately 
$24.0 million in 2001 and early 2002. 

As of December 31,2000, we had net operating loss carry-
forwards of approximately $122.2 million to offset future 
federal taxable income expiring in 2011 through 2020 and 
approximately $116.0 million to offset future state taxable 
income expiring in 2001 through 2004. Due to the degree of 
uncertainty related to the ultimate realization of such net 
operating losses, no benefit has been recognized in the finan-
cial statements as of December 31, 2000. If we achieve prof-
itability, such tax benefits would be recognized when their 
realization was considered more likely than not. Our ability to 
utilize these losses in future years, however, may be subject to 
limitation based upon changes in ownership under the rules 
of the Internal Revenue Code. 

We expect to devote substantial resources to continue our 
research and development efforts and to expand our sales, 
marketing and manufacturing programs associated with the' 
commercialization and launch of our products. Our funding 
requirements will depend on numerous factors, including 
whether Angiomax is commercially successful, the progress, 
level and timing of our research and development activities, 
the cost and outcomes of regulatory reviews, the establish-
ment, continuation or termination of third-party manufactur-
ing or sales and marketing arrangements, the cost and 
effectiveness of our sales and marketing programs, the status 
of competitive products, our ability to defend and enforce 

We anticipate that our existing capital resources will 
enable us to maintain our current operations for at least the 
next 12 months. If our existing resources are insufficient to 
satisfy our liquidity requirements, or if we acquire additional 
product candidates or approved products, we may be- -
required to seek additional financing prior to that time. The 
sale of additional equity and debt securities may result in 
additional dilution to our stockholders, and we cannot be cer-
tain that additional financing will be available in amounts or 
on terms acceptable to us, if at all. If we are unable to obtain 
this additional financing, we may be required to reduce the 
scope of our planned research, development and commercial-
ization activities, which could harm our financial condition 
and operating results. 

Factors Which May Affect Future Results 

This Annual Report contains forward-looking statements 
within the meaning of Section 27A of the Securities Act of 
1933 and Section 21E of the Securities Exchange Act of 1934. 
For this purpose, any statements contained in this Report that 
are not statements of historical fact may be deemed to be 
forward-looking statements. Without limiting the foregoing, 
the words "believes," "anticipates," "plans," "expects," 
"intends," "may" and similar expressions are intended to 
identify forward-looking statements. There are a number of 
important factors that could cause the Company's actual 
results to differ materially from those indicated by fonvard-
looking statements contained in this Report and presented 
elsewhere by management from time to time. These factors 
include the risk factors set forth below. 

Risks Related to Our Business 

WE HAVE A HISTORY OF NET LOSSES, AND WE EXPECT TO 

CONTINUE TO INCUR NET LOSSES AND MAY NOT ACHIEVE 

OR MAINTAIN PROFITABILITY 

We are a development stage company with no revenues 
through December 31,2000. We have incurred net losses since 
our inception, including net losses of approximately $71.3 rnil-
lion for the year ended December 31,2000. As of December 31, 
2000, we had an accumulated deficit of approximately $196.6 
million. We expect to make substantial expenditures to further 
develop and commercializeour products and expect that our 
rate of spending will accelerate as the result of costs and 
expenses associated with increased clinical trials, regulatory 
approval and commercialization of products. As a result, we 
are unsure when we will become profitable, if at all. 



OUR BUSINESS WILL BE VERY DEPENDENT O N  THE COMMER-

CIAL'SUCCESSOF ANGIOMAX 

Other than Angiomax, our products are in clinical phases of 
development and, even if approved by the FDA, are a number 
of years away from entering the market. As a result, Angiomax 
will account for almost all of our revenues for the foreseeable 
future. The commercial success of Angiomax will depend 
upon its acceptance by physicians, patients and other key 
decision-makers as a therapeutic and cost-effective alternative 
to heparin and other products used in current practice. If 
Angiomax is not commercially successful, we will have to find 
additional sources of revenues or curtail or cease operations. 

FAILURE TO RAISE ADDITIONAL FUNDS IN THE FUTURE MAY 
AFFECT THE DEVELOPMENT, MANUFACTURE AND SALE OF 

OUR PRODUCTS 

Our operations to date have generated substantial and 
increasing needs for cash. Our negative cash flow from opera-
tions is expected to continue into the foreseeable future. The 
clinical development of Angiomax for additional indications, 
the development of our other product candidates and the 
acquisition and development of additional product candi-
dates by us will require a commitment o f  substantial funds. 
Our future capital requirements are dependent upon many 
factors and may be significantly greater than we expect. 

We anticipate that our existing capital resources will enable 
us to maintain our current operations for at least the next 12 
months. If our existing resources are insufficient to satisfy our 
liquidity requirements, or if we acquire any additional product 
candidates, we may be required to seek additional financing 
prior to that time. We intend to seek additional funding through 
collaborative arrangements and private or public financings, 
including equity financings. Such additional funding may not 
be availableon acceptable terms, if at all. If additional funds are 
not availableto us, we may need to delay or significantly curtail 
our acquisition, development or commercialization activities. 

FAILURE TO OBTAIN REGULATORY APPROVAL IN FOREIGN 
JURISDICTIONS WILL PREVENT US FROM MARKETING 

ANGIOMAX ABROAD 

We intend to market our products in international markets, 
including Europe. In order to market our products in the 
European Union and many other foreign jurisdictions, we 
must obtain separate regulatory approvals. Ln February 1998, 
we submitted a MAA to the EMEA for use in unstable angina 
patients undergoing angioplasty. Following extended interac-
tion with European regulatory authorities, the CPMP of the 
EMEA voted in October 1999not to recommend Angiomax for 
approval in angioplasty. The United Kingdom and Ireland dis-
sented from this decision. We have withdrawn our application 
to the EMEA and are in active dialog with European regulators 
to determine our course of action including seeking approval 
of Angiomax in Europe on a country-by-countrybasis. We may 
not be able to obtain approval from any or all of the jurisdic-
tions in which we seek approval to market Angiomax. 
Obtaining foreign approvals may require additional trials and 
additional expense. 

THE DEVELOPMENT AND COMMERCIALIZATION O F  OUR 
PRODUCTS MAY BE TERMINATED OR DELAYED, AND THE 
COSTS OF DEVELOPMENT AND COMMERCIALIZATION MAY 
INCREASE, IF THIRD PARTIES WHO WE RELY O N  TO MANU-
FACTURE AND SUPPORT THE DEVELOPMENT AND COMMER-
CIALIZATION OF OUR PRODUCTS DO NOT FULFILL THEIR 
OBLIGATIONS 

Our development and commercialization strategy entails 
entering into arrangements with corporate and academic col-
laborators, contract research organizations, contract sales 
organizations, distributors, third-party manufacturers, licen-
sors, licensees and others to conduct development work, 
manage our clinical trials and manufacture, market and sell 
our products. Although we manage these services, we do not 
have the expertise or the resources to conduct such activities 
on our own and, as a result, are particularly dependent on . . 

WE CANNOT EXPAND THE INDICATIONS FOR ANGIOMAX third parties in most areas. 
UNLESS WE RECEIVE FDA APPROVAL FOR EACH ADDITIONAL 

We may not be able to maintain our existing arrangements
INDICATION' EXPAND THESE lNDICAT1ONS 

with respect to the commercialization of Angiomax or establish
WILL LIMIT THE SIZE OF THE COMMERCIAL MARKET FOR 

and maintain arrangements to develop and commercialize any
ANGIOMAX 

additional products on terms that are acceptable to us. Any 
We received, in December 2000, approval from the FDA of current or future arrangements for the development and com-

the use of Angiomax as an anticoagulant in combination with mercialization of our products may not be successful. If we are 
aspirin in patients with unstable angina undergoing coronary not able to establish or maintain our agreements relating to 
balloon angioplasty. One of our key objectives is to expand Angiomax or any additional products on terms which we 
the indications for which the FDA will approve Angiomax. In deem favorable, our financial condition would be materially 
order to do this, we will need to conduct additional clinical adversely effected. 
trials and obtain FDA approval for each proposed indication. 

Third parties may not perform their obligationsas expected.
If we are unsuccessful in expanding the approved indication 

The amount and timing of resources that third parties devote
for the use of Angiomax, the size of the commercial market 
for Angiomax willbe limited 



WEMEDlCINES COMPANY 

MANAGEMENT'SDISCUSSIONAND ANALYSISOF FINANCIAL COND~T~ON 
AND RESULTSOF OPERATIONS(continued) 

to developing, manufacturing and commercializingour prod- Any delays in the manufacturing process may adversely 
ucts may not be within our control. Furthermore, our interests impact ' our ability to meet commercial demands for 
may differ from those of third parties that manufacture or Angiomax on a timely basis and supply product for clinical 
commercialize our products. Disagreements that may arise trials of Angiomax. 
with these third parties could delay-or lead to the termination 
of the development or commercializationof our product can-
didates, or result in litigation or arbitration, which would be 
time consuming and expensive. If any third party that manu-
factures or supports the development or commercialization of 
our products breaches or terminates its agreement with us, or 
fails to conduct its activities in a timely manner, such breach, 
termination or failure could: 

-delay the development or commercialization of 
Angiomax, our other product candidates or any 
additional product candidates that we may acquire or 
develop; 

-require us to undertake unforeseen additional responsi-
bilities or devote unforeseen additional resources to the 
development or cornrnercialization of our products; or 

-result in the termination of the development or com-
mercialization of our products. 

WE ARE CURRENTLY DEPENDENT ON A SINGLE SUPPLIER FOR 

THE PRODUCTION OF ANGIOMAX BULK DRUG SUBSTANCE 

AND A DIFFERENT SINGLE SUPPLIER TO CARRY OUT ALL 
FILL-FINISH ACTIVITIES FOR ANGIOMAX 

Currently, we obtain all of our Angiomax bulk drug sub-
stance from one manufacturer, UCB Bioproducts, and rely on 
another manufacturer, Ben Venue Laboratories, to carry out 
all fill-finish activities for Angiomax, which includes final for-
mulation and transfer of the drug into vials where it is then 
freeze-dried and sealed. The FDA requires that all manufac-
turers of pharmaceuticals for sale in or from the United States 
achieve and maintain compliance with the FDA's current 
Good Manufacturing Practice, or cGMP, regulations and 
guidelines. There are a lirnited number of manufacturers that 
operate under cGMP regulations capable of manufacturing 
Angiomax. The FDA has inspected Ben Venue Laboratories 
for cGMP compliance for the manufacture of Angiomax and 
UCB Bioproducts for cGMP compliance in the manufacture of 
pharmaceutical ingredients generally. Ben Venue Laboratories 
and UCB Bioproducts have informed us that they have no 
material deficiencies in cGMP compliance. We do not cur-
rently have alternative sources for production of Angiomax 
bulk drug substance or to carry out fill-finish activities. In the 
event that either of our current manufacturers is unable to 
carry out its respective manufacturing obligations to our satis-
faction,we may be unable to obtain alternative manufacturing, 
or obtain such manufacturing on commercially reasonable 
terms or on a timely basis. 

IF WE DO NOT SUCCEED IN DEVELOPING A SECOND GENERA-

TION PROCESS FOR THE PRODUCTION OF BULK ANGIOMAX 
DRUG SUBSTANCE, OUR GROSS MARGINS MAY BE BELOW 

INDUSTRY AVERAGES 

We are currently developing with UCB Bioproducts a sec-
ond generation process for the production of bulk Angiomax 
drug substance. This process involves limited changes to the 
early manufacturing steps of our current process in order to 
improve our gross margins on the future sales of Angiomax. 
If we cannot develop the process successfully or regulatory 
approval of the process is not obtained or is delayed, then our 
ability to improve our gross margins on future sales of 
Angiomax may be limited. 

CLINICAL TRIALS OF OUR PRODUCT CANDIDATES ARE 
EXPENSIVE AND TIME CONSUMING, AND THE RESULTS OF 

THESE TRIALS ARE UNCERTAIN 

Beforewe can obtain regulatory approvals for the cornrner-
cia1 sale of any product which we wish to develop, we will be 
required to complete pre-clinical studies and extensive clinical 
trials in humans to demonstrate the safety and efficacy of such 
product. We are currently conducting four clinical trials of 
Angiomax for use in the treatment of ischemic heart disease. 
There are numerous factors which could delay our clinical 
trials or prevent us from completing these trials successfully. 
We or the FDA may suspend a clinical trial at any time on 
various grounds, including a finding that patients are being 
exposed to unacceptable health risks. 

The rate of completion of clinical trials depends in part 
upon the rate of-enrollmentof patients. Patient enrollment is a 
function of many factors, including the size of the patient 
population, the proximity of patients to clinical sites, the eligi-
bility criteria for the trial, the existence of competing clinical 
trials and the availability of alternative or new treatments. In 
particular, the patient population targeted by some of our 
clinical trials may be small. Delays in future planned patient 
enrollment may result in increased costs and program delays. 

In addition, clinical trials, if completed, may not show any 
potential product to be safe or effective. Results obtained in 
pre-clinical studies or early clinical trials are not always 
indicativeof results that will be obtained in later clinical trials. 
Moreover, data obtained from pre-clinical studies and clinical 
trials may be subject to varying interpretations. As a result, 
the FDA or other applicable regulatory authorities may not 
approve a product in a timely fashion, or at all. 



OUR FAILURE TO ACQUIRE AND DEVELOP ADDITIONAL 
PRODUCT CANDIDATES OR APPROVED PRODUCTS WILL 

IMPAIR OUR ABILITY TO GROW 

As part of our growth strategy, we intend to acquire and 
develop additional pharmaceutical product candidates or 
approved products. The success of this strategy depends 
upon our ability to identify, select and acquire pharmaceutical 
products in late-stage development or that have been 
approved that meet the criteria we have established. Because 
we do not have, nor intend to establish, internal scientific 
research capabilities, we are dependent upon pharmaceutical 
and biotechnology companies and other researchers to sell or 
license product candidates to us. 

Identifying suitable product candidates and approved 
products and proposing, negotiating and implementing an 
economically viable acquisition is a lengthy and complex 
process. In addition, other companies, including those with 
substantially greater financial, marketing and sales resources, 
may compete with us for the acquisition of product candi-
dates and approved products. We may not be able to acquire 
the rights to additional product candidates and approved 
products on terms that we find acceptable, or at all. 

IF WE BREACH ANY OF THE AGREEMENTS UNDER WHICH WE 

LICENSE COMMERCIALIZATION RIGHTS TO PRODUCTS OR 

TECHNOLOGY FROM OTHERS, WE COULD LOSE LICENSE 
RIGHTS THAT ARE IMPORTANT TO OUR BUSINESS 

We license commercializationrights to products and tech-
nology that are important to our business, and we expect to 
enter into additional licenses in the future. For instance, we 
acquired our first three products through exclusive licensing 
arrangements. Under these licenses we are subject to com-
mercialization and development, sublicensing, royalty, insur-
ance and other obligations. If we fail to comply with any of 
these requirements, or otherwise breach these license agree-
ments, the licensor may have the right to terminate the license 
in whole or to terminate the exclusive nature of the license. In 
addition, upon the termination of the license we may be 
required to license to the licensor the intellectual property 
that we developed. 

OUR ABILITY TO MANAGE OUR BUSINESS EFFECTIVELY 

COULD BE HAMPERED IF WE ARE UNABLE TO ATTRACT AND 

RETAIN KEY PERSONNEL AND CONSULTANTS 

The biopharmaceutical industry has experienced a high 
rate of turnover of management personnel in recent years. 
We are highly dependent on our ability to attract and retain 
qualified personnel for the acquisition, development and 

commercializationactivitieswe conduct or sponsor. If we lose 
one or more of the members of our senior management, 
including our chief executive officer, Dr. Clive A. Meanwell, 
or other key employees or consultants, our business and 
operating results could be seriously harmed. Our ability to 
replace these key employees may be difficult and may take an 
extended period of time because of the limited number of 
individuals in the biotechnology industry with the breadth of 
skills and experience required to develop and commercialize 
products successhlly. Competition to hire from this limited 
pool is intense, and we may be unable to hire, train, retain or 
motivate such additional personnel. 

WE FACE SUBSTANTIALCOMPETmON, WHICH MAY RESULT IN 
OTHERS DISCOVERING, DEVELOPING OIZ COMMERCIALIZING 

COMPETING PRODUCTS BEFORE OR MORE SUCCESSFULLY 

THAN WE DO 

The biopharmaceutical industry is highly competitive. Our 
success will depend on our ability to develop products and 
apply technology and our ability to establish and maintain a 
market for our products. Potential competitors in the United 
States and other countries include major pharmaceutical and 
chemical companies, specialized biotechnology firms, univer-
sities and other research institutions. Many of our competi-
tors have substantially greater research and development 
capabilities and experience, and greater manufacturing, 
marketing and financial resources than we do. Accordingly, 
our competitors may develop products or other novel tech-
nologies that are more effective, safer or less costly than any 
that have been competing or are being developed by us or 
may obtain FDA approval for products more rapidly than we 
are able. Technological development by others may render 
our products or product candidates noncompetitive. We may 
not be successful in establishing or maintaining technological 
competitiveness. 

BECAUSE THE MARKET FOR THROMBIN INHIBITORS IS COM-

PETITIVE, OUR PRODUCT MAY NOT OBTAIN WIDESPREAD USE 

We plan to position Angiomax as a replacement to 
heparin, which is widely-used and inexpensive, for use in 
patients with ischemic heart disease. Because heparin is inex-
pensive and has been widely used for many years, medical 
decision-makers may be hesitant to adopt our alternative 
treatment. In addition, due to the high incidence and severity 
of cardiovascular diseases, the market for thrombin inhibitors 
is large and competition is intense and growing. There are a 
number of thrombin inhibitors currently on the market, 
awaiting regulatory approval and in development, including 
orally administered agents. 



THE MEDICINES COMPANY 

MANAGEMENT'SDISCUSSIONAND AN 
AND RESULTSOF OPERATIONS(continued) 

THE LIMITED RESOURCES OF THIRD-PARTY PAYORS MAY 
LIMIT THE USE OF OUR PRODUCTS 

In general, anticoagulant drugs may be classified in three 
groups: drugs that directly or indirectly target and inhibit 
thrombin, drugs that target and inhibit platelets and drugs 
that break down fibrin. Because each group of anticoagulants 
acts on different components of the clotting process, we 
believe that there will be continued clinical work to determine 
the best combination of drugs for clinical use. We expect 
Angiomax to be used with aspirin alone or in conjunction 
with other therapies. Although w e  do not plan to position 
Angiomax as a direct competitor to platelet inhibitors or fibri-
nolytic drugs, platelet inhibitors and fibrinolytic drugs may 
compete with Angiomax for the use of hospital financial 
resources. Many U.S. hospitals receive a fixed reimbursement 
amount per procedure for the angioplasties and other treat-
ment therapies they perform. Because this amount is not 
based on the actual expenses the hospital incurs, U.S. hospitals 
may have to choose among Angiomax, platelet inhibitors and 
fibrinolytic drugs. 

FLUCTUATIONS IN OUR OPERATING RESULTS COULD AFFECT 
THE PRICE OF OUR COMMON STOCK 

Our operating results may vary from period to period 
based on the amount and timing of sales of Angiomax to 
customers in the United States, the availability and timely 
delivery of a sufficient supply of Angiomax, the timing and 
expenses of clinical trials, the availability and timing of third-
party reimbursement and the timing of approval for our 
product candidates. If our operating results do not match the 
expectations of securities analysts and investors as a result of 
these and other factors, the trading price of our common 
stock may fluctuate. 

Risks Related to Our Industry 

IF WE DO NOT OBTAIN FDA APPROVALS FOR OUR PRODUCTS 
OR COMPLY WITH GOVERNMENT REGULATIONS, WE MAY 

NOT BE ABLE TO MARKET OUR PRODUCTS AND MAY BE 
SUBJECTTO STRINGENT PENALTIES 

Except for Angiomax, which has been approved for sale in 
the United States and New Zealand, we do not haye a product 
approved for sale in the United States or any foreign market. 
We must obtain approval from the FDA in order to sell our 
product candidates in the United States and from foreign reg-
ulatory authorities in order to sell our product candidates in 
other countries. We must successfully complete our clinical 
trials and demonstrate manufacturing capability before we 
can file with the FDA for approval to sell our products. The 
FDA could require us to repeat clinical trials as part of 'the 

regulatory review process. Delays in obtaining or failure to 
obtain regulatory approvals may: 

-delay or prevent the successful commercialization of 
any of our product candidates; 

-diminish our competitive advantage; and 

-defer or decrease our receipt of revenues or royalties. 

The regulatory review and approval process is lengthy, 
expensive and uncertain. Extensive pre-clinical data, clinical 
data and supporting information must be submitted to the 
FDA for each additional indication to obtain such approvals, 
and we cannot be certain when we will receive these regula-
tory approvals, if ever. 

In addition to initial regulatory approval, our products and 
product candidates will be subject to extensive and rigorous 
ongoing domestic and foreign government regulation. Any 
approvals, once obtained, may be withdrawn if compliance 
with regulatory requirements is not maintained or safety prob-
lems are identified. Failure to comply with these requirements 
may also subject us to stringent penalties. 

WE MAY NOT BE ABLE TO OBTAIN OR MAINTAIN PATENT 
PROTECTION FOR OUR PRODUCTS, AND WE MAY INFRINGE 

THE PATENT RIGHTS OF OTHERS 

The patent positions of pharmaceutical and biotechnology 
companies like us are generally uncertain and involve com-
plex legal, scientific and factual issues. Our success depends 
significantlyon our ability to: 

-obtain patents; 

-protect trade secrets; 

-operate without infringing the proprietary rights of 
others; and 

-prevent others froin infringing our proprietary rights 

We may not have any patents issued from any patent 
applications that we own or license. If patents are granted, the 
claims allowed may not be sufficiently broad to protect our 
technology. In addition, issued patents that we own or license 
may be challenged, invalidated or circumvented. Our patents 
also may not afford us protection against competitors with 
similar technology. Because patent applications in the United 
States are maintained in secrecy until patents issue, others 
may have filed or maintained patent applications for technol-
ogy used by us or covered by our pending patent applications 
without our being aware of these applications. In all, we 
exclusively license 10 issued United States patents and a 
broadly filed portfolio of corresponding foreign patents and 
patent applications. We have not yet filed any independent 
patent applications. 



We may not hold proprietary rights to some patents related 
to our product candidates. In some cases, others may own or 
control these patents. As a result, we may be required to obtain 
licenses under third-party patents to market some of our prod-
uct candidates. If licenses are not available to us on acceptable 
terms, we will not be able to market these products. 

We may become a party to patent litigation or other pro-
ceedings regarding intellectual property rights. The cost to us 
of any patent litigation or other proceeding, even if resolved in 
.our favor, could be substantial. If any patent litigation or other 
intellectual property proceeding in which we are involved is 
resolved unfavorably to us, we may be enjoined from manufac-
turing or selling our products and services without a license 
from the other party, and we may be held liable for significant 
damages. We may not be able to obtain any required license on 
commerciallyacceptableterms, or at all. 

IF WE ARE NOT ABLE TO KEEP OUR TRADE SECRETS CONFI-
DENTIAL, OUR TECHNOLOGY AND INFORMATION MAY BE 

USED BY OTHERS TO COMPETE AGAINST US 

We rely significantly upon unpatented proprietary tech-
nology, information, processes and know how. We seek to 
protect this information by confidentiality agreements with 
our employees, consultants and other third-party contractors, 
as well as through other security measures. We may not 
have adequate remedies for any breach by a party to these 
confidentiality agreements. In addition, our competitors may 
learn or independently develop our trade secrets. 

WE COULD BE EXPOSED TO SIGNIFICANT LIABILITY CLAIMS IF 
WE ARE UNABLE TO OBTAIN INSURANCE AT ACCEPTABLE 

COSTS AND ADEQUATE LEVELS OR OTHERWISE PROTECT 
OURSELVES AGAINST POTENTIAL PRODUCT LIABILITY CLAIMS 

Our business exposes us to potential product liability risks 
which are inherent in the testing, manufacturing, marketing 
and sale of human healthcare products. Product liability claims 
might be made by consumers, health care providers or phar-
maceutical companies or others that sell our products. These 
claims may be made even with respect to those products that 
are manufactured in licensed and regulated facilities or that 
otherwise possess regulatory approval for commercial sale. 

These claims could expose us to significant liabilities that 
could prevent or interfere with the development or commer-
cialization of our products. Product liability claims could 
require us to spend significant time and money in litigation or 
pay significant damages. We are currently covered, with 
respect to our commercial sales in the United States and New 
Zealand and our clinical trials, by primary product liability 

insurance in the' amount of $20.0 million per occurrence and 
$20.0 million annually in the aggregate on a claims-made basis. 
This coverage may not be adequate to cover any product liabil-
ity claims. As we commence commercial sales of our products, 
we may wish to increase our product liability insurance, and 
we will need to extend the coverage of our product liability 
insurance to cover our commercial sales of Angiomax in the 
United States. Product liability coverage is expensive. In the 
future, we may not be able to maintain or obtain such product 
liability insurance on reasonable terms, at a reasonable cost or 
in sufficient amounts to protect us against losses due to prod-
uct liability claims. 

QUANTITATIVE AND QUALITATIVE DISCLOSURE ABOUT 

MARKET RISK 

Our exposure to market risk is confined to our cash, cash 
equivalents and marketable securities. We place our invest-
ments in high-quality financial instruments, primarily money 
market funds and corporate debt securities with maturities or 
auction dates of less than one year, which we believe are sub-
ject to limited credit risk. We currently do not hedge interest 
rate exposure. At December 31, 2000, we held $79.3 million in 
cash, cash equivalents, and marketable securities,' all due 
within one year, which had an average interest rate of approx-
imately 6.5%. 

We currently hold a $3.0 million principal investment in 
Southern California Edison 5%%bonds due January 15,2001, 
which is accounted for in accordance with Statement of 
Financial Standards No. 115, "Accounting for Certain 
Investments in Debt and Equity Securities." We classify these 
securities as available-for-sale and carry them at fair market 
value based on the quoted market price. We have exposure 
to market risk related to the fluctuation of the Southern 
California Edison bonds' price, which fluctuationhas increased 
significantly as a result of events which occurred after 
December 31, 2000, including the non-payment of principal 
and interest on the bonds at maturity on January 15,2001.The 
value of our investments in these Southern California Edison 
bonds was approximately $2.5 million as of March 28,2001. 

Most of our transactions are conducted in U.S. dollars. We 
do have certain development and commercialization agree-
ments with vendors located outside the United States. 
Transactionsunder certain of these agreements are conducted 
in U.S. dollars, subject to adjustment based on significant 
fluctuations in currency exchange rates. Transactions under 
certain other of these agreements are conducted in the local 
foreign currency. If the applicable exchange rate undergoes a 
change of lo%, we do not believe that it would have a mate-
rial impact on our results of operations or cash flows. 



THE MEDICINESCOMPANY 

CONSOLIDATEDBALANCESHEETS 

December 31, 

1999 2000 

Assets 
Current assets: 

Cash and cash equivalents 
Marketable securities 
Accrued interest receivable 

7,237,765 80,718,013 
Inventory - 1,963,491 
Prepaid expenses and other current assets 154,967 465,650 

Total current assets 7,392,732 83,147,154 
Fixed assets, net 
Other assets 

Total assets $ 7,991,398 $ 84,363,130 

Liabilities and Stockholders' Equity (Deficit) 
Current liabilities: 

Accounts payable 
Accrued expenses 

Total current liabilities 
Convertible notes 
Commitments and contingencies 
RedeemableConvertible Preferred Stock, $1 par value; 31,550,000 and 

5,000,000 shares authorized at December 31,1999 and 2000, respectively; 
shares issued and outstanding: 22,962,350 and none at December 31,1999 
and 2000, respectively; at redemption value (liquidation value of 
$86,167,821 and $0 at December 31,1999 and 2000, respectively) 85,277,413 -

Stockholders' equity/(deficit): 
Common stock, $.001par value, 36,000,000 and 75,000,000 shares authorized at 

December 31,1999 and 2000, respectively; shares issued and outstanding: 
833,400 and 30,320,455at December 31,1999 and 2000, respectively 834 30,320 

Additional paid-in capital 339,144 279,126,337 
Deferred stock compensation - (13,355,694) 
Deficit accumulated during the development stage (94,925,028) (196,560,034) 
Accumulated other comprehensive income (loss) 27,395 (1,946) 

Total stockholders' equity (deficit) (94,557,655) 69,238,983 

Total liabilitiesand stockholders' equity (deficit) $ 7,991,398 $ 84,363,130 

See accompanying notes 



THE MEDICINESCOMPANY . 

CONSOLIDATEDITATEMENTIOF OPERATIONS 

Period July 31,1996 
Year Ended December 31, (Date of Inception) 

1998 1999 2000 to December 31,2000 

Operating expenses: 
Research and development $24,004,606 $30,344,892 $ 39,572,297 $ 110,793,397 
Selling, general and administrative 6,248,265 5,008,387 15,033,585 29,411,917 

Total operating expenses 30,252,871 35,353,279 54,605,882 140,205,314 

Loss from operations (30,252,871) (35,353,279) (54,605,882) (140,205,314) 
Other income (expense): 

Interest income 
Interest expense 

Net loss (28,950,798) (34,712,895) (71,292,170) (154,228,514) 
Dividends and accretion to redemption value 

of redeemable preferred stock (3,958,903) (5,893,016) (30,342,988) (42,331,520) 

Net loss attributable to common stockholders $(32,909,701) $(40,605,911) $(101,635,158) $(196,560,034) 

Basic and diluted net loss attributable to 
common stockholders per common share $ (6.03) $ (80.08) $ (8.43) 

Unaudited pro forma basic and diluted 
net loss attributable to common stockholders 
per common share $ - $ (1.94) $ (2.10) 

Shares used in computing net loss attributable 
to common stockholders per common share: 

Basic and diluted 5,454,653 507,065 12,059,275 
Unaudited pro forma basic and diluted - 17.799.876 24,719.075 

See accori~panyingnotes. 



THE MEDICINES COMPANY 

CONSOLIDATED$TATEMENTSOF REDEEMABLE'PREFERREDSTOC,K AND 

$TOCKHOLDERS'EQUITY (DEFICIT) 

For the Period July 31,1996 (Date of Inception) to December 31.2000 

Redeemable Redeemable Convertible 
Preferred Stock Preferred Stock Common Stock 

Shares Amount Shares Amount Shares Amount 

Issuance of common stock $ - 2,042,175 $ 2,042 
Issuance of redeemable preferred stock 4,675 $ 4,675,000 
Accretion of preferred stock to redemption value 118,348 
Net loss 

Balance at December31,1996 4,675 4,793,348 - - 2,042,175 2,042 
Employee stock purchases 627,070 627 
Issuance of common stock 7,186,537 7,187 
Issuance of redeemable prefemd stock 34,456 33,498,408 
Dividends on preferred stock 1,175 1,056,652 
Accretion of preferred stock to redemption value 957,592 
Net loss 
Currency translation adjustment 
Unrealized gain on marketable securities 

Comprehensive loss 

Balance at December 31,1997 40,306 40,306,000 - - 9,855,782 9,856 
Employeestock purchases 34,887 35 
Repurchase of common stock (107,979) 
Exchange of redeemable preferred stock for 

(108) 

redeemable convertible preferred stock (41,992) (41,992,000) 13,071,714 41,992,000 (8,892,912) (8,893) 
.Issuanceof redeemable convertible preferred stock 8,421,907 35,126,419 
Dividends on preferred stock 1,686 1,686,000 
Accretion of preferred stock to redemption value 2,266,051 
Net loss 
Currency translation adjustment 
Unrealized loss on marketable securities 

Comprehensive loss 

Balance at December 31,1998 - - 21,493,621 79,384,470 889,778 890 
Repurchase of common stock (56,378) (56) 
Dividends on preferred stock 1,468,729 5,351,178 
Accretion of preferred stock to redemption value . 541,765 
Issuance of warrants associated with convertible notes 
Net loss 
Currency translation adjustment 
Unrealized loss on marketable securities 

Comprehensive loss 

Balance at December 31,1999 - - 22,962,350 85,277,413 833,400 834 
Repurchase of common stock (22,205) 
Employee stock purchases 

(22)
227,525 226 

Issuance of redeemable convertible preferred stock 5,946,366 25,688,284 
Accretion and dividend on preferred stock 1,751,241 4,898,537 
Beneficial conversion of redeemable convertible 

preferwd stock 
Issuance of warrants associated with convertible notes 
Issuance of common stock through initial public offering 6,900,000 6,900 
Conversion of preferred stock to common stock (30,659,957) (115,864,234) 22,381,735 22,382 
Deferred compensation expense associated with 

stock options 
Adjustments to deferred compensation for terminations 
Amortization of deferred compensation 
Net loss 
Currency translation adjustment 
Unrealized loss on marketable securities 

Comprehensive loss 

Balance at December 31,2000 - $ - - $ - 30,320,455 $30,320 

See accompanying notes. 



For the Period July31,1996 (Date of Inception) to December 31,2000 

Deficit 
Accumulated Total 

Additional Deferred During the Comprehensive Stockholders' 
Paid-In Stock Development Income . Equity 
Capital Compensation Stage (Loss) (Deficit) 

$ 755 $ - $ - $ 2,797 



THE MEDICINESCOMPANY 

CONSOLIDATEDSTATEMENTS OF CASH FLOWS 

Period July 31,1996 
Year Ended December 31, (Date of Inception) 

1998 1999 2000 to December 31,2000 

Cash flows from operating activities: . 

Net loss 
Adjustments to reconcile.netloss to net cash 

used in operating activities: 
Depreciation and amortization 
Amortization of discount on convertible notes 
Amortization of deferred stock compensation 

Loss on sales of fixed assets 
Changes in operating assets and liabilities: 

Accrued interest receivable 
Inventory 
Prepaid expenses and other current assets 
Other assets 
Accounts payable' 
Accrued expenses 

Net cash used in operating activities (31,826,742) (26,890,566) (48,070,992) (119,450,253) 

Cash flows from investing activities: 
Purchases of marketable securities (29,861,162) - (51,098,901) (111,144,188) 
Maturities and sales of marketable securities 28,722,483 18,796,493 9,083,090 68,586,977 
Purchase of fixed assets (357,103) (258,788) (834,160) (1,604,226) 

Net cash provided by (used in) investing activities (1,495,782) 18,537,705 (42,849,971) (44,161,437) 

Cash flows from financing activities: 
Proceeds from issuance of convertible 

notes and warrants - 6,000,000 13,348,779 19,348,779 
Proceeds from issuance of preferred stock, net 35,126,419 - 6,095,338 79,395,165 
Proceeds from issuance of common stock, net 1,347 - 101,636,356 101,651,204 
Repurchases of common stock (148) (7) (22) (247) ' 
Dividends paid in cash (6,852) (73) (118) (11,064) 

Net cash provided by financing activities 35,120,766 5,999,850 121,080,333 200,383,837 
Effect of exchange rate changes on cash 29,928 (1,245) (280) 30,209 

Increase (decrease) in cash and cash equivalents 1,828,170 (2,354,256) 30,159,090 36,802,356 
Cash and cash equivalentsat beginning of period 7,169,352 8,997,522 6,643,266 -

Cash and cash equivalents at end of period $ 8,997,522 $ 6,643,266 $ 36,802,356 $ 36,802,356 

Non-cash transactions: 
Dividends on preferred stock $ 1,686,000 $ 5,351,178 $ 31,894,474 $ 40,106,652 

Supplemental disclosure of cash flow information: 
Interest paid $ - $ - $ 255,781 $ 285,016 

See accompanying notes. 
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1.Nature of Business 

The Medicines Company (the Company) was incorporated 
in Delaware on July 31,1996. The Company is a pharmaceuti-
cal company engaged in the acquisition, development and 
commercialization of late-stage development drugs. The 
Company is a development stage enterprise, as defined in 
Statement of Financial Accounting Standards No. 7, and has, 
since inception, been developing business plans, acquiring 
product rights, conducting initial commercialization activities, 
obtaining financing, performing research and development, 
conducting regulatory activities and recruiting and training 
personnel. In December 2000, The U.S. Food and Drug 
Administration (FDA)approved Angiomaxw (bivalirudin), the 
Company's lead product, for use as an anticoagulant in 
patients with unstable angina undergoing percutaneous trans-
luminal coronary angioplasty (PTCA). 

2. Significant Accounting Policies 

Basis of Presentation 
The consolidated financial statements include the accounts 

of the Company and its wholly-owned subsidiaries. All sig-
nificant intercompany balances and transactions have been 
eliminated in consolidation. 

Use of Estimates 
The preparation of financial statements in conformity with 

accounting principles generally accepted in the United States 
requires management to make estimates and assumptions 
that affect the reported amounts of assets and liabilities and 
the reported amounts of expenses during the reporting 
period. Actual results could differ from those estimates. 

Risks and Uncertainties 
The Company is subject to risks common to companies in 

the pharmaceutical industry including, but not limited to, 
uncertainties related to regulatory approvals, dependence on 
key products, and protection of proprietary rights. 

Concentrations of Credit Risk 
Financial instruments that potentially subject the Company 

to concentration of credit risk include cash, cash equivalents 
and marketable securities.The Company believes it minimizes 
its exposure to potential concentrationsof credit risk by plac-
ing investments in high-quality financial instruments. At 
December 31,2000, approximately $23,300,000 of the cash and 
cash equivalents balance was invested in the Merrill Lynch 
Premier Institutional Fund, a no-load money market fund. 

Cash, Cash Equivalents and Marketable Securities 
The Company considers all highly liquid investments pur-

chased with an original maturity of three months or less to be 
cash equivalents. Cash equivalents consist.of investments in 
money market funds, corporate bonds and taxable auction 

securities. These investments are carried at cost, which 
approximates fair value. 

Marketable securities consist of securities with original 
maturities of greater than three months. The Company classi-
fies its marketable securities as available-for-sale. Securities 
under this classification are recorded at fair market value and 
unrealized gains and losses are recorded as a separate compo-
nent of stockholders' equity. The estimated fair value of the 
marketable securities is determined based on quoted market 
prices or rates for similar instruments. At December 31, 1999 
and 2000, marketable securities consisted of investments in 
corporate bonds with maturities of less than one year and are 
summarized as follows: 

Unrealized 
Cost Gain (Loss) Fair Value 

December 31,1999 $ 541,400 $ (2,126) $ 539,274 
December 31,2000 $42,559,337 $(36,608) $42,522,729 

There were no sales of available-for-sale securities during 
the years ended December 31, 1999 and 2000, although there 
were maturities of such securities as disclosed in the accom-
panying consolidated statement of cash flows. 

The Medicines Company currently holds a $3.0 rnilllon prm-
cipal investment in Southern California Edison 5%%bonds due 
January 15, 2001, which is accounted for in accordance with 
Statement of Financial Standards No. 115, "Accounting for 
Certain Investmentsin Debt and Equity Securities." We classify 
these securities as available-for-saleand carry them at fair mar-
ket value based on the quoted market price. We have exposure 
to market risk related to the fluctuation of the Southern 
CalifomiaEdison bonds' price, which fluctuation has increased 
significantly as a result of events which occurred after 
December 31,2000, including the non-payment of principal and 
interest on the bonds at maturity on January 15, 2001. At 
March 28, 2001, the value of the Company's investment in 
these Southern California Edison bonds had declined to 
approximately $2.5 million. 

Advertising Costs 
The Company expenses advertising costs as incurred. 

Advertising costs were approximately $1,491,000, $484,000 
and $807,000 for the years ended December 31,1998,1999 and 
2000, respectively. 

Inventory 
The Company records inventory upon the transfer of title 

from its vendor. Inventory is stated at the lower of cost or 
market with cost determined using a weighted average of 
actual costs. All costs associated with the manufacture of 
Angiomax bulk drug product and finished product to which 
title transferred to the Company prior to FDA approval of 
Angiomax was expensed as research and development. On 
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December 15, 2000, the Company received FDA approval for 
Angiomax and any Angiomax bulk drug product to which the 
Company took title after that date is recorded as inventory. 

Fixed Assets 
Fixed assets are stated at cost. Depreciation is provided 

using the straight-line method based on estimated useful 
lives or, in the case of leasehold improvements, over the lesser 
of the useful lives or the lease terms. 

Stock-Based Compensation 
Statement of Financial Accounting Standards No. 123, 

"Accounting for Stock-Based Compensation" ("SFAS 123") 
encourages, but does not require, companies to record com-
pensation cost for stock-based employee compensation plans 
at fair value. The Company has elected to account for stock-
based compensation using the intrinsic value method pre-
scribed in Accounting Principles Board Opinion No. 25, 
"Accounting for Stock Issued to Employees" ("APB 25"). 

Translation of Foreign Currencies 
The functional currencies of the Company's foreign sub-

sidiaries are the local currencies; British pound sterling, Swiss 
franc and New Zealand dollar.The Company translates its for-
eign operations using a current exchange rate. In accordance 
with Statement of Financial Accounting Standards No. 52, 
assets and liabilitiesare exchanged using the current exchange 
rate as of the balance sheet date. Expenses and items of income 
are exchanged using a weighted average exchange rate over 
the period ended on the balance sheet date. Adjustments 
resulting from the translation of the financial statements of the 
Company's foreign subsidiaries into U.S. dollars are excluded 
from the determination of net loss and are accumulated in a 
separate component of stockholders' deficit. Foreign exchange 
transaction gains and losses are included in the results of oper-
ations and are not material to the Company's consolidated 
financial statements. 

Income Taxes 
Deferred tax assets and liabilities are determined based on 

differences between financial reporting and income tax bases 
of assets and liabilities, as well as net operating loss carry-
forwards, and are measured using the enacted tax rates and 
laws that will be in effect when the differences reverse. 
Deferred tax assets are reduced by a valuation allowance to 
reflect the uncertainty associated with ultimate realization. 

Recent Accounting Pronouncements 
In December 1999, the Securities and Exchange 

Commission (SEC) issued Staff Accounting Bulletin 101, 
"Revenue Recognition in Financial Statements" ("SAB 10lU), 
which provides guidance related to revenue recognition 
based on interpretations and practices followed by the SEC. 
SAB 101, as amended, is effective beginning the fourth quar-
ter of calendar fiscal years beginning after December 15, 1999 
and requires companies to report any changes in revenue 
recognition as a cumulative change in accounting principle at 
the time of implementation. Adoption of SAB 101 did not 
have a material impact on the Company's financial position 
or results of operations, since the Company has no revenues 
to date. 

In June 1998, the Financial Accounting Standards Board 
issued SFAS No. 133, "Accounting for Derivative Instruments 
and Hedging Activities." The effective date of this statement 
was deferred to fiscal years beginning after June 15, 2000 by 
SFAS No. 137, "Accounting for Derivative Instruments and 
Hedging Activities-Deferral of the Effective Date of SFAS 
No. 133." The adoption of this new standard is not expected 
to have a material impact on the Company's financial condi-
tion or results of operations. 

Net Loss Per Share 
Basic net loss per share is computed using the weighted 

average number of shares of common stock outstanding dur-
ing the period reduced, where applicable, for outstanding, 
yet unvested, shares. Diluted net loss per share includes the 
effect of stock options, warrants and redeemable convertible 
preferred stock and convertible notes outstanding during the 
period, if dilutive. Since the Company has a net loss for all 
periods presented, the effect of all potentially dilutive securi-
ties is antidilutive. Accordingly, basic and diluted net loss per 
share are the same. 

Unaudited Pro Forma Net Loss Per Share 
Unaudited pro forma net loss per share is computed using 

the weighted average number of common shares outstanding, 
including the pro forma effects of automatic conversion of all 
outstanding redeemable convertible preferred stock and 
accrued dividends and convertible notes and accrued interest 
through each balance sheet date into shares of the Company's 
common stock effective upon the closing of the Company's 
initial public offering, as if such conversion had occurred at 

Comprehensive Incomel(Loss) the date of original issuance. 
The Company reports comprehensive income/(loss) and 

Segments
its components in accordance with the provisions of SFAS No. The Company is a development stage company focused on
130, "Reporting Comprehensive Income.'' Comprehensive the acquisition, development and commercialization of late-
income/(loss) includes all changes in equity for cumulative stage development drugs. me companyhas license rights to
translations adjustments resulting from the consolidation of three potential products, Angiomax, CTV-05 and IS-159. The 
foreign subsidiaries' financial statements and unrealized 
gains and losses on available-for-salesecurities. 



Company manages its business and operations as one seg- Stock Purchase Warrants ("the Warrants") to existing investors, 
m a t .  There are no revenues to date for any potential products raising proceeds of $6,000,000. The Notes were redeemable on 
and the Company's assets are not identifiable to its three January 15,2001and pay interest semi-annuallyat a rate of 8% 
potential products. per annum. The Notes were convertible into shares of stock of 

the Company upon a subsequent sale of stock of the 
3. Management's Plans and Financing Company provided that such sale resulted in aggregate gross 

The Company is a development stage company and has 
incurred substantial losses since inception. To date, the 
Company has funded its operations through the issuance of 
debt and equity. The Company expects to continue to expend 
substantial amounts for continued product research, develop-
ment and initial commercialization activities for the foresee-
able future and management's plans with respect to funding 
this development are to secure additional equity, if possible, 
and to secure collaborative partnering arrangements that will 
provide available cash funding for operations. 

Should additional equity financing or collaborative part-
nering arrangements be unavailable to the Company, man-
agement will restrict certain of the Company's planned 
activities and operations, as necessary, to sustain operations 
and conserve cash resources. 

4. Fixed Assets 

Fixed assets consist of the following: 

Estimated December 31, 
Life (Years) 1999 2000 

Furniture, fixturesand 
equipment . 3 $323,685 $ 547,748 

Computer hardware and 
software 3 213,376 728,333 

Leasehold improvements 5 216,064 243,060 

Less:Accumulateddepreciation 

Depreciation expense was approximately $98,000, $208,000 
and $277,000 for the years ended December 31,1998,1999 and 
2000, respectively. 

5. Accrued Expenses 

Accrued expenses consist of the following at December 31: 

1999 2000 

Development services $3,283,767 $5,998,117 
Other 396526 3,138,817 

- -

6.  Convertible Notes 

In October 1999, the Company issued $6,000,000 of 8% 
Convertible Notes ("the Notes") and 1,013,877 Common 

proceeds of at least $6,000,000. The Notes were convertible 
into a number of shares of stock determined by dividing the 
outstanding principal and interest on the date of the subse-
quent sale by the price per share of such sale. Each Warrant 
provides the holder with the right to purchase one share of 
Common Stock of the Company at a price of $5.92 per share 
at any time prior to October 19, 2004. The exercise price and 
the number of shares underlying the Warrants could be 
adjusted in certain circumstances related to future issuances 
of capital stock. The Company recorded $325,355 as the fair 
value of the Warrants using the Black-Scholesmethod and the 
estimated fair value of the?ompany1s Common Stock on the 
date of the issuance of warrants, and $5,674,645 as the value 
of the Notes on the issuance date. The discount on the Notes 
was amortized to interest expense over the expected term of 
the Notes, which the Company anticipated to be to June 2000. 
Since the Notes were issuedin October 1999, the carrying 
amount approximates their fair value at December 31, 1999. 
Upon completion of the Company's sale of Series IV Preferred 
Stock in May 2000, the principal and accrued interest,on the 
Notes was converted into 1,393,909 shares of Series IV 
Preferred Stock. 

In March 2000, the Company issued $13,348,779 of 8% 
Convertible Notes ("the Notes") and 2,255,687 Common 
Stock Purchase Warrants ("the Warrants") to current stock-
holders, raising proceeds of $13,348,779. The Notes were 
redeemable on January 15, 2001 and accrue interest serni-
annually at a rate of 8%per annum. The Notes were convert-
ible into shares of stock of the Company upon a subsequent 
private sale of stock of the Company provided that such sale 
results in aggregate gross proceeds of at least $6,000,000. The 
Notes were convertible into a number of shares of stock 
determined by dividing the outstanding principal and inter-
est on the date of the subsequent sale by the price per share of 
such sale. Each Warrant provides the holder with the right to 
purchase one share of Common Stock of the Company at 
a price of $5.92 per share at any time prior to March 2005. 
The exercise price and the number of shares underlying the 
Warrants could be adjusted in certain circumstances related to 
future issuances of stock. The Company recorded approxi-
mately $18,800,000 as the value of the Warrants using the Black-
Scholes method and the estimated fair value of the Company's 
Common Stock on the date of the issuance of the warrants. The 
discount on the Notes was amortized over the expected term of 
the Notes, which the Company anticipated to be to June 2000. 
For the year ended December 31, 2000, amortization of the 
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discount was approximately $18,800,000 and is included with Preferred Stock were exchanged for 2,506,000 shares of 
the interest expense in the accompanying financial state- Series I Redeemable Convertible Preferred Stock and 
ments. Upon completion of the Company's sale of Series IV 10,565,714 shares of Series I1 Redeemable Convertible 
Preferred Stock in May 2000, the principal and accrued inter- Preferred Stock. Holders of Series A Redeemable Preferred 
est on the Notes was converted into 3,141,457 shares of Series Stock were entitled to receive preferential cumulative annual 
IV Preferred Stock. dividends payable in additional shares of Series A 

Redeemable Preferred Stock at the rate of 7% per annum of 
7. Redeemable Preferred Stock and Stockholders' Equity the stated value. Prior to the Exchange Agreement, dividends 

earned from January 1,1998 through the date of the Exchange
On June 29, 2000, the Company's Board of' Directors 

Agreement were paid to the holders of Series A Redeemable
approved a reverse split of 0.73 shares for every one share of 

Preferred Stock. During 1997, certain preferred shareholders 
common stock then outstanding. The reverse stock split 

waived their right to a portion of earned dividends and the 
became effective on August 4,2000. The accompanying finan- Company paid agreed-upon amounts through December 31,
cia1 statements and footnotes, including all share and per 

1997.To the extent that all or any part of the Stock would have 
share amounts, reflect the reverse stock split. 

resulted in the issuance of a fractional share of the Series A 
Series I, Series 11, Series 111 and Series IV Redeemable convertible Preferred stock, the amount of such fraction, multiplied by the 
Preferred Stock stated value, was paid in cash. 

During 1999 and 2000, the Company had designated four 
On May 17,2000, the Company issued 1,411,000 shares of

series of redeemable convertible preferred stock. A summary 
Series IV Redeemable Convertible Preferred Stock for net

of the Series I, Series 11, Series 111 and Series IV Redeemable 
proceeds of $6,095,520. In addition, on May 17,2000, the con-

Convertible Preferred Stock is as follows. 
vertible notes and accrued interest were converted into 

December 31, 

1999 2000 

Series I, $1 par value, 3>50,000 shares 
authorized at December 31,1999 and 
none at December 31,2000,2,678,005 . 
shares and none issued and outstanding 
as of December 31,1999 and 2000, 
respectively ($5,512,225 liquidation 
value at December31,1999 and 
$0 at December 31,2000) $ 5,512,225 $ -

Series 11, $1 par value, 15,S50,000 shares 
authorized at December 31,1999 and 

4,535,366 shares of Series IV Redeemable convertible 
Preferred Stock. The Series IV preferred stock carries terms 
and conditions similar to the Series I, 11, 111 preferred stock. 
The Series IV preferred stock was convertible into common 
stock at a 1-for-0.73 conversion rate and automatically 
converted upon the closing of the sale of shares of common 
stock in an underwritten public offering. The Series IV 
Redeemable Convertible Preferred Stock issued on May 17, 
2000 contained a beneficial conversion feature based on the 
estimated fair market value of common stock into which it 

none at December 31,2000,11,290,928 is convertible. In accordance with EITF 98-5, the total amount 
shares and none issued and outstanding 
as of December 31,1999 and 2000, 
respectively ($40,670,864 liquidation 
value at December 31,1999 and $0 at 
December 31,2000) 40,670,864 -

Series 111, $1 par value, 12,150,000shares 
authorized at December 31,1999 and 
none at December 31,2000,8,993,417 
shares and none issued and outstanding 
as of December 31,1999 and 2000, 
respectively ($39,984,732 liquidation 
value at December 31,1999 and $0 at 
December31,2000) 39,094,324 -

Series IV, $1 par value, 12,150,000shares 
authorized during December 31,2000 
and none at December 31,1999, none 
issued and outstanding as of 
December 31,2000 - -

Total $85,277,413 $ -

In August 1998, the Company executed an agreement (the 
"Exchange Agreement") under which 8,892,912 shares of 
common stock and 41,992 shares of Series A Redeemable 

of such beneficial conversion is approximately $25,450,000. 
The beneficial conversion is analogous to a dividend and 
was recognized during 2000 when issued. Simultaneously 
with the closing of the Company's initial public offering, 
30,659,957 shares of Redeemable Convertible Preferred Stock 
then outstanding (including accrued dividends for the period 
August 1, 2000 to August 11, 2000) were converted into 
22,381,735 shares of common stock. 

A summary of the rights, preferences and privileges of the 
Series I, Series 11, Series I11 and Series IV Redeemable 
Convertible Preferred Stock ("Series Preferred Stock") is 
as follows: 

Dividends. The holders of each series of Series Preferred 
Stock are entitled to receive, prior to any distribution to the 
holders of Common Stock, preferential cumulative dividends 
payable in additional shares of such series of Series Preferred 
Stock at a rate of 7% per share per annum of the liquidation 
value of such series of Series Preferred Stock. Such dividends 
were paid annually commencing on July 31, 1999. 



Liquidation. In the event of any liquidation, dissolution 
or winding up of the Company (either voluntary or involun-
tary), the holders of Series Preferred Stock are entitled 
to receive, out of the assets of the Company available for 
distribution to its stockholders, a per share amount equal to 
$2.00 per share in the case of the Series I Preferred Stock, $3.50 
per share in the case of the Series I1 Preferred Stock and $4.32 
in the case of the Series 111and Series IV Preferred Stock, plus 
any accrued but unpaid dividends (the liquidation value). 
These distributions will be made prior to any distributions to 
other stockholders. Any amounts remaining after making 
such distributions will be distributed to the holders of 
Common Stock and Series Preferred Stock on parity with each 
other. If the remaining assets of the Company available for 
distribution to its stockholders are insufficientto pay all of the 
holders of Series Preferred Stock, distributions will be made 
first to the Series IV Preferred Stockholders, then to Series 111 
Preferred Stockholders and then to the Series I and I1 
Preferred Stockholders on a pro-rata basis. 

Coizversion. Holders of shares of Series Preferred Stock 
have the right to convert their shares at any time into shares 
of Common Stock. The conversion rate for each series of 
Series Preferred Stock is 0.73-for-1. The conversion rate for 
each series of Series Preferred Stock is subject (i) to propor-
tional adjustments for splits, reverse splits, recapitalizations, 
etc., and (ii) to formula-weighted average adjustments in the 
event that the Company issues additional shares of Common 
Stock or securities convertibleinto or exercisable for Common 
Stock at a purchase price less than the applicable conversion 
price then in effect, other than the issuance of shares to direc-
tors, officers, employees and consultants pursuant to stock 
plans approved by the Board of Directors and certain other 
exceptions. Each share of Series Preferred Stock will be auto-
matically converted into shares of Common Stock upon the 
closing of the sale of shares of Common Stock at a price of at 
least $8.90 per share (subject to appropriate adjustment for 
stock dividends, stock splits, combinations and other similar 
recapitalizations affecting such shares) in an underwritten 
public offering pursuant to an effective registration statement 
under the Securities Act of 1933, resulting in at least 
$15,000,000 of gross proceeds to the Company. 

Redernptioiz. The Company will redeem the outstanding 
shares of Series Preferred Stock in three equal annual 
installments commencing July 31,2002 at a price equal to the 
liquidation value of such shares. 

Voting. Generally,holders of shares of Series Preferred Stock 
vote on all matters, including the election of directors, with the 
holders of shares of Common Stock on an as-converted basis, 
except where a class vote is required by law. 

Accretion. Series Preferred Stock is accreted to its redemp-
tion value to recognize issuance costs over the period from 
issuance to redemption using the interest method and to 
reflect accrued but unpaid dividends. 

Common Stock 
Common Stockholders are entitled to one vote per share 

and dividends when declared by the Board of Directors, 
subject to the preferential rights of preferred stockholders. 

Upon the completion of its Initial Public Offering ("IPO) 
on August 11, 2000, the Company sold 6,000,000 shares of its 
common stock at a price of $16.00 per share. In addition, on 
September 8,2000, the underwriters of the IPO exercised their 
over-allotment option and purchased an additional 900,000 
shares of common stock at a price of $16.00 per share. The 
Company received proceeds of approximately $101.4 million, 
net of underwriting discounts and commissions, and expenses. 
Simultaneously with the closing of the IPO, 30,659,957 shares 
of Redeemable Convertible Preferred Stock then outstanding 
(including accrued dividends for the period August 1,2000 to 
August 11, 2000) were converted into 22,381,735 shares of 
common stock. 

During 1996, 1997 and 1998, certain employees of the 
Company purchased 335,800, 627,070 and 32,850 shares of 
common stock, respectively, for $0.001per share. These shares 
are subject to restriction and vesting agreements that limit 
transferability and allow the Company to repurchase 
unvested shares at the original purchase price. The shares 
vest ratably over a four-year period that generally begins on 
each employee's hire date. During 1998, 1999 and 2000, the 
Company repurchased 107,979, 56,378 and 22,205 shares, 
respectively, of unvested common stock for $0.001 per share. 
There were 62,722 shares of common stock unvested at 
December 31,2000. 

Stock Plans 

In April 1998, the Company adopted the 1998 Stock 
Incentive Plan (the "Plan"), which provides for the grant of 
stock options, restricted stock and other stock-based awards 
to employees, directors and consultants. The plan allows for 
the issuance of up to 1,083,259 shares of common stock 
through April 2008. The Board of Directors determines the 
term of each option, the option price, the number of shares for 
which each option is granted and the rate at which each 
option is exercisable. During 1999, the Board of Directors 
amended all outstanding grants to allow.holders the opportu-
nity to exercise options prior to vesting. Exercised options 
that are unvested are subject to repurchase by the Company 
at the original exercise price. Options granted under the plan 
generally vest in increments over four years. 
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In January 2000, the Board of Directors approved an 
amendment to the Plan to increase the number of shares avail-
able under the Plan to 1,448,259. In May 2000, the Board of 
Directors approLed an amendment to the Plan to increase the 
number of shares available under the Plan to 4,368,259. In 
addition, the Board of Directors also approved the 2000 
Employee Stock Purchase Plan which provides for the 
issuance of up to 255,500 shares of common stock to partici-
pating employees and the 2000 Directors Stock Option Plan 
which provides for the issuance of up to 250,000 shares of 
common stock to the Company's directors. Both the 2000 
Employee Stock Purchase Plan and the 2000 Directors Stock 
Option Plan have received stockholder approval. 

Prior to the Company's initial public offering, the Board of 
Directors of the Company determined the fair value of the 
Company's common stock in its good faith judgment at each 
option grant date for grants under the Plan considering a 
number of factors including the financial and operating 
performance of the Company, recent transactions in the 
Company's common and preferred stock, if any, the values of 
similarly situated companies and the lack of marketability 
of the Company's common stock. Following the Company's 
initial public offering, the fair value is determined based on the 
traded value of the Company's common stock. 

During the period January 1,2000 to September 31, 2000, 
the Company issued 2,273,624 options at exercise prices 
below the estimated fair value of the Company's common 
stock as of the date of grant of such options based on the price 
of the Company's common stock in connection with the 
Company's initial public offering. The total deferred compen-
sation associated with these options is approximately $17.3 
million. Included in the results of operations for the year 
ended December 31,2000is compensation expense of approx-
imately $3.7 million associated with such options. 

The Company has elected to follow APB 25 in accounting 
for its stock options granted to employees because the alter-
native fair value accounting provided for under SFAS 123, 
requires the use of option valuation models that were not 
developed for use in valuing employee stock options. Because 
the exercise price of the Company's stock options generally 
equals the market price of the underlying stock on the date of 
grant, no compensation is recognized under APB 25. Had 
compensation costs for the Plan been determined based on 
the fair value at the grant dates as calculated in accordance 
with SFAS 123, the Company's net loss for the year ended 
December 31, 1999 and 2000 would have been increased to 
the pro forma amounts indicated below. 

STATEMENTS (continued) 

Years Ended December 31, 

1998 1999 2000 

Net loss attributable to 
commonstockholders--
As reported $32,909,701 $40,605,911 $101,635,158 

Net loss attributable to 
common stockholders--
Pro forma $32,965,764 $40,771,828 $106,150,604 

Net loss per share attributable 
to 6mmon stockholders--
As reported $ (6.03) . $ (80.08) $ (8.43) 

Net loss per share attributable 
to common stockholders-
Pro forma $ (6.04) $ (80.41) $ (8.80) 

The fair value of each option grant was estimated on the 
date of grant using the Black-Scholes option-pricing model 
with the following weighted average assumptions: 

Years Ended December 31, 

1998 1999 2000 

Expected dividend yield 0% 0% 0% 
Expected stock price volatility 70% 70% 70% 
Risk-free interest rate 4.70% 5.45% 6.32% 
Expected option term 3.38 years 3.30 years 3.35 years 

A summary of stock option activity under the 1998 Stock 
Incentive Plan and the 2000 Directors Stock Option Plan are 
as follows: 

Number of Weighted Average 
Shares Exercise Price 

Outstanding, December 31,1997 
Granted 
Exercised 
Canceled 

Outstanding, December 31,1998 
Granted 
Canceled 

Outstanding, December 31,1999 768,966 , 1.16 
Granted 3,080,424 9.80 
Exercised (227,523) 1.26 
Canceled (406,713) 1.22 

Outstanding, December 31,2000 3,215,154 $9.43 

Available for future grant at 
December 31,2000 1,173,545 

The weighted average per share fair value of options 
granted during 1998, 1999 and 2000 was $0.55, $0.62 and 
$10.34, respectively. The weighted average fair value and 
exercise price of options granted during 2000 which were 
granted with exercise prices below the fair market value 
were $9.35 and $4.68, respectively.The weighted average fair 
value and exercise price of options granted during 2000 
which were granted with exercise prices equal to the fair 
market value were $13.19 and $24.96, respectively. 



The following table summarizes information about stock options from the 1998 Stock Incentive Plan and the 2000 Directors 
Stock Option Plan outstanding at December 31,2000: 

Options Outstanding Options Vested 

Weighted 
Average Weighted Weighted 

Number Remaining Average Number Average 
Range of Outstanding Contractual Exercise Outstanding Exercise 
Exercise Prices at 12/31/00 Life (Years) Price at 12/31/00 Price 

$ 0.69-$ 3.08 911,673 8.72 $ 1.63 363,052 $1.46 
$ 4.79-$ 4.79 850,450 9.39 $ 4.79 115,582 $4.79 
$ 5.92-$12.00 631,231 9.52 $ 6.69 3,815 $5.92 
$19.88-$24.00 183,750 9.85 $22.76 - -
$24.13-$30.63 638,050 9.93 $25.60 - -

3,215,154 9.36 $ 9.43 482,449 $2.29 

Common Stock Resewed  for Future Issuance Year Ended December 31, 
At December 31,2000, there were 7,913,763 shares of com- 1999 2000 

mon stock reserved for future issuance under the Employee Unaudited Forma Basic 
Stock 'Purchase Plan, for conversion of the Common Stock and Diluted 

Warrants and for grants made under the 1998 Stock Incentive Net loss $(34,712,895) $(71,292,170) 

Plan and the 2000 Director Stock Option Plan. Interest expense on 
convertiblenotes 197,455 19390,414 

8. Net Loss and Unaudited Pro Forma Net Loss Per Share 

The following table sets forth the computation of basic and 
diluted, and unaudited pro forma basic and diluted net loss per 
share for the respective periods. The unaudited pro forma basic 
and diluted net loss per share gives effect to the conversion of 
the redeemable convertible preferred stock and the convertible 
notes and accrued interest as if converted at the date of original 
issuance. 

Year Ended December 31, 

Basic and Diluted 
Net loss $(28,950,798) $(34,712,895) $ (71,292,170) 
Dividends and accretion on 

redeemable convertible 
preferred stock (3,958,903) (5,893,016) (30,342,988) 

Net loss athibutable to 
common stockholders $(32,909,701) $(40,605,911) $(101,635,158) 

Weighted average common 
shares outstanding 6,075,948 850,238 12,225,537 

Less: unvested restricted 
common shares outstandinr! (621,295) (343,173) (166,262) 

Weighted average common 
shares used to compute 
net loss per share 5,454,653 507,065 12,059,275 

Basic and diluted net loss 
per share $ (6.03) $ (80.08) $ (8.43) 

Net loss used to compute 
pro forma net loss per share $(34,515,440) $(51,901,756) 

Weighted average common 
shares used to compute 
net loss per share 507,065 12,059,275 

Weighted average number of 
common shares assuming the 
conversion of all redeemable 
convertiblepreferred stock 
and convertiblenotes and 
accrued interest at the date of 
original issuance 17,292,811 12,659,800 

Weighted average common 
shares used to compute 
pro forma net loss per share 17,799,876 24,719,075 

Unaudited pro forma basic 
and diluted net loss per share $ (1.94) $ (2.10) 

Options to purchase 768,966 and 3,215,154shares of common 
stock have not been included in the computationof diluted net 
loss per share for the years ended December 31,1999 and 2000, 
respectively, as their effects would have been antidilutive. 
Warrants to purchase 1,013,877and 3,269,564 sharesof common 
stock were excluded from the computation of diluted net loss 
per share for the year ended December 31, 1999 and 2000, 
respectively,as their effect would be antidilutive. 
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9. Income Taxes 

The significant components of the Company's deferred tax 
assets are as follows: 

December 31, 

1999 2000 

Deferred tax assets: 
Net operating loss carryforwards $30,861,000 $48,494,000 
Research and development credit 2,074,000 3,576,000 
Intangible assets 1,139,000 1,233,000 
Other 36,000 86,000 

Valuation allowance 

Net deferred tax assets $ - $ -

The Company has increased its valuation allowance by 
$19,276,000 in 2000 to provide a full valuation allowance for 
deferred tax assets since the realization of these future benefits 
is not considered more likely than not. The amount of the 
deferred tax asset considered realizable is subject to change 
based on estimates of future taxable income during the cany-
forward period. If the Company achieves profitability, these 
deferred tax assets would be available to offset future income 
taxes. The future utilization of net operating losses and c ~ d i t s  
may be subject to limitation based upon changes in ownership 
under the rules of the Internal Revenue Code. The Company 
will assess the need for the valuation allowance at each balance 
sheet date based on all availableevidence. 

At-December 31,2000, the Company had federal net operat-
ing loss canyfonvards available to reduce taxable income, and 
federal research and development tax credit carryforwards 
available to reduce future tax liablties, which expire as follows: 

Federal Research 
Federal Net and Development 

Year of Operating Loss Tax Credit 
Expiration Carryforwards Carryforwards 

2011 $ 930,000 $ 22,000 
2012 15,260,000 527,000 
2018 27,876,000 425,000 
2019 33,802,000 1,002,000 
2020 44,282,000 1,300,000 

$122,150,000 $3,276,000 

For state purposes, net operating loss carryforwards of 
approximately $116,042,000 expire in the years 2001 through 
2004. State research and development tax credit carryforwards 
are approximately $300,000. 

10.License Agreements 

Angiomax 
In March 1997, the Company entered into an agreement 

with Biogen, Inc. for the license of the anticoagulant pharma-
ceutical, bivalirudin (now known as Angiomax). Under the 
terms of the agreement, the Company acquired exclusive 
worldwide rights to the technology, patents, trademarks, 
inventories and know-how related to Angiomax. In exchange 
for the license, the Company paid $2 million on the closing 
date and is obligated to pay up to an additional $8 million 
upon reaching certain Angiomax sales milestones, including 
the first commercial sale of Angiomax for the treatment of 
AM1 in the United States andEurope. In addition, the Company 
shall pay royalties on future sales of Angiomax and on any 
sublicense royalties earned until the later of (1) 12 years after 
the date of the first commercial sale of the product in a country 
or (2) the date in which the product or its manufacture, use or 
sale is no longer covered by a valid claim of the licensed 
patent right in such country. The agreement also stipulates 
that the Company use commercially reasonable efforts 
to meet certain milestones related to the development and 
commercialization of Angiomax, including expending at least 
$20 million for certain development and commercialization 
activities,which we met in 1998. The license and rights under 
the agreement remain in force until our obligation to pay roy-
alties ceases. Either party may terminate for material breach, 
and the Company may terminate the agreement for any reason 
upon 90 days prior written notice. During December 2000, the 
Company received approval from the U.S. Food and Drug 
Administration (FDA) for the sale of Angiomax for certain 
indications. 

CTV-05 

In August 1999, the Company entered into an agreement 
with Gynelogix, Inc. for the license of the biotherapeutic 
agent CTV-05, a strain of human lactobacilluscurrently under 
clinical investigation for applications in the areas of urogenital 
and reproductive health. Under the terms of the agreement, 
the Company acquired exclusive worldwide rights to the 
patents and know-how related to CTV-05. In exchange for the 
license, the Company has paid $400,000 and is obligated to 
pay an additional $100,000 upon reaching certain develop-
ment and regulatory milestones and to fund agreed-upon 
operational costs of Gynelogix related to the development of 
CTV-05 on a monthly basis subject to a limitation of $50,000 
per month. In addition, the Company is obligated to pay roy-
alties on future sales of CTV-05and on any sublicenseroyalties 



earned until the d;te on which the product is no longer cov-
ered by a valid claim of the licensed patent rights in a country. 
The agreement also stipulates that the Company must use 
commercially reasonable efforts in pursuing the development, 
commercialization and marketing of CTV-05 to maintain the 
license. The license and rights under the agreement remain in 
force until our obligation to pay royalties ceases. Either party 
may terminate the agreement for material breach, and may 
terminate the agreement for any reason upon 60 days prior 
written notice. 

IS-159 

In July 1998, the Company entered into an agreement with 
Irnrnunotech S.A. for the license of the pharmaceutical IS-159 
for the treatment of acute migraine headache. Under the terms 
of the agreement, the Company acquired exclusive worldwide 
rights to the patents and know-how related to IS-159. In 
exchange for the license, the Company paid $1 million on the 
closing date and is obligated to pay up to an additional $4.5 
million upon reaching certain development and regulatory 
milestones. In addition, the Company shall pay royalties on 
future sales of IS-159 and on any sublicense royalties earned 
until the date on which the product is no longer covered by a 
valid claim of the licensed patent rights in a country. The 
agreement also stipulates that the Company must use com-
mercially reasonable efforts in pursuing the development, 
commercialization and marketing of IS-159 and meet certain 
development and regulatory milestones to maintain the 
license. The licenses and rights under the agreement remain 
in force until the Company's obligation to pay royalties 
ceases. Either party may terminate the agreement for material 
breach, and the Company may terminate the agreement for 
any reason upon 60 days prior written notice. 

11.Strategic Alliances 

UCB 
In December 1999, the Company entered into a commercial 

supply agreement with UCB-Bioproducts S.A. ("UCB") to 
develop and supply Angiomax bulk drug substance. Under the 
terms of the agreement, UCB Bioproducts is also responsible 
for developing the Chemilog process in coordination with the 
Company and obtaining regulatory approval for use of the 
process. The Company has agreed to partially fund UCB 
Bioproducts' development activities. The funding is due upon 
the completion by UCB Bioproducts of development mile-
stones. If UCB Bioproducts successfully completes each of 
these development milestones, the Company anticipates total 
development funding to be approximately$9.1 million. During 
1999 and 2000, expenses incurred for such services were 
approximately $811,000 and $560,000, respectively, of which 

approximately$469,000 and $789,000 was recorded in accounts 
payable and accrued expenses at December 31,1999 and 2000, 
respectively. In addition, the Company has agreed to purchase 
Angiomax bulk drug product exclusively from UCB 
Bioproducts at agreed upon prices for a period of seven years 
from the date of the first cominercial sale of Angiomax pro-
duced under the Chemilog process. Following the expiration 
of the agreement, or if the Company terminates the agreement 
prior to its expiration, UCB Bioproducts will transfer the 
development technology to the Company. If the Company 
engages a third party tomanufacture Angiomax using this 
technology, the Company will be obligated to pay UCB 
Bioproducts a royalty based on the amount paid by the 
Company to the third-party manufacturer. 

During 1999, the Company placed an order with UCB 
Bioproducts for the manufacture of Angiomax bulk drug prod-
uct. Manufacture of $14.2 million of this material was com-
pleted in 2000, of which $12.2 million was expensed during the 
period. AU costs associated with the manufacture of Angiomax 
bulk drug product and finished products to which title was 
transferred to the Company prior to the date of FDA approval 
of Angiomax were expensed as research and development.The 
Company recorded Angiomax bulk drug product to which title 
transferred after the date of FDA approval of Angiomax as 
inventory. In November 2000, the Company placed additional 
orders with UCB Bioproducts for the manufacture of Angiomax 
bulk drug product. Under the terms of these orders, the 
Company is scheduled to take title to material and become obli-
gated to make payments totaling approximately $24.0 million in 
fiscal 2001 and early fiscal 2002. 

Lonza 

In September 1997, the Company entered into an agree-
ment with Lonza AG ("Lonza") for the development of a new 
commercial manufacturing process for an advanced interme-
diate compound used in the manufacturing of Angiomax 
("Angiomax intermediate"). In November 1998, the Company 
entered into an additional agreement with Lonza for the engi-
neering, procurement and installation of equipment for the 
initial manufacturing of the Angiomax intermediate using the 
new process. The agreement also contemplated the purchase 
of the Angiomax intermediate from Lonza at specified prices 
for an anticipated two-year period following initial production 
and stipulated the basic principles of a long-term commercial 
supply contract. In January 2000, the Company notified 
Lonza of its intention to terminate the agreement. As a result 
of the termination, the Company retained certain ownership 
rights to intellectual property and was responsible for 
reimbursement of all costs incurred under the terms of the 
agreement through the date of notice. Approximately 
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$1,572,000 was recorded in accounts payable and accrued In December 2000, the Company signed a master services 
expenses at December 31, 1999. There was no outstanding agreement and a work order with Innovex under which 
obligation to Lonza at December 31,2000. Innovex agreed to provide contract sales, marketing and com-

PharmaBio 
In August 1996, the Company entered into a strategic 

alliance with one of its stockholders, PharmaBio Development 
Inc. ("PharmaBio"), a wholly-owned subsidiary of Quintiles 
Transnational Corporation ("Quintiles"). Under the terms of 
the strategic alliance agreement, PharmaBio and any of its 
affiliates who work on the Company's projects will, at no cost 
to the Company, review and evaluate, jointly with the 
Company, development programs designed by the Company 
related to potential or actual product acquisitions. The purpose 
of this collaboration is to optimize the duration, cost, specifica-
tions and quality aspects of such programs. PharmaBio and its 
affiliates have also agreed to perform other services with 
respect to our products, including clinical and non-clinical 
development services, project management, project imple-
mentation, pharmacoeconomic services, regulatory affairs 
and post marketing surveillance services and statistical, sta-
tistical programming, data processing and data management 
services pursuant to work orders agreed to by the Company 

* 
and PharmaBio from time to time. Through December 31, 
2000, the Company has entered in approximately 40 work 
orders with PharmaBio and has paid PharmaBio a total of 
$10.9 million. During 1998, 1999 and 2000, expenses incurred 
for such serviceswere approximately $1.7 million, $3.7 million 
and $2.3 million, respectively, of which approximately $1.2 
million and $813,000 was recorded in accounts payable and 
accrued expenses at December 31,1999 and 2000, respectively. 
At December 31, 2000, the Company had open orders with 
PharmaBio for such services that reflect estimated aggregate 
future payments of approximately $3.4 million. 

Innovex 

In January 1997, the Company entered into a consulting 
agreement with Innovex, Inc. ("Imovex"), a subsidiary of 
Quintiles, which was subsequently superceded by a consult-
ing agreement executed with Innovex in December 1998. 
Pursuant to the terms of the agreement, Innovex provides the 
Company with consultingservices with respect to pharmaceu-
tical marketing and sales. Since December 1997, the Company 
has also entered into various clinical services agreements with 
Imovex pursuant to which Innovex has provided project 
management, clinical monitoring, site management, medical 
monitoring, regulatory affairs, data management and quality 
assurance sewices with respect to clinical trials of Angiomax. 
None of the clinicalservices agreements is currently outstand-
ing. Through December 31, 2000 the Company has paid 
Innovex $1.8 million under these agreements. 

mercializationservices relating to Angiomax. Under the master 
services agreement, Innovex may provide additional services 
unrelated to Angiomax pursuant to work orders entered into 
from time to time. Under the master services agreement and the 
Angiomax work order, Innovex will provide the Angiomax 
sales force of 52 representatives, a sales territory management 
system and operational support for the launch of Angiomax. 
The Company will provide the marketing plan and marketing 
materials for the sales force and other sales and marketing s u p  
port and direction for the sales force. For Innovex services, the 
Company has agreed to a daily fee for each day worked by the 
members of the sales force. The Company will reimburse 
Innovex for expenses incurred in providing the services and for 
the incentive compensation paid to the sales force of Innovex. 
The Company has the right to terminate the work order and the 
master services agreement at any time upon 90 days prior 
written notice. The Company may hire members of the sales 
force, although the Company may incur additional fees to 
Imovex. Through December 31,2000, the Company had paid 
Innovex $1.1 million for its services under the master services 
agreement and work order. Total fees for 2001 under this 
agreement are estimated to be approximately $8.2 million 
subject to adjustments in the size of the sales force and other 
commercial factors. 

Durhg 1998,1999and 2000, expenses incurred for services 
provided by Innovex were approximately $943,000, $616,000 
and $1.7 million, respectively, of which approximately 
$102,000, $280,000 and $440,000 were recorded in accounts 
payable and accrued expenses at December 31,1998,1999 and 
2000, respectively. 

Stack Pharmaceuticals 
In April 2000, the Company entered into an agreement 

with Stack Pharmaceuticals, an entity controlled by David 
Stack, one of the Company's senior vice presidents, which 
was amended in August 2000. Pursuant to the terms of this 
agreement, as amended, Stack Pharmaceuticals will perform 
infrastructure services for us, which includes providing office 
facilities, equipment and supplies for the Company's employ-
ees based in New Jersey, and such consulting, advisory and 
related services for the Company as may be agreed upon from 
time to time. For the infrastructure services, the Company has 
agreed to pay Stack Pharmaceuticals a service fee of $20,100 
per month. The term of this agreement continues until April 1, 
2001, but either party may terminate it earlier upon 90 days 
prior written notice. From January 2000 through March 2000, 
Stack Pharmaceuticalsprovided the Company with consulting 



services under a consulting agreement that expired on March 
31,2000. Through December 31,2000, the Company had paid 
Stack Pharmaceuticals $407,000 under these agreements. The 
was no outstanding obligation to Stack Pharmaceuticals at 
December 31,2000. 

12. Commitments and Contingencies 

The Company leases its facilities in Cambridge, 
Massachusetts and Parsippany, New Jersey and certain office 
furniture and equipment at those facilities under operating 
leases. The leases for the Cambridge and Parsippany facilities 
expire in August 2003 and September 2005, respectively.Future 
annual minimum payments under all non-cancelable operating 
leases are $590,000, $712,000, $429,000, $210,000 and $160,000 in 
2001,2002,2003,2004and 2005, respectively. Rent expense was 
approximately $326,000, $442,000 and $504,000 for the years 
ended December 31,1998,1999 and 2000, respectively. 

The Company is involved in ordinary-androutine matters 
and litigation incidental to its business. There are no such 
matters pending that the Company expects to be material in 
relation to its financial condition or results of operations. 

13. Employee Benefit Plan 

401(k) Plan 

The Company has an employee savings and retirement 
plan which is qualified under Section 401 of the Internal 
Revenue Code. Our employees may elect to reduce their cur-
rent compensation by up to the statutorily prescribed limit 
and have the amount of such reduction contributed to the 
401(k)plan. The Company may make matching or additional 
contributions to the 401(k) plan in amounts to be determined 
annually by the board of directors. The Company has not 
made any matching or additional contributions to date. 

14. Selected Quarterly Financial Data (Unaudited) 

The following table presents selected quarterly financial data for the years ended December 31,1999 and 2000. 

Three Months Ended 

Mar. 31. June30, Sept. 30; Dec. 31, Mar. 31, June 30, Sept. 30, Dec. 31, 
1999 1999 1999 ' 1999 2000 2000 2000 2000 

In fhouulnds, except per share dafa 

Total operating expenses $ 8,483 $11,715 $ 9,000 $6,155 $11,840 $ 8,706 $10,297 $ 23,763 

Net loss (8,137) (11,369) (8,877) (6330) (19,243) (20,408) (9,459) (22,182) 

Net loss attributable to 
common stockholders (9.573) (12.8061 (10375) (7.852) (20.773) (47.596) (11.083) (22,182) 

- -- ~p - - -p - - -- --

Basic and diluted net loss 
attributable to common. 
stockholders per conunon share $(21.09) $ (25.62) $ (19.21) W3.45) $ (32.91) $ (68.65) $ (0.67) $ (0.74) 

Pro forrna basic and diluted 
net loss attributableto common 
stockholders per common share (0.48) (0.66) (0.49) (0.33) (0.55) (0.38) (0.34) (0.74) 

The net loss fo; each quarter of 2000 was higher compared to 
the corresponding quarter of 1999. There were higher ,research 
and development costs in every quarter of 2000 associated with 
increased enrollment rates in the HERO-2 trial in AM, in the 
third and fourth quarters of 2000 related to the initiation of the 
REPLACE clinical trial program in angioplasty, and in the first 
and fourth quarters of 2000 in connection with the receipt of . 
Angiomaxbulk drug substanceto which title was taken prior to 
FDA approval. These increases in research and development 
costs were partly offset by lower development costs in all 
quarters of 2000 related to the discontinuation of the semilog 
manufacturing program and reduction in the IS159 activities. 

Higher selling, general and administrative expenses associated 
with the commercial launch of Angiomax also contributed to 
the higher net loss in the last three quarters of 2000 as compared 
to the corresponding quarters of 1999. Higher interest expense 
in the fist two quarters of 2000 resulted from the amortization 
of the discount on convertible notes issued in October 1999and 
March 2000. In the second quarter of 2000, we recorded a divi-
dend on the beneficial conversion associated with the issuance 
of convertible preferred stock in May 2000. In addition, in all 
the quarters of 2000, amortization of deferred compensation 
on the grant of stock options also contiibuted to the higher 2000 
quarterly losses. , 



Board of Directors and Stockholders 
The Medicines Company 

We have audited the accompanying consolidated balance 
sheets of The Medicines Company (a company in the develop-
ment stage) as of December 31, 1999 and 2000, and the related 
consolidated statements of operations, redeemable preferred 
stock and stockholders' equity/(deficit), and cash flows, for 
each of the three years in the period ending December 31,2000, 
and for the period July31,1996 (date of inception) to December 
31,2000. These financial statements are the responsibilityof the 
Company's management. Our responsibility is to express an 
opinion on these financial statements based on our audits. 

We conducted our audits in accordance with auditing 
standards generally accepted in the United States. Those 
standards require that we plan and perform the audit to 
obtain reasonable assurance about whether the financial state-
ments are free of material misstatement. An audit includes 
examining, on a test basis, evidence supporting the amounts 
and disclosures in the financial statements. An audit also 
includes assessing the accounting principles used and signifi-
cant estimates made by management, as well as evaluating 
the overall financial statement presentation. We believe that 
our audits provide a reasonable basis for our opinion. 

In our opinion, the consolidated financial statements 
referred to above present fairly, in all material respects, the 
consolidated financial position of The Medicines Company 
at December 31, 1999 and 2000, and the consolidated results 
of its operations and its cash flows for each of the three years 
in the period ended December 31, 2000, and for the period 
July 31, 1996 (date of inception) to December 31, 2000, 
in conformity with accounting principles generally accepted 
in the United States. 

Boston, Massachusetts 
February 13,2001, 
except for the eighth paragraph of Note 2, 
as to which the date is February 20,2001 
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Investor Relatio 
The Medicines 

edicines Company common 
is traded on the Nasdaq 

The total number istered holders 
of The Medicines Company's common 
stock as of Aprll9,2001 was 104. The 
Company believes the number of ben-
eficial stockholders is in excess of 2,800. 

. The following table sets forth, for the 
periods indicated, the high and low 
intraday sales prices per share, as 
quoted by Nasdaq, of the Company's 

Boston, MA 02116 common stock. 

2000 HIGH LOW 
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(since A u g u s t  8,2000) . $35.38 $16.50 

le and Dorr LLP F o u r t h  Q u a r t e r  $3.75 $17.13 

2001 

The  Bellevue Group  F ~ r s tQuarter  $20.48 $ 8 75-
M. Fazle Husain, M.B.A. Annual Meeting 

- General Partner The Medicines Company has never 
Morgan Stanley Venture Partners, L.P 

The Meeting of Stockholders declared or paid cash dividends on the
will take place on May 31,2001 at the 
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If any of the securities being registered on this form are to be offered on a delayed or continuous basis pursuant to Rule 4 15 under the 
Securities Act of 1933, check the following box. [XI 

If this form is filed to register additional securities for an offering pursuant to Rule 462(b) under the Securities Act, please check the following 
box and list the Securities Act registration 'statement number of the earlier effective registration statement for the same offering. [ ] 
If this form is a post-effective amendment filed pursuant to Rule 462(c) under the Securities Act, check the following box and list the Securities 
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CALCULATION OF REGISTRATION FEE 

PROPOSED MAXIMUM PROPOSED MAXIMUM 
TITLE OF SHARES AMOUNT TO BE OFFERING PRICE AGGREGATE AMOUNT OF 
TO BE REGISTERED REGISTERED PER SHARE(1) OFFERING PRICE(1) (2) REGISTRATION FEE (2)(3) 

-------------------------.----------------..---------------..-----------------------.---------------------------------------

Colmnon Stock, $0.01 par value per 
share . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  4,000,000 $13.43 $53,720,000 $13,430.00 
------------.--------------------.--------------------.----.---------------------------------------------------.-------.----

-------------.------------.-------------------------------------------------------------------------------------------------

(1) Estimated solely for purposes of calculating the registration fee pursuant to Rule 457(c) under the Securities Act and based upon the 
average of the high and low prices on the Nasdaq National Market on May 2 1,2001. 

(2) Calculated pursuant to Rule 457(c) based on an estimate of the proposed maximum aggregate offering price. 

(3) Pursuant to Rule 457(p), the fill amount of the filing fee due with respect to this registration statement is being paid by applying a portion 
of the $19,'982 filing fee paid in connection with the Registration Statement on Form S-1 filed on January 5,2001 (File No. 333-53280), which 
was subsesuentlv withdrawn. 

THE COMPANY HEREBY AMENDS THIS REGISTRATION STATEMENT ON SUCH DATE OR DATES AS MAY BE NECESSARY 
TO DELAY ITS EFFECTIVE DATE UNTIL THE COMPANY SHALL FILE A FURTHER AMENDMENT WHICH SPECIFICALLY 
STATES THAT THIS REGISTRATION STATEMENT SHALL THEREAFTER BECOME EFFECTIVE IN ACCORDANCE WITH 
SECTION 8(a) OF THE SECURITIES ACT OF 1933 OR UNTIL THE REGISTRATION STATEMENT SHALL BECOME EFFECTIVE 
ON SUCH DATE AS THE COMMISSION, ACTING PURSUANT TO SAID SECTION 8(a), SHALL DETERMINE. 



THE INFORMATION IN THIS PROSPECTUS IS NOT COMPLETE AND MAY BE CHANGED. THE SELLING STOCKHOLDERS 
NAMED IN THIS PROSPECTUS MAY NOT SELL THESE SECURITIES UNTIL THE REGISTRATION STATEMENT FILED WITH 
THE SECURITIES AND EXCHANGE COMMISSION IS EFFECTIVE. THIS PROSPECTUS IS NOT AN OFFER TO SELL THESE 

SECURITIES AND NEITHER WE NOR THE SELLING STOCKHOLDERS NAMED IN THIS PROSPECTUS ARE SOLICITING 
OFFERS TO BUY THESE SECURITIES IN ANY JURTSDICTION WHERE THE OFFER OR SALE IS NOT PERMITTED. 

SUBJECT TO COMPLETION, DATED MAY 22,2001 

COMPANY LOGO 

4,000,000 Shares of Common Stock 

This prospectus relates to resales of shares of common stock previously issued by The Medicines Company. We will not receive any proceeds 
from the sale of the shares. 

The selling stockholders identified in this prospectus, or their pledgees, donees, transferees or other successors-in-interest, may offer the shares 
from time to time through public or private transactions at prevailing market prices, at prices related to prevailing market prices or at privately 
negotiated prices. 

We do not know when or in what amounts a selling stockholder may offer shares for sale. The selling stockholders may not sell any or all'of 
the shares offered by this prospectus. 

Our common stock is traded on the Nasdaq National Market under the symbol "MDCO." On May 21,2001, the closing sale price of the 
common stock on Nasdaq was $13.27 per share. You are urged to obtain current market quotations for the common stock. 

INVESTING IN OUR COMMON STOCK INVOLVES A HIGH DEGREE O F  RISK. SEE "RISK 

FACTORS" BEGINNING ON PAGE 5. 

NEITHER THE SECURITIES AND EXCHANGE COMMISSION NOR ANY STATE SECURITIES COMMISSION HAS APPROVED OR 
DISAPPROVED OF THESE SECURITIES OR DETERMINED IF THIS PROSPECTUS IS TRUTHFUL OR COMPLETE. ANY 
REPRESENTATION TO THE CONTRARY IS A CRIMINAL OFFENSE. 

The date of this prospectus is ,2001 
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PROSPECTUS SUMMARY 

T h s  summary highlights information contained elsewhere in this prospectus. This summary does not contain all of the information you should 
consider before buying shares of our common stock..YOUshould read the entire prospectus carefully. 

THE MEDICINES COMPANY 

We acquire, develop and commercialize biopharmaceutical products that are in late stages of development or have been approved for 
marketing. In December 2000, we received marketing approval from the U.S. Food and Drug Administration, or FDA, for Angiomax, our lead 
product, for use as an anticoagulant in combination with aspirin in patients with unstable angina undergoing coronary balloon angioplasty. 
Coronary angioplasty is a procedure used to restore normal blood flow in an obstructed artery in the heart. We began selling Angiomax in the 
United States in January 2001. 

We are also developing Angiomax for additional potential applications for use in the treatment of ischemic heart disease, a condition which 
occurs when organs receive an inadequate supply of oxygen as a result of decreased blood flow. As of May 15, 2001, clinical investigators had 
administered Angiomax to approximately 13,100 patients in clinical trials for the treatment and prevention of blood clots in a wide range of 
hospital applications. We believe that Angiomax will become the leading replacement for heparin in hospital care. In the United States, heparin 
is the most widely-used acute care anticoagulant, a type of drug used to prevent or slow the formation of blood clots, and is used to treat 
approximately five million hospitalized patients per year. 

ANGIOMAX 

Angiomax directly blocks or inhlbits the actions of thrombin, a key component in the formation and growth of blood clots. By blocking 
thrombin directly, ra'ther than indirectly like heparin, Angiomax inhibits the actions of thrombin both in the clot and in the blood. Angiomax's 
Inhibition of thrombin is reversible, which means that its thrombin blocking effect wears off over time, allowing thrombin to again work in the 
clotting process. This reversibility is associated with a reduced risk of bleeding. 

In the clinical trials in angioplasty, Angiomax has: 

- reduced the frequency of life-threatening coronary events including heart attack and the need for emergency coronary procedures; 

- reduced the likelihood of major bleeding and the need for blood transfusion; 

- demonstrated a predictable anticoagulant response to a specific Angiomax dose, which enables simplified dosing; and 

- been used in combination with glycoprotein IIb/lIla, also known as GP IIbIIIIa, inhibitors and demonstrated no evidence of significant 
interactions. 

Our development programs are designed to expand the applications of Angiomax for the treatment of ischemic heart disease. As of May 15, 
200 1, we had: 

- a randomized, open-label Phase 3b trial program in angioplasty underway comparing Angiomax to heparin, with and without GP IIbIIIIa 
inhibitors; 

0 

- a 17,000patient Phase 3 trial program underway studying the use of Angiomax for the treatment of patients who have suffered a heart attack; 

- a Phase 3 trial program underway studying the use of Angiomax for the treatment of patients undergoing angioplasty who experience reduced 
platelet count and clotting due to an allergic, or immunological, reaction to heparin; 



- a Phase 2 trial program underway studying the use of Angiomax as an anticoagulant in patients undergoing coronary artery bypass graft 
surgery without the use of a bypass pump; and 

- plans to commence a Phase 3 trial program to evaluate the use of Angiornax in patients with unstable angina, a coronary condition in which 
patients experience the new onset of severe chest pain, increasingly frequent chest pain or chest pain that occurs while they are at rest. 

STRATEGY 

Our strategy is to build a commercial biopharmaceutical operation by acquiring, developing and commercializing products in late-stage clinical 
development, which we refer to as our product candidates, and approved products. We will actively manage the development and 
commercialization of these product candidates and approved products. We expect our first product, Angiomax, to become the cornerstone 
product of an acute hospital product franchise that we plan to build. We market Angiomax in the United States using a sales force contracted 
fiom Innovex, Inc., which we manage. 

We are also focused on specialty anti-infectives and are developing a second product candidate, CTV-05, a proprietary biotherapeutic agent 
with a potentially broad range of applications in the treatment of gynecological and reproductive infections. We are currently studying CTV-05 
in a double-blind placebo controlled Phase 2 trial program examining the safety and effectiveness of the compound as an adjunct to antibiotic 
therapy in the treatment of bacterial vaginosis, the most common gynecological infection in women of childbearing age. We intend to market 
CTV-05and our other products in the United States by supplementing our existing commercial organization, contracting with external 
organizations, which we would manage, or collaborating with other biopharmaceuticalconlpanjes. 

Our principal objectives include: 

- commercializing Angiomax for use in patients with unstable angina undergoing angioplasty; 

- developing and commercializing Angiomax as the leading replacement for heparin for use in the hospital treatment of ischemic heart disease; 

- acquiring additional products with (1) existing clinical data which provides reasonable evidence of safety and efficacy, (2) an anticipated time 
to market of four years or less and (3) potential cost savings to payors or improved efficiency of patient care; and 

- making the best use of our resources through our relationships with contract development, manufacturing and sales companies. 

CORPORATE INFORMATION 

The Medicines Company was incorporated in Delaware in July 1996.Our corporate website is located at www.themedicinescompany.com. We 
do not intend for information found on our website to be incorporated by reference in this prospectus. We own or have rights to various 
trademarks and trade names used in our business, including The Medicines Company name and logo and Angiomax(R). 

Our executive offices are located at One Cambridge Center, Cambridge, Massachusetts 02142, and our telephone number is (617) 225-9099. 
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SUMMARY CONSOLDATED FINANCIAL DATA 

In the table below, we provide you with our summary consolidated financial data. We have prepared this information using our audited 
consolidated financial statements for the period from July 3 1, 1996(date of inception) to December 31, 1996 and for the years ended December 
31, 1997, 1998, 1999 and 2000 and our unaudited consolidated financial statements for the three months ended March 3 1,2000 and 2001. The 
pro forma net loss per share data reflects the conversion of our convertible notes and accrued interest, and the conversion of our outstanding 
convertible preferred stock and accrued dividends into common stock upon the closing of our initial public offering in August 2000. The pro 
fonna balance sheet data as of March 3 1, 2001 reflect the sale of 4,000,000 shares of common stock on May 16, 2001 at a price of $11.OO per 
share for net proceeds of approximately $4 1.8 million. The pro forma net loss per share data and the pro forma balance sheet data do not 
include the effect of any options or warrants outstanding. The following data should be read.in conjunction with our consolidated financial 
statements, including the accompanying notes, and "Management's Discussion and Analysis of Financial Condition and Results of Operations" 
included elsewhere in this prospectus. 

PERIOD FROM 
INCEPTION 
(JULY 31, 
1996) THREE MONTHS ENDED 
THROUGH YEAR ENDED DECEMBER 31, MARCH 31,

DECEMBER 31, ............................................................................ 
1996 1997 1998 1999 2000 2000 2001 

............................................................................ 
In thousands. exce~tshare and 
per share data -

STATEMENTS OF OPERATIONS DATA 
Net revenue. . . . . . . . . . . . . . . . . . . . . .  
Operating expenses: 

. . . . . . . . . . . . . . .Cost of revenues 
. . . . . . .Research and development 

Selling, general and 
administrative. . . . . . . . . . . . . . .  

. . . . . . . . .Total operating expenses 

Loss from operations. . . . . . . . . . . . .  
Interest income (expense),net... 
Net loss. . . . . . . . . . . . . . . . . . . . . . . . .  
Dividends and accretion to 

redemption value of redeemable 
convertible preferred stock. . . .  

Net loss attributable to common 
. . . . . . . . . . . . . . . . . . .stockholders 

Net loss attributable to common 
stockholders per common share, 
basic and diluted. . . . . . . . . . . . .  

Shares used in computing net loss 
attributable to c o m n  
stockholders per common share, 
basic and diluted. . . . . . . . . . . . . .  

Unaudited pro forma net loss 
attributable to common 
stockholders per c o m n  share, 
basic and diluted. . . . . . . . . . . . . . .  

Shares used in computing 
unaudited pro forma net loss 
attributable to c o m n  
stockholders per common share, 
basic and diluted. . . . . . . . . . . . . .  

In thousands 
BALANCE SHEET DATA 
Cash, cash equivalents, marketable securities 

interest receivable. . . . . . . . . . . . . . . . . . . . . . . . .  
Working capital . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Total assets . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Accumulated deficit . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Total stockholders' equity . . . . . . . . . . . . . . . . . . . .  

AS OF MARCH 31, 2001 
-----------.----------

ACTUAL PRO FORMA 
- - - - - - - - - - - - - - - - - -

and accrued 
. . . . . . . . . . . . . .  $ 60,153 $ 101,956 
. . . . . . . . . . . . . .  49,670 91,473 
. . . . . . . . . . . . . .  65,801 107,604 
. . . . . . . . . . . . . .  (215,616) (215,616) 
. . . . . . . . . . . . . .  51,080 92,883 



RISK FACTORS 

You should carefully consider the following risk factors and all other information contained in this prospectus before purchasing our common 
stock. Investing in our common stock involves a high degree of risk and you may lose all or part of your investment. Please read "Special Note 
Regarding Forward-Looking Statements." 

RISKS RELATED TO OUR BUSINESS 

WE HAVE A HISTORY OF NET LOSSES, AND WE EXPECT TO CONTINUE TO INCUR NET LOSSES AND MAY NOT 
ACHIEVE OR MAINTAIN PROFITABILITY 

We have incurred net losses since our inception, including net losses of approximately $19.1 million for the three months ended March 31, 
2001. As of March 31,2001, we had an accumulated deficit of approximately $2 15.6 million. We expect to make substantial expenditures to 
fiuther develop and commercialize our products; including costs and expenses associated with clinical trials, regulatory approval and 
commercialization of products. As a result, we are unsure when we kill become profitable, if at all. 

OUR BUSINESS IS VERY DEPENDENT ON THE COMMERCIAL SUCCESS OF ANGIOMAX 

Other than Angiomax, our products are in clinical phases of development and, even if approved by the FDA, are a number of years away from 
entering the market. As a result, Angiomax will account for almost all of our revenues for the foreseeable future. The commercial success of 
Angiomax will depend upon its acceptance by physicians, patients and other key decision-makers as a therapeutic and cost-effective alternative 
to heparin and other products used in current practice. If Angiomax is not commercially successful, we will have to find additional sources of 
revenues or curtail or cease operations. 

FAILURE TO RAISE ADDITIONAL FUNDS IN THE FUTURE MAY AFFECT THE DEVELOPMENT, MANUFACTURE AND 
SALE OF OUR PRODUCTS 

Our operations to date have generated substantial and increasing needs for cash. Our negative cash flow from operations is expected to continue 
into the foreseeable future. The clinical development of Angiomax for additional indications, the development of our other product candidates 
and the acquisition and development of additional product candidates by us will require a commitment of substantial hnds. Our future capital 
requirements are dependent upon many factors and may be significantly greater than we expect. 

We believe, based on our current operating plan, including anticipated sales of Angiomax, that our cash, cash equivalents add marketable 
securities as of May 16, 2001 will be sufficient to fund our operations for at least 18 months. If our existing resources are insufficient to satisfy 
our liquidity requirements due to slower than anticipated sales of Angiomax or otherwise, or if we acquire additional product candidates, we 
may need to sell additional equity or debt securities. If we are unable to obtain this additional financing, we may be required to reduce the 
scope of our planned research, development and commercialization activities, which could harm our financial condition and operating results. 

WE CANNOT EXPAND THE INDICATIONS FOR ANGIOMAX UNLESS WE RECEIVE FDA APPROVAL FOR EACH ADDITIONAL 
INDICATION. FAILURE TO EXPAND THESE INDICATIONS WILL LIMIT THE SIZE OF THE COMMERCIAL MARKET FOR 
ANGIOMAX 

We received in December 2000 approval from the FDA of the use of Angiomax as an anticoagulant in combination with aspirin in patients 
with unstable angina undergoing coronary balloon angioplasty. One of our key objectives is to expand the indications for which the FDA will 
approve Angiomax. In order to do this, we will need to conduct additional clinical trials and obtain FDA approval for each proposed indication. 
If we are unsuccessful in expanding the approved indication for the use of Angiomax, the size of the commercial market forAngiomax will be 
limited. 



FAILURE TO OBTAIN REGULATORY APPROVAL IN FOREIGN JURISDICTIONS WILL PREVENT US FROM MARKETING 
ANGIOMAX ABROAD 

We intend to market our products in international markets, including Europe. In order to market our products in the European Union and many 
other foreign jurisdictions, we must obtain separate regulatory approvals. In February 1998, we submitted a Marketing Authorization 
Application to the European Agency for the Evaluation of Medicinal Products, or EMEA, for use of Angiomax in unstable angina patients 
undergoing angioplasty. Following extended interaction with European regulatory authorities, the Committee of Proprietary Medicinal 
Products of the EMEA voted in October 1999 not to recommend Angiomax for approval in angioplasty. The United Kingdom and Ireland 
dissented from this decision. We have withdrawn our application to the EMEA and are in active dialog with European regulators to determine 
our course of action. We may not be able to obtain approval from any or all of the jurisdictions in which we seek approval to market 
Angiomax. Obtaining foreign approvals may require additional trials and additional expense. 

THE DEVELOPMENT AND COMMERCIALIZATION OF OUR PRODUCTS MAY BE TERMINATED OR DELAYED, AND THE 
COSTS OF DEVELOPMENT AND COMMERCIALIZATION MAY INCREASE, IF THIRD PARTIES WHO WE RELY ON TO 
MANUFACTURE AND SUPPORT THE DEVELOPMENT AND COMMERCIALIZATION OF OUR PRODUCTS DO NOT FULFILL 
THEIR OBLIGATIONS 

Our development and commercialization strategy entails entering into arrangements with corporate and academic collaborators, contract 
research organizations, contract sales organizations, distributors, third-party manufacturers, licensors, licensees and others to conduct 
development work, manage our clinical trials and manufacture, market and sell our products. Although we manage these services, we do not 
have the expertise or the resources to conduct such activities on our own and, as a result, are particularly dependent on third parties in most 
areas. 

We may not be able to maintain our existing arrangements with respect to the commercialization of Angiomax or establish and maintain 
arrangements to develop and commercialize any additional products on terms that are acceptable to us. Any current or future arrangements for 
the development and commercialization of our products may not be successful. If we are not able to establish or maintain our agreements 
relating to Angiomax or any additional products on terms which we deem favorable, our financial condition would be materially adversely 
affected. 

Third parties may not perform their obligations as expected. The amount and timing of resources that third parties devote to developing, 
manufacturing and commercializing our products may not be within our control. Furthermore, our interests may differ from those of third 
parties that manufacture or conunercialize our products. Disagreements that may arise with these third parties could delay or lead to the 
termination of the development or commercialization of our product candidates, or result in litigation or arbitration, which would be time 
consuming and expensive. If any third party that manufactures or supports the development or commercialization of our products breaches or 
terminates its agreement with us, or fails to conduct its activities in a timely manner, such breach, termination or failure could: 

- delay the development or conunercialization of Angiomax, our other product candidates or any additional product candidates that we may 
acquire or develop; 

- require us to undertake unforeseen additional responsibilities or devote unforeseen additional resources to the development or 
commercialization of our products; or 

- result in the termination of the development or commercialization of our products. 

WE ARE CURRENTLY DEPENDENT ON A SINGLE SUPPLIER FOR THE PRODUCTION OF ANGIOMAX BULK DRUG 
SUBSTANCE AND A DIFFERENT SINGLE SUPPLIER TO CARRY OUT ALL FILL-FINISH ACTIVITIES FOR ANGIOMAX 

Currently, we obtain all of our Angiomax bulk drug substance from one manufacturer, UCB Bioproducts S.A., and rely on another 
manufacturer, Ben Venue Laboratories, Inc., to carry out all fill-finish activities for Angiomax, which includes final formulation and transfer of 
the drug into vials where it is then freeze-dried and sealed. The FDA requires that all manufacturers of pharmaceuticals for sale in or from the 
United States achieve and maintain compliance with the FDA's current Good Manufacturing Practice, or cGMP, regulations and guidelines. 
There are a limited number of manufacturers that operate under cGMP regulations 



capable of manufacturing Angiomax. The FDA has inspected Ben Venue Laboratories for cGMP compliance for the manufacture of Angiomax 
and UCB Bioproducts for cGMP compliance in the manufacture of pharmaceutical ingredients generally. Ben Venue Laboratories and UCB 
Bioproducts have informed us that they have no material deficiencies in cGMP compliance. We do not currently have alternative sources for 
production of Angiornax bulk drug substance or to carry out fill-finish activities. In the event that either of our current manufacturers is unable 
to carry out its respective manufacturing obligations to our satisfaction, we may be unable to obtain alternative manufacturing, or obtain such 
manufacturing on commercially reasonable terms or on a timely basis. 

Any delays in the manufacturing process may adversely impact our ability to meet commercial demands for Angiomax on a timely basis and 
supply product for clinical trials of Angiomax. 

IF WE DO NOT SUCCEED IN DEVELOPING A SECOND GENERATION PROCESS FOR THE PRODUCTION OF BULK ANGIOMAX 
DRUG SUBSTANCE, OUR GROSS MARGINS MAY BE BELOW INDUSTRY AVERAGES 

We are currently developing with UCB Bioproducts a second generation process for the production of bulk Angiomax drug substance. This 
process involves limited changes to the early manufacturing steps of our current process in order to improve our gross margins on the fbture 
sales of Angiomax. If we cannot develop the process successfully or regulatory approval of the process is not obtained or is delayed, then our 
ability to improve our gross margins on future sales of Angiomax may be limited. 

CLINICAL TRIALS OF OUR PRODUCT CANDIDATES ARE EXPENSIVE AND TIME CONSUMING, AND THE RESULTS OF 
THESE TRIALS ARE UNCERTAIN 

Before we can obtain regulatory approvals for the commercial sale of any product which we wish to develop, we will be required to complete 
pre-clinical studies and extensive clinical trials in humans to demonstrate the safety and efficacy of such product. We are currently conducting 
four clinical trials of Angiomax for use in the treatment of ischemic heart disease. There are numerous factors which could delay our clinical 
trials or prevent us fiom completing these trials successfully. We, or the FDA, may suspend a clinical trial at any time on various grounds, 
including a finding that patients are being exposed to unacceptable health risks. 

The rate of completion of clinical trials depends in part upon the rate of enrollment of patients. Patient enrollment is a function of many factors, 
including the size of the patient population, the proximity of patients to clinical sites, the eligibility criteria for the trial, the existence of 
competing clinical trials and the availability of alternative or new treatments. In particular, the patient population targeted by some of our 
clinical trials may be small. Delays in future planned patient enrollment may result in increased costs and program delays. 

In addition, clinical trials, if completed, may not show any potential product to be safe or effective. Results obtained in pre-clinical studies or 
early clinical trials are not always indicative of results that will be obtained in later clinical trials. Moreover, data obtained from pre-clinical 
studies and clinical trials may be subject to varying interpretations. As a result, the FDA or other applicable regulatory authorities may not 
approve a product in a timely fashion, or at all. 

OUR FAILURE TO ACQUIRE AND DEVELOP ADDITIONAL PRODUCT CANDIDATES OR APPROVED PRODUCTS WILL 
IMPAIR OUR ABILITY TO GROW 

As part of our growth strategy, we intend to acquire and develop additional pharmaceutical product candidates or approved products. The 
success of this strategy depends upon our ability to identify, select and acquire pharmaceutical products in late-stage development or that have 
been approved that meet the criteria we have established. Because we do not have, nor intend to establish, internal scientific research 
capabilities, we are dependent upon pharmaceutical and biotechnology companies and other researchers to sell or license product candidates to 
us. 

Identifying suitable product candidates and approved products and proposing, negotiating and implementing an economically viable acquisition 
is a lengthy and comple'x process. In addition, other companies, 



. 

including those with substantially greater financial, marketing and sales resources, may cbmpete with us for the acquisition of product 
candidates and approved products. We may not be able to acquire the rights to additional product candidates and approved products on terms 
that we find acceptable, or at all. 

IF WE BREACH ANY OF THE AGREEMENTS UNDER WHICH WE LICENSE COMMERCIALIZATION RIGHTS TO PRODUCTS OR 
TECHNOLOGY FROM OTHERS, WE COULD LOSE LICENSE RIGHTS THAT ARE IMPORTANT TO OUR BUSINESS 

We license commercialization rights to products and technology that are important to our business, and we expect to enter into additional 
licenses in the future. For instance, we acquired our first three products through exclusive licensing arrangements. See "Business -- License 
Agreements" for a description of the terms of these licenses. Under these licenses we are subject to commercialization and development, 
sublicensing, royalty, insurance and other obligations. If we fail to comply with any of these requirements, or otherwise breach these license 
agreements, the licensor may have the right to terminate the license in whole or to terminate the exclusive nature of the license. In addition, 
upon the termination of the license we may be required to license to the licensor the intellectual property that we developed. 

OUR ABILITY TO MANAGE OUR BUSINESS EFFECTIVELY COULD BE HAMPERED IF WE ARE UNABLE TO ATTRACT 
AND RETAIN KEY PERSONNEL AND CONSULTANTS 

The bi~~harmaceuticalindustry has experienced a high rate of turnover of management personnel in recent years. We are highly dependent on 
our ability to attract and retain qualified personnel for the acquisition, development and commercialization activities we conduct or sponsor. If 
we lose one or more of the members of our senior management, including our chief executive officer, Dr. Clive A. Meanwell, or other key 
employees or consultants, our business and operating results could be seriously harmed. Our ability to replace these key employees may be 
difficult and may take an extended period of time because of the limited number of individuals in the biotechnology industry with the breadth 
of skills and experience required to develop and commercialize products successfully. Competition to hire from this limited pool is intense, and 
we may be unable to hire, train, retain or motivate such additional personnel. 

WE FACE SUBSTANTIAL COMPETITION, WHICH MAY RESULT IN OTHERS DISCOVERING, DEVELOPING OR 
COMMERCIALIZING COMPETING PRODUCTS BEFORE OR MORE SUCCESSFULLY THAN WE DO 

The biopharmaceutical industry is highly competitive. Our success will depend on our ability to develop products and apply technology and our 
ability to establish and maintain a market for our products. Potential competitors in the United States and other countries include major 
pharmaceutical and chemical companies, specialized biotechnology firms, universities and other research institutions. Many of our competitors 
have substantially greater research and development capabilities and experience, and greater manufacturing, marketing and financial resources 
than we do. Accordingly, our competitors may develop products or other novel technologies that are more effective, safer or less costly than 
any that have been competing or are being developed by us or may obtain FDA approval for products more rapidly than we are able. 
Technological development by others may render our products or product candidates noncompetitive. We may not be successful in establishing 
or maintaining technological competitiveness. 

BECAUSE THE MARKET FOR THROMBIN INHIBITORS IS COMPETITIVE, OUR PRODUCT MAY NOT OBTAIN 
WIDESPREAD USE . 

We are positioning Angiomax as a replacement to heparin, which is widely-used and inexpensive, for use in patients with ischemic heart 
disease. Because heparin is inexpensive and has been widely used for many years, medical decision-makers may be hesitant to adopt our 
alternative treatment. In addition, due to the high incidence and severity of cardiovascular diseases, the market for thrombin inhibitors is large 
and competition is intense and growing. There are a number of thrombin inhibitors currently on the market, awaiting regulatory approval and in 
development, including orally administered agents. 



THE LIMITED RESOURCES OF THIRD-PARTY PAYORS MAY LIMIT THE USE OF OUR PRODUCTS 

In general, anticoagulant drugs may be classified in three groups: drugs that directly or indirectly target and inhibit thrombin, drugs that target 
and inhibit platelets and drugs that break down fibrin. Because each group of anticoagulants acts on different components of the clotting 
process, we believe that there will be continued clinical work to determine the best combination of drugs for clinical use. We expect Angiomax 
to be used with aspirin alone or in conjunction with other therapies. Although we do not plan to position Angiomax as a direct competitor to 
platelet inhibitors or fibrinolytic drugs; platelet inhibitors and fibrinolytic drugs may compete with Angiomax for the use of hospital financial 
resources. Many U.S. hospitals receive a fixed reimbursement amount per procedure for the angioplasties and other treatment therapies they 
perform. Because this amount is not based on the actual expenses the hospital incurs, U.S. hospitals may have to choose among Angiomax, 
platelet inhibitors and fibrinolytic drugs. 

FLUCTUATIONS IN OUR OPERATING RESULTS COULD AFFECT THE PRICE OF OUR COMMON STOCK 

Our operating results may vary from period to period based on the amount and timing of sales of Angiomax to customers in the United'States, 
the availability and timely delivery of a sufficient supply of Angiomax, the timing and expenses of clinical trials, the availability and timing of 
third-party reimbursement and the timing of approval for our product candidates. If our operating results do not match the expectations of 
securities analysts and investors as a result of these and other factors, the trading price of our common stock may fluctuate. 

RISKS RELATED TO OUR INDUSTRY 

IF WE DO NOT OBTAIN FDA APPROVALS FOR OUR PRODUCTS OR COMPLY WITH GOVERNMENT REGULATIONS, WE MAY 
NOT BE ABLE TO MARKET OUR PRODUCTS AND MAY BE SUBJECT TO STRINGENT PENALTIES 

Except for Angiomax, which has been approved for sale in the United States and New Zealhnd, we do not have a product approved for sale in 
the United States or any foreign market. We must obtain approval fiom the FDA in order to sell our product candidates in the United States and 
fiom foreign regulatory authorities in order to sell our product candidates in other countries. We must successfblly complete our clinical trials 
and demonstrate manufacturing capability before we can file with the FDA for approval to sell our ~roducts:The FDA could require us to 
repeat clinical trials as part of the regulatory review process. Delays in obtaining or failure to obtain regulatory approvals may: 

- delay or prevent the successful commercialization of any of our product candidates; 

- diminish our competitive advantage; and 

- defer or decrease our receipt of revenues or royalties. 

The regulatory review and approval process is lengthy, expensive and uncertain. Extensive pre-clinical data, clinical data and supporting 
information must be submitted to the FDA for each additional indication to obtain such approvals, and we cannot be certain when we will 
receive these regulatory approvals, if ever. 

In addition to initial regulatory approval, our products and product candidates will be subject to extensive and rigorous ongoing domestic and 
foreign government regulation, as we discuss in more detail in "Business -- Government Regulation." Any approvals, once obtained, may be 
withdrawn if compliance with regulatory requirements is not maintained or safety problem are identified. Failure to comply with these 
requirements may also subject us to stringent penalties. 



WE MAY NOT BE ABLE TO OBTAIN OR MAINTAIN PATENT PROTECTION FOR OUR PRODUCTS, AND WE MAY 
INFRINGE THE PATENT RIGHTS OF OTHERS 

The patent positions of pharmaceutical and biotechnology companies like us are generally uncertain and involve complex legal, scientific and 
. factual issues. Our success depends significantly on our ability to: 

- obtain patents; 

- protect trade secrets; 

- operate without infringing the proprietary rights of others; and 

- prevent others from infringing our proprietary rights. 

We may not have any patents issued from any patent applications that we own or license. If patents are granted, the claims allowed may not be 
sufficiently broad to protect our technology. In addition, issued patents that we own or license may be challenged, invalidated or circumvented. 
Our patents also may not afford us protection against competitors with similar technology. Because patent applications in the United States are 
maintained in secrecy until patents issue, others may have filed or mainta'inedpatent applications for technology used by us or covered by our 
pending patent applications without our being aware of these applications. In all, as of May 15, 2001 we exclusively licensed 10 issued United 
States patents and a broadly filed portfolio of corresponding foreign patents and patent applications. We have not yet filed any independent 
patent applications. 

We may not hold proprietary rights to some patents related to our product candidates. In some cases, others may own or control these patents. 
As a result, we may be required to obtain licenses under third-party patents to market some of our product candidates. If licenses are not 
available to us on acceptable terms, we will not be able to market these products. 

We may become a party to patent litigation or other proceedings regarding intellectual property rights. The cost to us of any patent litigation or 
other proceeding, even if resolved in our favor, could be substantial. If any patent litigation or other intellectual property proceeding in which 
we are involved is resolved unfavorably to us, we may be enjoined fiom manufacturing or selling our products and services without a license 
fiom the other party, and we may be held liable for significant damages. We may not be able to obtain any required license on commercially 
acceptable terms, or at all. 

IF WE ARE NOT ABLE TO KEEP OUR TRADE SECRETS CONFIDENTIAL, OUR TECHNOLOGY AND INFORMATION MAY 
BE USED BY OTHERS TO COMPETE AGAINST US 

We rely significantly upon unpatented proprietary technology, information, processes and know-how. We seek to protect this information by 
confidentiality agreements with our employees, consultants and other third-party contractors, as well as through other security measures. We 
may not have adequate remedies for any breach by a party to these confidentiality agreements. In addition, our competitors may learn or 
independently develop our trade secrets. 

WE COULD BE EXPOSED TO SIGNIFICANT LIABILITY CLAIMS IF WE ARE UNABLE TO OBTAIN INSURANCE AT 
ACCEPTABLE COSTS AND ADEQUATE LEVELS OR OTHERWISE PROTECT OURSELVES AGAINST POTENTIAL PRODUCT 
LIABILITY CLAIMS 

Our business exposes us to potential product liability risks which are inherent in the testing, manufacturing, marketing and sale of human 
healthcare products. Product liability claims might be made by consumers, health care providers or pharmaceutical companies or others that 
sell our products. These claims may be made even with respect to those products that are manufactured in licensed and regulated facilities or 
that otherwise possess regulatory approval for commercial sale. 

These claims could expose us to significant 'liabilities that could prevent or interfere with the development or commercialization of our 
products. Product liability claims could require us to spend significant time and money in litigation or pay significant damages. As of May 15, 
2001, we were covered, with respect to our commercial sales in the United States and New Zealand and our clinical trials, by primary product 
liability 



insurance in the amount of $20.0 million per occurrence and $20.0 million annually in the aggregate on a claims-made basis. Thls coverage 
may not be adequate to cover any product liability claims. As we commercialize our products, we may wish to increase our product liability 
insurance. Product liability coverage is expensive. In the future, we may not be able to maintain or obtain such product liability insurance on 
reasonable tenns, at a reasonable cost or in sufficient amounts to protect us against losses due to product liability claims. 

RISKS RELATING TO THE OFFERING 

OUR STOCK PRICE HAS BEEN VOLATILE, WHICH COULD RESULT IN SUBSTANTIAL LOSSES FOR INVESTORS 
PURCHASING SHARES IN THIS OFFERING 

The market price of our common stock, like that of the common stock of many other biotechnology companies, has been and may continue to 
be highly volatile. The stock market has experienced extreme price and volume fluctuations. This volatility has significantly affected the 
market prices of securities of many biotechnology and pharmaceutical companies for reasons frequently unrelated, or disproportionate, to the 
operating performance of the specific companies. These broad market fluctuations may adversely affect the market price of our common stock. 
Factors that may have a significant effect on the market price of our common stock include announcements of technological innovations or new 
commercial products by us or our competitors, disclosure of results of clinical testing or regulatory proceedings, developments in patent or 
other proprietary rights, including as a result of any public policy concerns andpublic concern as to the safety of products developed by us. 

OUR OFFICERS AND DIRECTORS, AND CERTAIN ENTITIES WITH WHICH THEY A& AFFILIATED, MAY BE ABLE TO 
CONTROL THE OUTCOME OF MOST CORPORATE ACTIONS REQUIRING STOCKHOLDER APPROVAL 

Following the completion of the private placement of 4,000,000 shares of our common stock on May 16, 2001, our directors and executive 
officers, and certain entities with which they are affiliated, beneficially owned, in the aggregate, approximately 61.O% of our outstanding 
common stock. Due to this concentration of ownership, these stockholders as a group will be able to elect the directors and officers of our 
company, control the management and affairs of our company and control most matters requiring a stockholder vote, including: 

- the amendment of our organizational documents; or 

- the approval of any merger, consolidation, sale or assets or other major corporate transaction. 

WE HAVE ANTI-TAKEOVER DEFENSES THAT COULD DELAY OR PREVENT AN ACQUISITION AND COULD 
ADVERSELY AFFECT THE PRICE OF OUR COMMON STOCK 

Provisions of our certificate of incorporation and bylaws and of Delaware law could have the effect of delaying, deferring or preventing an 
acquisition of our company. For example, we have divided our board of directors into three classes that serve staggered three-year terms, we 
may authorize the issuance of up to 5,000,000 shares of "blank check" preferred stock, our stockholders may not take actions by written 
consent and may not call special meetings of stockholders, and our stockholders are limited in their ability to introduce proposals at stockholder 
meetings. 



SPECIAL NOTE REGARDING FORWARD-LOOKING STATEMENTS 

This prospectus includes and incorporates forward-looking statements within the meaning of Section 27A of the Securities Act of 1933 and 
Section 21E of the Securities Exchange Act of 1934. All statements, other than statements of historical facts, included or incorporated in this 
prospectus regarding our strategy, future operations, financial position, future revenues, projected costs, prospects, plans and objectives of 
management are forward-looking statements. The words "anticipates," "believes," "estimates," "expects," "intends," "may," "plans," "projects," 
"will," "would" and similar expressions are intended to identify forward-lookingstatements, although not all forward-looking statements 
contain these identifying words. We cannot guarantee that we actually will achieve the plans, intentions or expectations disclosed in our 
forward-looking statements and you should not place undue reliance on our forward-looking statements. Actual results or events could differ 
materially from the plans, intentions and expectations disclosed in the forward-looking statements we make. We have included important 
factors in the cautionary statements included or incorporated in this prospectus, particularly under the heading "Risk Factors", that we believe 
could cause actual results or events to differ materially from the forward-looking statements that we make. Our forward-looking statements do 
not reflect the potential impact of any kture acquisitions, mergers, dispositions,joint ventures or investments we may make. We do not assume 
any obligation to update any forward-lookingstatements. 



USE OF PROCEEDS 

We will not receive any pr6ceeds from the sale of the shares offered pursuant to this prospectus. 

The selling stockholders will pay any expenses incurred by the selling stockholders for brokerage, accounting, tax or legal services or any other 
expenses incurred by the selling stockholders in disposing of the shares covered by this prospectus. We will bear all other costs, fees and 
expenses incurred in effecting the registration of the shares covered by this prospectus, including, without limitation, all registration and filing 
fees, Nasdaq listing fees and fees and expenses of our counsel and our accountants. 

SELLING STOCKHOLDERS 

We issued the shares of common stock covered by this prospectus in a private placement on May 16, 2001. The following table sets forth, to 
our knowledge, certain information about the selling stockholders as of May 16,2001. 

We do not know when or in what amounts a selling stockholder may offer shares for sale. The selling stockholders may not sell any or all of 
the shares offered by this prospectus. Because the selling stockholders may sell all or some of the shares offered by this prospectus, and 
because there are currently no agreements, arrangements or understandings with respect to the sale of any of the shares, we cannot estimate the 
number of shares that will be held by the selling stockholders after completion of the offering. For purposes of this table, however, we have 
assumed that, after completion of the offering, none of the shares covered by thls prospectus will be held by the selling stockholders. 

Beneficial ownership is determined in accordance with the rules of Securities and Exchange Commission, or the SEC, and includes voting or 
investment power with respect to shares. Shares of common stock issuable upon exercise of warrants andfor stock options that are exercisable 
within 60 days after May 16, 2001 are deemed outstanding for computing the percentage ownership of the person holding the warrants andlor 
options but are not deemed outstanding for conlputing the percentage ownership of any other person. Unless otherwise indicated below, to our 
knowledge, all persons named in the table have sole voting and investment power with respect to their shares of common stock, except to the 
extent authority is shared by spouses under applicable law. The inclusion of any shares in this table does not constitute an admission of 
beneficial ownership for the person named below. 

NAME OF SELLING STOCKHOLDER(1) 
-----------------.--------.---

Warburg, Pincus Ventures, L.P.(2). . .  
T. Rowe Price New Horizons Fund, 

Inc. . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
T. Rowe Price Health Sciences Fund, 

Inc . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Deerfield Partners, L.P . . . . . . . . . . . . .  
Alta BioPharma Partners, L.P. (3). . . .  
PharmaBio Development Inc.(4) . . . . . . .  
Green Line Health Sciences Fund . . . . .  
The Medicines Company Chase Partners 

(Alta Bio), L.L.C.(5). . . . . . . . . . . . .  
Deerfield International, LTD . . . . . . . .  
BayStar Capital, L.P . . . . . . . . . . . . . . . .  
S.A.C. Capital Associates, L.L.C . . . .  
Chelsey Capital . . . . . . . . . . . . . . . . . . . . .  
Sands Point Partners . . . . . . . . . . . . . . . .  
Orion Biomedical Fund, L.P . . . . . . . . . .  

SHARES OF COMMON 
STOCK BENEFICIALLY OWNED 

PRIOR TO OFFERING 
---.------------.--..-.--

NUMBER PERCENTAGE 
------.------.-----.-. 

10,655,256 29.9% 

NUMBER OF SHARES 
OF COMMON STOCK 
BEING OFFERED 
--.-----.-------

1,050,000 

SHARES OF COMMON 
STOCK 

TO BE BENEFICIALLY 
OWNED AFTER OFFERING 
-------------.--------

NUMBER PERCENTAGE 
- - - - - - - - - -.------.-

9,605,256 26.9% 



NAME O F  SELLING STOCKHOLDER ( 1) 
--------.-------------.---.---

MAM Luxembourg . . . . . . . . . . . . . . . . . . . . . .  
. . . . . . . . . . . . . . . .Mercury Master T r u s t  

MPM BioEquities Master Fund, L . P  . . . .  
. . . . . . . . . .BayStar International, LTD 

.MAM Main A/C . . . . . . . . . . . . . . . . . . . . . . . .  
Orion BioMedical Offshore Fund, 

L . P  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Alta Embarcadero BioPharma Partners, 

L . L . C ( 6 )  . . . . . . . . . . . . . . . . . . . . . . . . . .  
Jay Silverman . . . . . . . . . . . . . . . . . . . . . . .  
Clive A .  Meanwell(7)(8 )  . . . . . . . . . . . . .  
T .  Rowe Price Health Services 

Fund . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
G l e n n  Sblendorio(7)( 9 )  . . . . . . . . . . . . . .  
Gary Dickinson(7) . . . . . . . . . . . . . . . . . . . .  
T .  Scott Johnson(l0) . . . . . . . . . . . . . . . .  
Manufacturers Inves tment  T r u s t  - -

Hea l th  Sciences T r u s t  . . . . . . . . . . . . .  
T .  Rowe Price H e a l t h  Sciences 

Por t fo l io ,  Inc . .  . . . . . . . . . . . . . . . . . .  

SHARES OF COMMON 
STOCK BENEFICIALLY OWNED 

P R I O R  TO OFFERING 
. . . . . . . . . . . . . . . . . . . . . . . . .  

NUMBER PERCENTAGE 
- - - - - - - - - - - - . . - - - - - - - - -

7 9 , 8 0 0  
7 0 , 8 0 0  

108 ,  500 * 
3 5 , 0 0 0  * 
2 4 , 4 0 0  

NUMBER OF SHARES 
OF COMMON STOCK 

BEING OFFERED 
- - - - - - - - - - - - - - - -

79.. 800 
70 ,800 
5 0 , 0 0 0  
35 ,000  
2 4 , 4 0 0  

SHARES OF COMMON 
STOCK 

TO BE BENEFICIALLY 
OWNED AFTER OFFERING'  

. . . . . . . . . . . . . . . . . . . . . .  
NUMBER PERCENTAGE 

- - - - - - - - - - - - - - - - - - -

* Less than one percent. 

(1) The term "selling stockholders" includes donees, pledgees, transferees or other successors-in-interest selling shares received after the date 
of this prospectus from a selling stockholder as a gift, pledge, partnership distribution or other non-sale related transfer. 

(2) Includes warrants to purchase 1,275,810 shares of common stock. 

(3) Includes warrants to purchase 178,987 shares of common stock. 

(4) Includes warrants to purchase 282,385 shares of common stock. 

(5) Includes warrants to purchase 102,218 shares of common stock. 

(6) Includes warrants to purchase 6,746 shares of common stock. 

(7) Employee of The Medicines Company. 

(8) Includes 22 1,580 shares issuable upon exercise of stock options' and warrants prior to July 15, 2001. 

(9) Includes 45,982 shares issuable upon exercise of stock options prior to July 15,2001. 

(10) Includes warrants to purchase 13,744 shares of common stock. 

None of the selling stockholders has held any position or office with, or has otherwise had a material relationship with, us or any of our 
subsidiaries within the past three years, except that: 

1 the selling stockholders indicated have been employed by us; and 

- T. Scott Johnson serves as one of our directors. 



PRICE RANGE OF COMMON STOCK AND DIVIDEND POLICY 

Our common stock has been quoted on the Nasdaq National Market under the symbol "MDCO" since August 8,2000. The following table sets 
forth, for the periods indicated, the high and low intraday sales prices per share of our common stock as reported on the Nasdaq National 
Market. 

HIGH LOW 
- - - - - - ----.. 

2000 
Third Quarter (since August 7, 2000) . . . . . . . . . . . . . . . . . . . . . .  $35.38 $16.50 
Fourth Quarter . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  $34.75 $17.13 

2001 
First Quarter . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  $20.48 $ 8.75 

. . . . . . . . . . . . . . . . . . . . .Second Quarter (through May 21, 2001) $15.18 $ 9.10 

On May 2 1, 2001, the last reported sale price of our common stock on the Nasdaq National Market was $13.27 per share. As of the close of 
business on May 15,2001, we had 127 holders of record of our common stock. 

We have never declared or paid cash dividends on our common stock. We anticipate that we will retain all of our future earnings, if any, for use 
in the expansion and operation of our business and do not anticipate paying cash dividends in the foreseeable future. Payment of fbture 
dividends, if any, will be at the discretion of our board of directors. 



CAPITALIZATION 

The following table summarizes as of March 3 1, 2001 our cash, cash equivalents, marketable securities and accrued interest ryceivable and our 
capitalization: 

- on an actual basis; and 

- on a pro forrna basis to give effect to the sale of 4,000,000 shares of common stock on May 16, 200i at a price of $11.00per share and the 
receipt of net proceeds of approximately $41.8 million from the sale of the shares. 

This table does not include: 

- 3,287,175 shares of common stock issuable upon the exercise of stock options outstanding as of March 31,2001 at a weighted average 
exercise price of $9.74 per share or any stock options issued subsequent to March 31,2001; 

- 3,269,564 shares of common stock issuable upon exercise of common stock purchase warrants outstanding as of March 31, 2001 at an 
exercise price of $5.92 per share; or 

- 1,274,384 additional shares of common stock that we could issue under our stock plans as of March 31, 2001 or any additional shares 
available for grants subsequent to March 31,2001 under our stock plans. 

This table should be read with "Management'sDiscussion and Analysis of Financial Condition and Results of Operations" and our consolidated 
financial statements and accompanying notes appearing elsewhere in this prospectus. 

MARCH 31, 2001 
. . . . . . . . . . . . . . . . . . . . . .  
ACTUAL PRO FORMA 

- - - - - - - - - - - - - - - - - -

In thousands, except share data ' 

Cash, cash equivalents, marketable securities and accrued 
interest receivable. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Preferred stock, $1.00 par value, 5,000,000 shares 
authorized; none issued actual and pro forma. . . . . . . . . . . . . .  

Stockholders' equity: 
Common Stock, $0.001 par value, 75,000,000 shares authorized 
at March 31, 2001, actual and pro forma; 30,391,948shares 
issued and outstandins at March 31. 2001. actual and 
34,391,948 shares iss;ed and outstanding, pro forma... . . . .  

Additional paid-in capital. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Deferred stock compensation. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Accumulated deficit. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Accumulated other comprehensive income, principally foreign 
currency translation. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Total stockholders' equity. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Total capitalization. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  



DILUTION 

This offering is for sales of stock by our existing stockholders on a continuous or delayed basis in the future. Sales of common stock by 
stockholders will not result in a change to the net tangible book value per share before and after the distribution of shares by the selling 
stockholders. There will be no change in net tangible book value per share attributable to cash payments made by purchasers of the shares 
being offered. Prospective investors should be aware, however, that the market price of our shares may not bear any rational relationship to net 
tangible book value per share. 
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SELECTED CONSOLIDATED FINANCIAL DATA 

In the table below, we provide you with our selected consolidated financial data. We have prepared this information using our audited 
consolidated financial statements for the period from July 31, 1996(date of inception) to December 31, 1996 and for the years ended December 
31, 1997, 1998, 1999 and 2000 and our unaudited consolidated financial statements for the three months ended March 31,2000 and 2001, The 
consolidated financial statements for each of the three years in the period ended December.31, 2000 which are included in this prospectus have 
been audited by Ernst & Young LLP, independent auditors. The consolidated statements of operations data for the three months ended March 
3 1, 2000 and 2001 and the consolidated baknce sheet data as of March 31,2001 have been derived from our unaudited consolidated financial 
statements that appear elsewhere in this prospectus. The unaudited consolidated financial statements include all adjustments, consisting of 
normal recurring accruals, which we consider necessary for a fair presentation of the financial position and the results of operations for these 
periods. Operating results for the three months ended March 31, 2001 are not necessarily indicative of results that may be expected for the full 
year. 

The pro forma net loss per share data reflects the conversion of our convertible notes and accrued interest and the conversion of our outstanding 
convertible preferred stock and accrued dividends into common stock upon the closing of our initial public offering in August 2000. The pro 
forrna net loss per share data does not include the effect of any options or warrants outstanding. 

8 . 

The following data should be read in conjunction with our consolidated financial statements, including the accompanying notes, and 
"Management's Discussion and Analysis of Financial Condition and Results of Operations" included elsewhere in this prospectus. 

PERIOD FROM 
INCEPTION 
(JULY 31, 
1996) 

THROUGH 
DECEMBER 31, 

1996 
------.-----

THREE,MONTHS ENDED 
YEAR ENDED DECEMBER 31, MARCH 31, 

................................................................ 
1998 1999 2000 2000 2001 

...................................................... 
In thousands, except share and 
per 'share data 

STATEMENTS OF OPERATIONS DATA 
Net revenue . . . . . . . . . . . . . . . . . . . . . .  
Operating expenses 
Cost of revenues.... . . . . . . . . . . .  
Research and development. . . . . . .  
Selling, general and 
administrative. . . . . . . . . . . . . . .  

Total operating 
. . . . . . . . . . . . . . .expenses 

Loss from operations. . . . . . . . . . . . .  
Interest income (expense), net... 

. . . . . . . . . . . . . . . . . . . . . . . . .Net loss 
Dividends and accretion to 
redemption value of redeemable 
convertible preferred stock. . . .  

Net loss attributable to common 
stockholders. . . . . . . . . . . . . . . . .  

Net loss attributable to common 
stockholders per common share, 
basic and diluted. . . . . . . . . . . . .  

Shares used in computing net loss 
attributable to common 
stockholders per common share, 
basic and diluted. . . . . . . . . . . . . .  

Unaudited pro forma net loss 
attributable to common 
stockholders per common share, 
basic and diluted. . . . . . . . . . . . . .  

Shares used in computing 
unaudited pro forma net loss 
attributable to common 
stockholders per common share, 
basic and diluted. . . . . . . . . . . . . .  



AS OF DECEMBER 31, AS OF 
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  MARCH 31, 
1996 1997 1998 1999 2000 2001 

- - - - - - - - - - - - - - - - - - - - - - -- - - - - - - - - - - - - - - - - - - - - - - - - -
In thousands 
BALANCE SHEET DATA 
Cash, cash equivalents, marketable securities 

and accrued interest receivable . . . . . . . . . . . .  $ 3,421 
Working capital (deficit). . . . . . . . . . . . . . . . . . . .  3,174 
Total assets . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  3,473 
Convertible notes . . . . . . . . . . . . . . . . . . . . . . . . . . . .  - -
Redeemable convertible preferred stock . . . . . . .  4,793 
Accumulated deficit . . . . . . . . . . . . . . . . . . . . . . . . . .  (1,585) 
Total stockholders' (deficit) equity . . . . . . . . .  (1,582) 



MANAGEMENT'S DISCUSSION AND ANALYSIS OF 
FINANCIAL CONDITION AND RESULTS OF OPERATIONS 

The following discussion and analysis should be'read with "Selected Consolidated ~inancialData" and our consolidated financial statements 
and notes included elsewhere in this prospectus. 

OVERVIEW 

We acquire, develop and commercialize biopharmaceutical products that are in late stages of development or have been approved for 
marketing. In December 2000, we received marketing approval from the FDA for Angiomax, our lead product, for use as an anticoagulant in 
combination with aspirin in patients with unstable angina undergoing coronary balloon angioplasty. Coronary angioplasty is a procedure used 
to restore nonnal blood flow in an obstructed artery in the heart. We began selling Angiomax in the United States in January 2001. In August 
and September 2000, we consummated our initial public offering resulting in $101.4 million in net proceeds. 

Since our inception, we have incurred significant losses. Most of our expenditures to date have been for research and development activities, 
selling, general and administrative expenses. Research and development expenses represent costs incurred for product acquisition, clinical 
trials, activities relating to regulatory filings and manufacturing development efforts. We generally outsource our clinical and manufacturing 
development activities to independent organizations to maximize efficiency and minimize our internal overhead. We expense our research and 
development costs as they are incurred. Selling, general and administrative expenses consist primarily of salaries and related expenses, general 
corporate activities and costs associated with product marketing activities. Interest expense consists of costs associated with convertible notes 
which were issued in 2000 and 1999 to fund our business activities. 

We expect to continue to incur operating losses during the balance of fiscal 2001 and for the foreseeable future as a result of research and 
development activities attributable to new and existing products and costs associated with the commercialization and launch of our products. In 
2001, we expect increased cash outlays for research and development costs associated with our ongoing clinical trials and manufacturing 
development activities. We also expect increased outlays during 2001 for sales, general and administrative costs related to selling and 
marketing activities of Angiomax, our lead product. We will need to generate significant revenues to achieve and maintain profitability. During 
the first quarter of 2001, we recorded revenue for the initial shipments of Angiomax. 

In March 1997, we acquired exclusive worldwide commercial rights from Biogen, Inc., to the technology, patents, trademarks, inventories, 
know-how and all regulatory and clinical information related to Angiomax. Under the Biogen license, we paid $2.0 million upon execution of 
the license agreement and are obligated to pay up to an additional $8.0 million upon reaching certain milestones, including the first sale of 
~ n ~ i o & a xfor certain indications. In addition, we will pay royalties on future sales of Angiomax and on any sublicense royalties earned. 

In August 1999, we acquired exclusive worldwide rights from GyneLogix, Inc. to the patents and know-how related to the biotherapeutic agent 
CTV-05. Under the GyneLogix license, we have paid $400,000 and are obligated to pay up to an additional $100,000 upon reachlng certain 
development and regulatory milestones and to fund agreed-upon operational costs of GyneLogix related to the development of CTV-05 on a 
monthly basis subject to a limitation of $50,000 per month. In addition, we will pay royalties on future sales of CTV-05 and on any sublicense 
royalties earned. 

In July 1998, we acquired from Immunotech S.A., a wholly-owned subsidiary of Beckrnan Coulter, Inc., exclusive worldwide rights to IS-159, 
which is under clinical investigation for the treatment of acute migraine headache. Under the Immunotech license, we paid $1.0 million upon 
execution of the license agreement and are obligated to pay up to an additional $4.5 million upon reaching certain development and regulatory 
milestones. In addition, we will pay royalties on hture sales of IS-159 and on any sublicense royalties earned. We are seelung a collaborator to 
develop IS-159 and do not intend to initiate further studies of IS-159 until we enter into a collaborative agreement. 



During the three months ended March 31, 2000, we recorded deferred stock compensation on the grant of stock options of approximately $3.9 
million, representing the difference between the exercise price of such options and the fair market value of our common stock at the date of 
grant of such options. The exercise prices of these options were below the estimated fair market value of our common stock as of the date of 
grant based on the estimated initial public offering price of our common stock. 

We amortize deferred stock compensation over the respective vesting periods of the individual stock options. We recorded amortization 
expense for deferred compensation of approximately $1.1 million and $150,000 for the three months ended March 3 1,2001 and 2000, 
respectively. We expect to record amortization expense for the deferred compensation as follows: approximately $3.1 million for the remainder 
of 2001, approximately $3.9 million for 2002, approximately $3.9 million for 2003 and approximately $1.4 million for 2004. 

We have not generated taxable income to date. At December 31, 2000, net operating losses available to offset future taxable income for federal 
income tax purposes were approximately $122.2 million. If not utilized, federal net operating loss carryforwards will expire at various dates 
beginning in 201 1 and ending 2020. We have not recognized the potential tax benefit of our net operating losses in our statements of 
operations. The hture utilization of our net operating loss canyfonvards may be limited pursuant to regulations promulgated under the U.S. 
Internal Revenue Code of 1986, as amended. 

RESULTS O F  OPERATIONS 

Three Months Ended March 31,2001 and 2000 

Product Revenue. With the commercial launch of the Company's lead product, Angiomax, in January 2001, the Company reported product 
revenue of $1.9 million for the three months ended March 3 1,2001. The Company had not reported revenue prior to this time. 

Cost of Revenue. Cost of revenue for the three months ended March 3 1,2001 was $332,000, or 18% as a percentage of product revenue. Cost 
of revenue includes cost of manufacturing Angiomax, logistical costs associated with distributing Angiomax, and accrued royalties. The cost of 
manufacturing as a percentage of product revenue was low in the first quarter of 2001 and is expected to continue to run at, or near, this level 
through most of 2001 because cost associated with the manufacture of Angiomax incurred by the Company prior to date of FDA approval of 
Angiomax in December 2000 was expensed as research and development expense. 

Research and Development Expenses. Research and development expenses increased 18% to $12.6 million for the three months ended March 
3 1,2000, from $10.6 million for the three months ended March 3 1,2000. The increase in research and development expenses of $2.0 million 
was primarily due to increased enrollment rates of the Company's Phase 3 clinical trial of Angiomax in acute myocardial infraction, called 
HERO-2, and our Phase 3b trial of ~ n ~ i o h a xin angioplasty, called REPLACE. Also contributing to the increase was the manufacture of 
Angiomax bulk product produced using the Chemilog process, which we will continue to expense as research and development until the 
process is approved by the FDA. The increase in research and development expenses was partly offset by a reduction in manufacturing 
development expenses given the receipt of the first batch of pre-FDA approved Angiomax bulk drug substance manufactured by UCB 
Bioproducts during the first quarter of 2000. 

Selling, General and Administrative Expenses. Selling, general and administrative expenses increased 656% to $9.1 million for the three 
months ended March 31, 2001, from $1.2 million for the three months ended March 31, 2000. The increase in selling, general and 
administrative expenses of $7.9 million was primarily due to an increase in marketing and selling expenses and corporate infrastructure costs 
arising from an increase in activity relating to the commercial launch of Angiomax during the three months ended March 31, 2001. 

Interest Income and Interest Expense. Interest income increased 930% to $1.1 million for the three months ended March 31, 2001, from 
$104,000 for the three months ended March 3 1, 2000. The increase in 



interest income of $965,000 was primarily due to interest income arising from investment of the proceeds of the Company's IPO in August 
2000. 

Interest expense was $7.5 million for the three months ended March 3 1,2000 and related to interest charges and amortization of discount on 
our convertible notes issued in October 1999 and March 2000. 

Years Ended December 31,2000 and 1999 

Research and Development Expenses. Research and development expenses increased 30% from $30.3 million in 1999 to $39.6 million in 2000. 
The increase of $9.3 million was primarily due to the increased enrollment rate of our Phase 3 clinical trial in AMI, called HERO-2 during 
2000, initiation in 2000 of a Phase 3b trial in angioplasty called REPLACE and by the recognition of $12.2 million of research and 
development costs in connection with the completion of UCB Bioproduct's manufacture of Angiomax bulk drug substance prior to FDA 
approval. The increase in costs was partly offset by reduced development expenses reflecting our termination of the sernilog manufacturing 
development program with Lonza AG in the fourth quarter of 1999 and a reduction in development activity for IS-159 in 2000. 

Selling, General and Administrative Expenses. Selling, general and administrative expenses increased 200% from $5.0 million in 1999 to $15.0 
million in 2000. The increase of $10.0 million was primarily due to an increase in marketing and selling expenses and corporate infrastructure 
costs arising from an increase in activity in preparation for the commercial launch of Angiomax. 

Interest Income and Interest Expense. Interest income increased 223% from $838,000 in 1999 to $2.7 million in 2000. The increase of $1.9 
million was primarily due to interest income arising from investment of the proceeds of our initial public offering. 

Interest expense was $19.4 million in 2000 and was related to interest charges and the amortization of the discount on our convertible notes 
issued in October 1999 and March 2000. The notes were converted into series IV convertible preferred stock in May 2000, accelerating the 
remaining unamortized discount. 

Years Ended December 31,1999 and 1998 

Research and Development Expenses. ~esearchand development expenses increased 26% from $24.0 million in 1998 to $30.3 million in 1999. 
The increase of $6.3 million was due to the expansion in 1999 of our clinical development programs, primarily those relating to our Angiornax 
HERO-2 Phase 3 clinical trial in AM1 which commenced in late 1998, our IS-159 development program and our Angiomax trials in 
angioplasty. 

Selling, General and Administrative Expenses. Selling, general and administrative expenses decreased 20% from $6.2 million in 1998 to $5.0 
million in 1999.The decrease of $1.2 million was primarily due to a decrease in Angiomax-related marketing expenses. 

Interest Income and Interest Expense. Interest income decreased 36% from $1.3 million in 1998to $838,000 in 1999 due to a lower level of 
cash and marketable securities available for investment during 1999 as compared to 1998. Interest expense was $197,000 in 1999 and related to 
interest expense and amortization of the discount on our convertible notes issued in the aggregate principal amount of $6.0 million in October 
1999. 

LIQUIDITY AND CAPITAL RESOURCES 

On May 16, 2001, we received approximately $41.8 million in net proceeds from the sale of shares of common stock in a private placement to 
new and existing investors. 

As of March 31, 2001, we had $59.0 million in cash, cash equivalents and marketable securities, as compared to $79.3 million as of December 
31, 2000. 

For the three months ended March 31, 2001, we used net cash of $20.0 million in operating activities. This consisted of a net loss of $19.1 
million, combined with a decrease in accounts payable of $2.3 million and an increase in accounts receivable of $1.8 million, partly offset by 
an increase in accrued expenses of $1.9 million, and non-cash amortization of deferred compensation of $1.1 million. We generated 
approximately 



$9.4 million of cash from net investing activities, which consisted principally of the maturity or sale of marketable securities, partly offset by 
the purchase of fixed assets of $95,000. We received $171,000 from financing activities, primarily from purchases of stock by employees. 

In August and September 2000, we received $101.4 million in net proceeds from the sale of common stock in our initial public offering, or 
IPO, at a price of $16.00 per share. Prior to the IPO, we had received net proceeds of $79.4 million from the private placement of equity 
securities, primarily redeemable convertible preferred stock, and $19.4 million from the issuance of convertible notes and warrants. 

As of December 3 1, 2000, we had $79.3 million in cash, cash equivalents and marketable securities, as compared to $7.2 million and $28.3 
million as of December 3 1, 1999 and 1998, respectively. 

During 2000, we used net cash of $48.1 million in operating activities. This consisted of a net loss for the period of $71.3 million, combined 
with a decrease in accounts payable of $1.8 million, an increase in inventory of $2.0 million and an increase in accrued interest receivable of 
$1.3 million, partly offset by an increase in accrued expenses of $5.7 million, non-cash amortization of discount on convertible notes of $19.0 
million and deferred compensation of $3.7 million. We spent $42.8 million for investing activities, which consisted principally of purchases of 
marketable securities with net proceeds from our initial public offering. We received $121.1 million from financing activities, primarily from 
our initial public offering, which resulted in net proceeds of $101.4 million, and from the issuance of convertible notes and preferred stock, 
which resulted in proceeds of $19.4 million during 2000. 

During 1999, we placed an order with UCB Bioproducts for the manufacture of Angiornax bulk drug product. Manufacture of $14.2 million of 
this material was completed in 2000, of which $12.2 million was expensed during that period. All costs associated with the manufacture of 
Angiomax bulk drug product and finished products to which title has transferred to us prior to the date of FDA approval of Angiomax were 
expensed as research and development. We recorded Angiomax bulk drug product to which we took title after the date of FDA approval of 
Angiomax as inventory, which will increase our cost of sales in 2001 and possibly the following year. In November 2000, we placed additional 
orders with UCB Bioproducts for the manufacture of Angiomax bulk drug product. Under the terms of these purchase orders, we are scheduled 
to take title to material and become obligated to make payments totaling approximately $24.0 million in 2001 and early 2002. 

As of December 31,2000, we had net operating loss carryforwards of approximately $122.2 million, to offset future federal taxable income 
expiring in 2011 through 2020 and approximately$116.0 rnillion to offset future state taxable income expiring in 2001 through 2004. Due to 
the degree of uncertainty related to the ultimate realization of such net operating losses, no benefit has been recognized in the financial 
statements as of December 31,2000. If we achleve profitability, such tax benefits would be recognized when their realization was considered 
more likely than not. Our ability to utilize these losses in future years, however, may be subject to limitation based upon changes in ownership 
under the rules of the Internal Revenue Code. 

We expect to devote substantial resources to our research and development efforts and to our sales, marketing and manufacturing programs 
associated with the commercialization of our products. Our funding requirements will depend on numerous factors, including whether 
Angioinax is Commercially successful, the progress, level and timing of our research and development activities, the cost and outcomes of 
regulatory reviews, the continuation or termination of third party manufacturing or sales and marketing arrangements, the cost and 
effectiveness of our sales and marketing programs, the status of competitive products, our ability to defend and enforce our intellectual property 
rights and the establishment of additional strategic or licensing arrangements with other companies or acquisitions. 

We believe, based on our current operating plan, including anticipated sales of Angiomax, that our cash, cash equivalents and marketable 
securities as of May 16,2001 will be sufficient to fund our operations for approximately 18 months. 1f our existing resources are insufficient to 
satisfy our liquidity requirements due to slower than anticipated sales of Angiomax or otherwise, or if we acquire additional product candidates, 
we may need to sell additional equity or debt securities. The sale of additional equity and debt securities may result in additional dilution to our 
stockholders, and we cannot be certain that additional financing will be 



available in amounts or on terms acceptable to us, if at all. If we are unable to obtain this additional financing, we may be required to reduce the 
scope of our planned research, development and commercialization activities, which could harm our financial condition and operating results. 

DISCLOSURE ABOUT MARKET RISK 

Our exposure to market risk is confined to our cash, cash equivalents and marketable securities. We place our investments in high-quality 
financial instruments, primarily money market funds and corporate debt securities with maturities or auction dates of less than one year, which 
we believe are subject to limited credit risk. We currently do not hedge interest rate exposure. At March 31, 2001, we held $59.0 million in 
cash, cash equivalents, and marketable securities, all due within one year, which had an average interest rate of approximately 6.5%. 

As of March 31, 2001, we held a $3.0 million principal investment in southern California Edison 5 718% boids which was due January 15, 
2001, which is accounted for in accordance with Statement of Financial StandardsNo. 115, "Accounting for Certain Investments in Debt and 
Equity Securities." On May 16, 2001, we sold $1.0 million of the Southern California Edison bonds, which will result in a realized loss of 
$270,000 that will be recognized in the second quarter of 2001, and accordingly, we had a $2.0 million principal investment remaining as of 
May 16,2001. As of May 16,2001, the value of our investment in these Southern California Edison bonds had declined to approximately $1.5 
million. We classify these securities as available-for-sale and carry them at fair market value based on the quoted market price. We have 
exposure to market risk related to the fluctuation of the Southern California Edison bonds' price, which fluctuation has increased significantly 
as a result of events which occurred after December 3 1, 2000, including the non-payment of principal and interest on the bonds at maturity on 
January 15,2001. Payment of interest was resumed on the Southern California Edison bonds subsequent to March 31,2001. 

Most of our transactions are conducted in U.S. dollars. We do have certain development and commercialization agreements with vendors 
located outside the United States. Transactions under certain of these agreements are conducted in U.S. dollars, subject to adjustment based on 
significant fluctuations in currency exchange rates. Transactions under certain other of these agreements are conducted in the local foreign 
currency. If the applicable exchange rate undergoes a change of lo%, we do not believe that it would have a material impact on our results of 
operations or cash flows. 



BUSINESS 

OVERVIEW 

We acquire, develop and commercialize biopharmaceutical products that are in late stages of development or have been approved for 
marketing. In December 2000, we received marketing approval from the FDA for Angiomax, our lead product, for use as an anticoagulant in 
combination with aspirin in patients with unstable angina undergoing coronary balloon angioplasty. Coronary angioplasty is a procedure used 
to restore normal blood flow in an obstructed artery in the heart. We began selling Angiomax in the United States in January 2001. 

We are also developing Angiomax for additional potential applications for use in the treatment of ischemic heart disease. As of May 15,2001, 
clinical investigators had administered Angiomax to approximately 13,100patients in clinical trials in the treatment and prevention of blood 
clots in a wide range of hospital applications. We believe that Angiomax will become the leading replacement for heparin in hospital care. In 
the United States, heparin is the most widely-used acute care anticoagulant and is used to treat approximately five million hospitalized patients 
per year. 

Angiornax directly blocks or inhibits the actions of thrombin, a key component in the .formation and growth of blood clots. By blocking 
thrombin directly, rather than indirectly like heparin, Angiomax inhibits the actions of thrombin both in the clot and in the blood. Angiornax's 
inhibition of thrombin is reversible, which means that its thrombin-blocking'effect wears off over time, allowing thrombin to again work in the 
clotting process. This reversibility is associated with a reduced risk of bleeding. 

In the clinical trials in angioplasty, Angiomax has: 

- reduced the frequency of life-threatening coronary events including heart attack and the need for emergency coronary procedures; 

- reduced the likelihood of major bleeding and the need for blood transfusion; 

- demonstrated a predictable anticoagulant response to a specific Angiomax dose, which enables simplified dosing; and 

- been used in combination with GP IIbIIIIa inhibitors and demonstrated no evidence of significant interactions. 

Our strategy is to build a commercial biopharmaceutical operation by acquiring, developing and commercializing product candidates. We will 
actively manage the development and commercialization of these product candidates. Our principal objectives include: 

- commercializing Angiomax for use in patients with unstable angina undergoing angioplasty; 

- developing and commercializing Angiomax as the leading replacement for heparin for use in the hospital treatment of ischemic heart disease; 

- acquiring additional products with (1) existing clinical data which provides reasonable evidence of safety and efficacy, (2) an anticipated time 
to market of four years or less and (3) potential cost savings to payors or improved efficiency of patient care; and 

- making the best use of our resources through our relationships with contract development, manufacturing and sales companies. 

We market Angiomax in the United States using a sales force contracted from Innovex, Inc., which we manage. We intend to market our other 
products in the United States by contracting with external organizations, which we would manage, or by collaborating with other 
biopharmaceutical companies. 



ANGIOMAX 

In December 2000, we received marketing approval from the FDA for Angiomax for use as an anticoagulant in combination with aspirin in 
patients with unstable angina undergoing coronary balloon angioplasty. We began selling Angiomax in the United States in January 2001. In 
September 1999, Angiornax was approved in New Zealand for use in the treatment of patients undergoing coronary balloon angioplasty. 

We believe Angiomax will be a valuable replacement to heparin, an anticoagulant used in almost all angioplasty procedures performed in the 
United States and administered to a majority of patients treated in hospitals in the United States for acute coronary syndromes, including heart 
attack. As of May 15, 2001, clinical investigators had administered Angiomax to approximately 13,100 patients in clinical trials for the 
treatment and prevention of blood clots in a wide range of hospital applications. In clinical trials in angioplasty, use of Angiomax has resulted 
in fewer life-threatening coronary events and fewer bleeding events, including the need for blood transfusion. The therapeutic effect of 
Angiomax is more predictable than heparin, which enables simplified dosing. Angiomax's therapeutic benefit is strongest in high-risk patients 
who have previously experienced a heart attack or unstable angina. 

We believe that Angiomax has additional potential applications for the treatment of ischemic heart disease. As of May 15,.2001, we: 

- had a randomized, open-label Phase 3b trial program in angioplasty underway comparing Angiomax to heparin, with and without GP IIbIIIIa 
inhibitors; 

- had a 17,000 patient Phase 3 trial program underway studying the use of Angiomax for the treatment of patients who have suffered a heart 
attack, otherwise known as AMI; 

- had a Phase 3 trial program underway studying the use of Angiomax in the treatment of patients undergoing angioplasty who experience 
reduced platelet count and clotting due to an immunological reaction to heparin, known as heparin-induced thrombocytopenia and heparin-
induced thrombocytopenia and thrombosis syndrome, or HITMITTS; 

- had a Phase 2 trial program underway studying the use of Angiomax as an anticoagulant in patients undergoing coronary artery bypass graft 
surgery, or CABG, without the use of a bypass pump; and 

- planned to commence a Phase 3 trial program to study the use of Angiomax in patients with unstable angina, a condition in which patients 
experience the new onset of severe chest pain, increasingly frequent chest pain or chest pain that occurs while they are at rest. 

Background 

Clotting. Normally, blood loss at the site of an injury is limited by the formation of blood clots, or thrombosis. In general, clotting serves a life-
saving function by reducing bleeding, but sometimes unwanted clots in arteries can lead to heart attack, stroke or organ failure. A blood clot is 
a collection of cross-linked strands of a protein called fibrin that forms a mesh around activated platelets and red blood cells. Blood clots are 
formed through precisely regulated interactions among the blood vessel wall, plasma clotting factors, including thrombin and fibrinogen, and 
platelets. 

The trigger for the clotting process in an artery is typically a tearing or spontaneous rupture which exposes cholesterol and fat deposited on a 
blood vessel wall to the bloodstream. This may happen without an apparent cause or may be caused as a direct result of, for example, an 
angioplasty procedure. In parallel, the clotting factor, thrombin, is activated,'and a thin protective layer of platelets is deposited at the rupture 
site. Thrombin and platelets interact, and thrombin formation, fibrin formation and platelet clumping take place. A full-blown clot may form 
rapidly as clot blocks the blood vessel and may then cut off blood supply to the heart muscle. If this occurs, the muscle stops working either in 
part, which is a heart attack, or myocardial infarction, or completely, which may lead to cardiac arrest as the heart stops beating. This may 
result in irreversible damage to the heart or death. 



During medical procedures such as coronary angioplasty, the blood clotting process must be slowed to avoid unwanted clotting in.the coronary 
artery, and the potential growth or movement of a clot along blood vessels to new sites. 

The trigger for clotting in veins is usually slower than that in arteries. In general, venous clots are caused by slow blood flow, which typically 
occurs when patients are immobilized, such as after surgery and during pregnancy, or when patients experience changes in the blood as a result 
of diseases such as cancer. When a clot develops in large, deep veins, which return blood to the heart by way of the lungs, this condition is 
referred to as deep vein thrombosis. In some cases of deep vein thrombosis, part of the clot may break off and move to the lungs with 
potentially fatal results. 

Anticoagulation Therapy. Anticoagulation therapy attempts to modify actions of the components in the blood system that cause clot-forming 
factors leading to blood clots. The most important approach to the prevention and management of arterial and venous clots is diet and exercise. 
When the risks of clot formation cannot be avoided, or when medical procedures such as angioplasty almost guarantee some degree of 
increased risk of clots, anticoagulation therapy is indicated. Anticoagulation therapy involves the use of drugs to inhibit one or more 
components of the clotting process, thereby reducing the risk of clots. Anticoagulation therapy is usually started immediately after a diagnosis 
of blood clots or after risk factors for clotting are identified. Because anticoagulation therapy reduces clotting, it also may cause excessive 
bleeding. 

To date, three principal components of the clotting process, thrombin, fibrin and platelets, have been targeted for anticoagulation therapy: 

- The actions of thrombin in the clotting process may be inhibited by indirect thrombin inhibitors, such as heparin, which act to turn off 
coagulation factors and turn on natural anti-clotting factors such as antithrombin-111,or AT-111. The actions of thrombin in the clotting process 
also may be inhibited by direct thrombin inhibitors, which act directly on thrombin. 

- Fibrin may be dissolved after clotting has occurred by products called fibrinolytics. 

- The aggregation of platelets in the clotting process may be inhibited by products called platelet inhibitors, which act on different pathways, 
including specific enzyme pathways like the cyclo-oxygenase and the adenosine diphosphate, or ADP, pathways and surface sites like the GP 
IIbIIIIa receptor. 

Drugs are currently used alone or in combination with other anticoagulant therapy to target one or more components of the clotting process. 
These drugs have anticoagulant effects but also increase the patient's risk of bleeding. Excess bleeding is often a risk associated with these 
drugs due to the high doses needed to produce anticoagulant effects. In order to reduce this risk, physicians increasingly use combinations of 
drugs targeted at different components of the clotting process at lower doses, which reduce the risk of thrombosis while minimizing the risk of 
bleeding. 

Indirect Thrombin Inhibitors. In the hospital environment, most patients undergoing anticoagulation therapy for the prevention and treatment of 
arterial and venous thrombosis receive heparin or low molecular weight heparin. In the United States, approximately five million patients 
annually receive heparin. Heparin is a standard component of acute anticoagulation therapy because of the central role of thrombin in clotting 
and heparin's rapid anticoagulant effect. 

Heparin's properties as an anticoagulant were discovered in 1916. It is prepared from the intestines of pigs or cows. Heparin is a complex 
mixture of animal-derived sugars with variable anticoagulant potencies. The anticoagulant effects of heparin on any given patient are difficult 
to predict because heparin binds non-specifically to human cells and circulating substances in the blood. For these and other reasons, heparin, 
as a non-specific, indirect thrombin inhibitor, presents a variety of clinical challenges including: 

- Weak effect in clots. Because it is an indirect thrombin inhibitor, heparin is ineffective on thrombin when clots have formed. 



- Risk of bleeding. Patients who receive heparin have a high incidence of bleeding. This is particularly the case with patients who are elderly, 
female or underweight. Recent clinical trials have shown that bleeding risk may also be increased when heparin is used in combination with 
intravenous platelet inhibitors. 

- Unpredictability. The anticoagulant effect of a given dose of heparin is unpredictable and therefore requires close monitoring. 

- Adverse reaction risk. Heparin can cause HIT/HITTS, a dangerous immunological reaction. 

- Diminished effect in sick patients. Heparin's effect may be reduced in the presence of blood factors found in patients stressed by disease, such 
as heart attack patients. 

- Requires other factors for effect. Heparin can only bind to thrombin by first binding to a blood factor called antithrombin-111, which may be 
absent or present in insufficient amounts in some patients. 

Physicians are increasingly using low molecular weight heparins as an alternative to heparin, especially as chronic therapy. In contrast to 
heparin, low molecular weight heparins tend to be more specific in their effect and may be administered once or twice daily by subcutaneous 
injection on an outpatient basis. Despite these advantages, low molecular weight heparins exhibit similar clinical challenges to those of heparin, 
including a weak effect in clot that has already formed and a comparable risk of bleeding. In addition, clinicians are currently unable to monitor 
the anticoagulant effects of low molecular weight heparins, making their use in angioplasty problematic. 

Angiomax Potential Advantages 

Angiomax is a peptide of 20 amino acids that is a quick-acting, direct and specific inhibitor of thrombin and is administered by intravenous 
injection. Angiomax is specific in that it only binds to thrombin and does not bind to any other blood factors or cells. 

Angiomax was engineered based on the biochemical structure of hirudin, a natural 65-amino acid protein anticoagulant. However, Angiomax is 
reversible while hirudin is not. This reversibility is associated with a reduced risk of bleeding. 

Angiomax has numerous clinical advantages over heparin including: 

- Effective in clots. Angiomax, as a direct thrombin inhibitor, is equally effective on thrombin in the clot as well as thrombin circulating in the 
blood; 

- Reduced bleeding risk. As a reversible thrombin inhibitor, Angiomax has consistently shown clinically meaningful reductions in bleeding as 
compared to heparin; 

- Predictability. A specified dose of Angiomax results in a predictable level of anticoagulation; 

- Diminished adverse reaction risk. To date, Angiomax has not caused dangerous immunological reactions in clinical trials; 

- Effective in sick patients. Angiomax is effective evemin the presence of blood factors found in.patients stressed by disease, for example heart 
attack patients; and 

- Independent of other factors for effect. Unlike heparin, Angiomax's effect does not require the presence of antithrombin-I11 or any other 
factors to act on thrombin. 

Angiomax potential Applications 

We believe that Angiomax will become the leading replacement for heparin in acute cardiovascular c!re. We plan to commercialize Angiomax 
first for use in patients undergoing coronary angioplasty. In addition, we are developing Angiomax for use as an alternative to heparin for the 
treatment of acute coronary syndromes, with a Phase 3b trial called REPLACE underway in angioplasty, a Phase 3 trial underway in AMI, a 
Phase 3 trial underway in HITIHI'ITS, a Phase 2 trial undenva'y in CABG without the use of a bypass pump and a 
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Phase 3 trial planned in patients with unstable angina. Our development plan is designed to highlight the clinical benefits of Angiomax initially 
in broad patient populations treated with heparin at high risk of clots or bleeding. We are also investigating other applications of Angiomax as 
an acute care product. 

Use of Angiomax in Angioplasty 

Angioplasty. Angioplasty is a procedure involving the inflation of a balloon or deployment of a stent or other device inside an obstructed artery 
to restore normal blood flow. The coronary angioplasty procedure itself increases the risk of coronary clotting potentially leading to myocardial 
infarction, or MI, CABG, or death. 

Based on hospital discharge data, in the United States, there were approximately 686,000 inpatient angioplasty procedures performed in 1997 
and approximately 55,000 outpatient angioplasty procedures performed in 1996. We believe approximately one half of patients undergoing 
angioplasty in an inpatient hospital setting were admitted through the emergency room and may be categorized as high risk. Many of these 
high-risk patients have previously experienced a heart attack or have unstable angina. 

To prevent clotting, anticoagulation therapy is routinely administered to patients undergoing angioplasty. Heparin is currently used as an 
anticoagulant in virtually all patients undergoing angioplasty. In addition, platelet inhibitors such as aspirin, an ADP inhibitor or a GP IIbhIIa 
inhibitor are often administered. 

A segment of patients undergoing angioplasty and receiving anticoagulation therapy are at risk of significant bleeding. For example, the risk is 
greater for patients who are elderly, female or underweight. 

Angiomax Clinical Experience in Angioplasty. As of May 15, 2001, we and the licensor of Angiomax, Biogen, had conducted clinical trials of 
Angiomax in over 6,100 patients undergoing angioplasty. These trials have shown that Angiomax is a predictable anticoagulant, which can be 
used in combination with other therapies and whlch results in fewer adverse clinical events when compared to heparin. 

ANGIOPLASTY TRIALS OF 
-------.---------------.--.-------------------

LEAD INVESTIGATORS COMPLETED 
- - - - - - - - - - - - - - - - - - - - - - - - .- -
E. Topol . . . . . . . . . . . . . . . . . . . . . . . .  1992 
J. Bittl . . . . . . . . . . . . . . . . . . . . . . . .  1994 

M. Abernathy, P. Aylward . . . . . . . .  1999 

L. Wallentin. . . . . . . . . . . . . . . . . . . .  1999 

ANGIOMAX AS OF MAY 15, 2001 
.................................................... 
PATIENTS PHASE TRIAL/STUDY DESCRIPTION 
- - - - - - - - .----.---.-----------..-----.--.-----

291 2 Angiomax dose-ranging trial 
4,312 3 Pivotal angioplasty trials 

comparing Angiomax with high 
dose heparin in unstable angina 
patients 

30 3 Interaction study of Angiomax 
with Ticlid 

40 3 Trial comparing Angiomax with 
heparin in patients switched 
from low molecular weight 
heparin 

H. White, P. Aylward . . . . . . . . . . . .  2000 26 2 Trial of Angiomax dosing in 
patients with normal to. . 
moderately impaired kidney 
function 

N. Kleiman. . . . . . . . . . . . . . . . . . . . . . .  2000 42 3b Interaction study of Angiomax 
with Integrilin 

E. Topol, N. Kleiman, A.M. 
Lincoff, R. Harrington. . . . . . . .  1999 60 3 CACHET-A trial comparing 

Angiomax with heparin in 
full-dose ReoPro patients 

E. Topol, N. Kleiman, A.M. 
Lincoff, R. Harrington. . . . . . . .  2000 210 3 CACHET-B/C trial comparing 

Angiomax with ReoPro plus 
heparin in broad patient group 



ANGIOPLASTY TRIALS OF ANGIOMAX AS OF MAY 15, 2001 
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
LEAD INVESTIGATORS COMPLETED PATIENTS PHASE TRIAL/STUDY DESCRIPTION 
- - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
R. Califf, K. Mahaffey . . . . . . . . . .  Ongoing 19 3 Study of Angiomax in HIT/HITTS . 

patients 
J. Ormiston . . . . . . . . . . . . . . . . . . . . .  2000 49 3b Angiomax single intravenous dose 

trial 
J. Ormiston . . . . . . . . . . . . . . . . . . . . .  2000 33 3b Interaction study of Angiomax

with Aggrastat 
A.M. Lincoff . . . . . . . . . . . . . . . . . . . .  Ongoing 1,057 3b REPLACE trial comparing AngiOmaX 

to heparin, with and without GP 
IIb/IIIa inhibitors 

Phase 3 Pivotal Trials in Angioplasty. Two similar, randomized double blind clinical trials compared the use of Angiomax to heparin in a total 
of 4,3 12 patients with unstable angina undergoing coronary balloon angioplasty. High doses of heparin were used in the trials. When measured 
seven days after treatment in the hospital, in comparison to heparin-treated patients in the trials, Angiomax-treated patients experienced: 

- 43% fewer clinical events as measured by death, MI, revascularization procedures or major bleeding; 

- 22% fewer ischemic events as measured by death, revascularization or MI; and 

- 62% or 65% less bleeding, as measured by a protocol-defined end point of major bleeding or the transfusion of two or more units of blood, 
respectively. 

The following table summarizes the combined clinical results for all unstable angina patients in the pivotal Phase 3 angioplasty trials. 

Number of patients . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
In hospital up to 7 days 

Death, MI, revascularization or major 
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .bleeding 

Death, MI or revascularization. . . . . . . . . . . . . . . .  
Major bleeding . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Transfusion . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

At 90 days 
Death, MI or revascularization . . . . . . . . . . . . . . . .  

ANG IOMAX 
- - - - - - - -
2,161 

8.3% 
6.2% 
3.5% 
2.0% 

15.7% 

HEPARIN 
- - - - - - -
2,151 

14 .5% 
7.9% 
9.3% 
5.7% 

18.5% 

PERCENTAGE ' 

REDUCTION 
IN ADVERSE 

CLINICAL EVENTS P-VALUE* 
- - - - - - - - - - - - - - - - - - - - - - -

43% co.001 
22% 0.039 
62% c0.001 
65% c0.001 

15% 0.012 

* The statistical significance of clinical results is determined by a widely-used statistical method that establishes the p-value of clinical results. 
For example, a p-value of less than 0.01 (p<O.Ol) means that the chance of the clinical results occurring by accident is less than 1 in 100. 

The trials included a prospectively defined and separately stratified group of 741 patients, who had experienced an MI during the two weeks 
prior to angioplasty. The benefits of Angiomax as a direct thrombin inhibitor, cbmpared to heparin as an indirect thrombin inhibitor, were more 
pronounced for this group of 74 1 patients who had experienced an MI during the two weeks prior to angioplasty. When measured seven days 
after treatment in the hospital, the Angiomax-treated patients experienced the following benefits: 

- 64% fewer clinical events as measured by death, MI, revascularization procedures or major bleeding; 

- 5 1% fewer ischemic events as measured by death, revascularization or MI; and 

- 76% or 80% less bleeding, as measured by a protoc,ol-defined major bleeding or as measured by a transfusion of two or more units of blood. 



The following table summarizes the combined clinical results of the group of patients who had experienced a heart attack or MI during the two 
weeks prior to angioplasty in the pivotal Phase 3 angioplasty trials. 

Number  of p a t i e n t s  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
In hospi tal  up t o  7 days 
Death, M I ,  r evascu la r iza t ion  or  major 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .bleeding 
. . . . . . . . . . . . . . . . .Death, M I  or revascu la r iza t ion  

Major bleeding . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .T r a n s f u s i o n  

A t  90 days 
. . . . . . . . . . . . . . . . .Death, M I  or  revascu la r iza t ion  

PERCENTAGE 
REDUCTION 

I N  ADVERSE 
ANGIOMAX HEPARIN CLINICALEVENTS 
- - - - - - - - - - - - - - - - - - - - - - - - - - - - - -

369 372 

P -VALUE 
- - - - - - -

co.001 
0.009 

co.001 
co.001 

Recent trends in interventional cardiology have resulted in heparin doses lower than those used in the Angiomax pivotal Phase 3 trials in 
angioplasty. We believe that this trend has been encouraged by the increasing combined use of platelet inhibitors and heparin in angioplasty. In 
most recent major angioplasty trials with GP IIbhIIa inhibitors, lower heparin doses were used than in the Angiornax pivotal Phase 3 trials. 

Heparin Dosing in Pivotal Phase 3 Angioplasty Trial. Analyses of data from a wide array of recent angioplasty trials show that the bleeding 
rates for the heparin patients in our trials were not higher than the bleeding rates for other trials where lower doses of heparin were used. 
Ischemic event rates for patients in the Angiomax pivotal Phase 3 trials were lower than for patients receiving lower doses of heparin without a 
GP IIb/IIIa inhibitor in other clinical studies. 

CACHET-BIC Trials in Angioplasty. In February 2000, we completed the CACHET-BIC study, a 210 patient randomized, multicenter study, 
in angioplasty. The trial analyzed the use of Angiomax versus low-dose heparin. All heparin patients also received ReoPro. Although 
Angiomax patients could receive ReoPro under certain circumstances, physicians in the trial opted not to use ReoPro in 76% of the Angiomax 
patients. 

The CACHET-BIC patient study population was.broader than in earlier Angiomax trials, targeting lower risk patients undergoing angioplasty 
with expected stenting. Heparin and Angiomax doses were designed to achieve similar levels of anticoagulation. Aspirin with Ticlid or Plavix 
was used in most patients. As in previous trials, Angiomax provided predictable levels of dose response anticoagulation. 

The combined incidence of death, MI, revascularization or major bleeding reported within seven days was 3.5% in Angiomax patients and 
14.3% in heparin and ReoPro patients with a p-value of 0.013. 

Low platelet count, or thrombocytopenia, was significantly less frequent among Angiomax patients than among heparinIReoPro patients with a 
p-value of 
0.012. Other adverse events occurred with similar frequency in both groups. Angiomax showed no apparent pharmacological interaction with 
ReoPro. 

The results of the CACHET-B/C study provides more support for the use of Angiomax as a foundation anticoagulant for angioplasty. In this 
study, Angiomax demonstrated predictable reversible anticoagulation and improved net clinical benefit over heparin. In addition, by decreasing 
major bleeds and reducing the need for revascularization and drug costs, we believe that, on average, substailtial cost savings are possible for 
hospitals treating patients with Angiomax. 

Interaction Studies. Specific interaction studies of Angiomax with GP IIb/IIIa.lnhibitors ReoPro, Integrilin and Aggrastat have not revealed any 
drug-drug interactions. 

REPLACE Trial in Angioplasty. In November 2000, we began a randomized, two-part Phase 3b trial of the use of Angiomax in angioplasty. 
We expect that the trial will be conducted at approximately 200 sites in the United States. The first part of the trial, in which we have enrolled 
1,057 patients, is designed to assess the clinical outcomes and health economics of Angiomax compared to heparin, with and without GP 
IIb/IIIa 



inhibitors. The second part of the trial, which may include up to 10,000 patients who have been referred for angioplasty, may include three 
randomized arms: 

- heparin with a GP IIbIIIIa inhibitor; 

- Angiomax with the provisional use of a GP IIbAIIa inhibitor at the choice of the physician; and 

- Angiomax with a GP IIb/IIIa inhibitor. 

Angiomax Commercialization Plans for Angioplasty. We began selling Angiomax in the United States in January 2001 using a sales force 
contracted from Innovex, Inc., which we manage. In December 2000, we signed a master services agreement and a work order with Innovex 
under which Innovex agreed to provide the sales force, a sales territory management system and operational support for the launch of 
Angiomax. 

We are focusing our Angiomax marketing efforts on interventional cardiologists and other key clinical decision-makers for Angiomax. Our 
sales force has been configured to target the relatively small number of cardiac catheterization laboratories in which most of the angioplasty 
procedures in the United States are performed. 

We expect Angiomax to provide cost savings to medical decision-makers using Angiomax as part of a safe and effective anticoagulant therapy. 
Many United States hospitals receive a fixed reimbursement amount for the angioplasties they perform. Because this amount is not based on 
the actual expenses the hospital incurs, the use of Angiomax has the potential to reduce a hospital's cost of treating an angioplasty patient by 
reducing bleeding and ischemic events and reducing the need for other treatment therapies. From 1995 to 1997, the incremental costs to a 
hospital averaged the following: approximately $12,000 for an angioplasty patient receiving a 2-unit transfusion; approximately $4,000 for 
revascularization in the form of a repeat angioplasty; and approximately $17,000 for an angioplasty patient revascularized by means of 
coronary artery bypass graft surgery. Our pricing struc6re for Angiomax is designed to provide hospitals with cost savings based on reductions 
in clinical events and reductions in drug costs. 

If Angiomax is approved for use in other indications, such as AM1 or unstable angina, we intend to market Angiomax for these indications in 
the United States by supplementing our commercial organization, or by collaborating with other biopharmaceutical companies. 

We are seeking commercial partners outside of the United Stated to market, sell and distribute Angiomax. As of May 17, 2001, we had entered 
into a marketing and distribution agreement with Medison Pharma Ltd. for the registration, distribution and promotion of Angiomax in Israel. 

Acute Myocardial Infarction 

Acute myocardial infarction is a leading cause of death. AM1 occurs when coronary arteries, which supply blood to the heart, become 
completely blocked with clot. AM1 patients are routinely treated with heparin, with and without fibrinolytics. Heart attack patients are 
increasingly undergoing angioplasty as a primary treatment to unblock clotted arteries. 

Based on hospital discharge data, in 1997, there were approximately 871,000 AM1 patients in the United States who were treated in a hospital. 



Angiomax Clinical Experience in AMI. As of May 15,2001, we and Biogen had conducted clinical trials comparing Angiomax and heparin in 
over 17,600 AM1 patients. 

LEAD INVESTIGATORS COMPLETED PAT1ENTS 
- - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
P. Theroux . . . . . . . . . . . . . .  1992 45 

P. Theroux . . . . . . . . . . . . . .  1993 68 

H. White . . . . . . . . . . . . . . . .  1996 412 

H. White, R. Califf, 
F. Van de Werf, 
P. Aylward . . . . . . . . . . . .  Enrollment 17,090 

PHASE TRIAL/STUDY DESCRIPTION 
- - - - - . . . . . . . . . . . . . . . . . . . . . . .  
2 Dose-ranging trial comparing Angiomax with 

heparin administered prior to a 
fibrinolytic 

2 Dose-ranging trial comparing Angiomax with 
heparin administered prior to a 
fibrinolytic 

2 HERO-1: Dose-ranging trial comparing 
Angiomax with heparin administered 
following a fibrinolytic 

3 HERO-2: Mortality trial comparing Angiomax 
with heparin administered prior to a 
fibrinolytic in 17,000 patients 

The first two trials compared the effect of two doses of Angiomax with heparin as therapy administered in advance of streptokinase, a 
fibrinolytic, in heart attack patients. The trials were designed to compare the difference in rates of blood flow following therapy. The third trial, 
the Himlog Early Reperfusion/Occlusion-1 trial, or the HERO-1 trial, was a multi-center, randomized, double blind comparison involving 412 
patients. In this trial, patients with AM1 were administered heparin or one of two doses of Angiomax as therapy following the administration o f  
streptokinase and aspirin. Blood flow rates after therapy were evaluated using a standard measure of coronary artery blood flow. 

The three Phase 2 trials demonstrated that use of Angiomax: . . 
- resulted in normal blood flow in at least 34% more patients than heparin; and 

- resulted in substantially less bleeding and the need for fewer transfusions than heparin. 

The following table summarizes the clinical results for AM1 patients in the Phase 2 clinical trials comparing Angiomax to heparin as combined 
with a fibrinolytic: 

Theroux Montreal Heart Institute Study 1 ( 4 5  
patients) 
Full blood flow at 90 minutes . . . . . . . . . . . . . . . . . .  

Theroux Montreal Heart Institute Study 2 (68 
. patients) 
Full blood flow at 90 minutes . . . . . . . . . . . . . . . . . .  
Transfusion . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

HERO-1 Trial (412 patients) 
Full blood flow at 90 minutes . . . . . . . . . . . . . . . . . .  
Major bleeding. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

ANGIOMAX 
PATIENTS 
- - - - - - - -

67% 

71% 
5% 

47% 
17% 

HEPARIN 
PAT1ENTS 
- - - - - - - -

40% 

31% 
31% 

35% 
28% 

PERCENTAGE 
IMPROVEMENT P-VALUE* 
- - - - - - - - - - - - - - - - - - -

Based on the results of these Phase 2 trials, we are conducting a worldwide 17,000 patient Phase 3 clinical trial in AMI. In this HERO-2 Phase 
3 trial, AM1 patients receive Angiomax or heparin prior to treatment with a fibrinolytic. All patients receive aspirin and Streptase, a 
fibrinolytic. This trial is designed to demonstrate statistically significant improvement in 30-day cumulative mortality among patients receiving 
Angiomax, thus establishing Angiomax as the only direct thrombin inhibitor with mortality benefit compared to heparin In the management of 
AMI. 

We are coordinating the HERO-2 trial with the Virtual Coordinating center for Global Collaborative Cardiovascular Research Organization, 
commonly referred to as VIGOUR, an academic consortium of leading cardiologists and their affiliated institutions established to coordinate 
the efforts of large global clinical 



trials in cardiology. As of May 15, 2001, the trial had completed enrollment of the 17,000 patients. We expect the analysis of the data to be 
completed by the end of the third quarter. 

Following enrollment of approximately 2,000, 5,000, 8,000 and 12,500 patients, an independent panel, the Drug Safety Monitoring Board, 
reviewed safety data from the trial to determine whether there were safety issues that would warrant modification or early termination of the 
trial. The Board completed the fourth planned review in January 2001, and the trial is proceeding without modification. In contrast, two 
previous trials using high doses of hirudin in patients including heart attack patients were stopped early because of excessive bleeding in the 
hirudin patients. 

Acute Coronary SyndromesNnstable Angina 

Unstable angina is a condition in which patients experience the new onset of severe chest pain, increasingly frequent chest pain or chest pain 
that occurs while they are resting. Unstable angina is caused most often by a rupture of plaque on an arterial wall that ultimately decreases 
coronary blood flow but does not cause complete blockage of the artery. There are approximately 948,000 cases of unstable angina in the 
United States reported each year. Unstable angina is often treated in hospitals with anticoagulation therapy that may include aspirin, indirect 
thrombin inhibitors such as heparin or low molecular weight heparin and GP IIbIIIIa inhibitors. Many unstable angina patients undergo 
angioplasty or CABG. 

1 

Angiomax Clinical Experience in Unstable Angina. As of May 15, 2001, we and Biogen had completed five Phase 2 trials of Angiomax in 
patients with unstable angina or who had experienced a less serious form of MI known as non Q-wave MI. These trials enrolled a total of 630 
patients, of whom 553 received various doses of Angiomax. These studies have demonstrated that Angiomax is an anticoagulant which can be 
administered safely in patients with unstable angina. 

The largest of these Phase 2 trials was a multicenter, double blind, placebo-controlled and randomized study in 410 patients with unstable 
angina or who had experienced non Q-wave MI. The trial compared the effect of three active dose levels and one placebo dose level of 
Angiomax with respect to death, MI, recurrent angina and major bleeding. Angiomax dembnstrated a significant correlation between dose and 
anticoagulant effect. 

In comparison to 160 patients treated with placebo doses in the trial, 250 patients treated with active doses of Angiomax experienced: 

- a 68% reduction in death or MI in hospital with a p-value equal to 0.009; and 

- a 59% reduction in death or MI after six weeks with a p-value equal to 0.014. 

We have plans to commence a Phase 3 trial program to study the use of Angiomax in patients with unstable angina. 

Other Indications 

We and Biogen have conducted a number of additional clinical trials of Angiomax for other indications. 

HIT/HITTS. Approximately one to three percent of patients who have received heparin for seven to 14 days experience a condition known as 
HITIHI'ITS. The underlying mechanism for the condition appears to be an immunological response to a complex formed by heparin and 
another factor, resulting in the lowering of platelet counts, commonly referred to as thrombocytopenia, and in some cases in arterial or venous 
clotting, which may result in the need for limb amputation, or death. Because further administration of heparin is not possible, an alternative 
anticoagulant is necessary. 

Prior to 1997, Angiomax was administered to a total of 39 HIT/HITTS patients undergoing angioplasty requiring anticoagulation for invasive 
coronary procedures or treatment of thrombosis. For those patients undergoing angioplasty and other procedures, Angiomax provided adequate 
anticoagulation, was well- tolerated and rarely resulted in bleeding complications. 



Based upon the encouraging data in 39 patients, we are currently enrolling patients in a trial designed to evaluate the use of Angiomax for 
treatment of HITMITTS patients undergoing.angioplasty. The trial has enrolled 19 patients to date and plans to enroll 50 patients in total. 

CABG. We have initiated a 100patient Phase 2 trial of Angiornax comparing Angiomax to heparin in patients undergoing off pump CABG. 
The trial was initiated in November 2000 and 32 patients had been enrolled in the trial as of May 15, 2001. 

Deep Venous Thrombosis. Thlrty-one patients with clots in the veins in their legs and 222 patients undergoing orthopedic surgical procedures 
were treated with Angiomax in two open-label, dose-ranging Phase 2 trials in 1990.Both studies established that Angiomax was an active and 
well-tolerated anticoagulant and that the anticoagulant effects correlated with the dose of Angiomax. 

We are actively considering further development plans to expand the uses of Angiomax in venous thrombosis and other indications. 

Regulatory Status 

In December 2000, we received approval from the FDA for'the use of Angiomax in combination with aspirin in patients with unstable angina 
undergoing coronary balloon angioplasty. In connection with this approval, the FDA has required us to complete our ongoing trial evaluating 
the use of Angiomax for the treatment of HITMITTS patients undergoing angioplasty. Angiomax is intend'ed for use with aspirin and has been 
studied only in patients also receiving aspirin. 

In February 1998, we submitted a Marketing Authorization Application, or MAA, to the European Agency for the Evaluation of Medicinal. 
Products, or EMEA, for use in unstable angina patients undergoing angioplasty. Following extended interaction with European regulatory 
authorities, the Committee of Proprietary Medicinal Products, or CPMP, of the EMEA voted in October 1999 not to recommend Angiomax for 
approval in angioplasty. The United Kingdom and Ireland dissented from this decision. We have withdrawn our application to the EMEA and 
are in active dialogue with European regulators to determine our alternative courses of action. 

Angiomax was approved in New Zealand in September 1999 for use as an anticoagulant in patients undergoing coronary balloon angioplasty, 
and we began selling Angiomax in New Zealand in June 2000. We have submitted an application in Canada to market Angiomax for use in 
unstable angina patients undergoing angioplasty and are in active dialogue with Canadian regulators. 

In 1999, we acquired from GyneLogix, Inc. exclusive worldwide rights to CTV-05, a strain of bacteria under clinical investigation for a broad 
range of applications in the areas of gynecological and reproductive health. We have entered into a clinical trial agreement with the National 
Institutes of Allergy and Infectious Diseases, a division of the National Institutes of Health, commonly referred to as NIH, to conduct a Phase 2 
trial of CTV-05, a proprietary biotherapeutic agent for the treatment of bacterial vaginosis, or BV. BV, the most common gynecological 
infection in women of childbearing age, is an imbalance of naturally occurring organisms in the vagina. 

Bacterial Vaginosis 

BV develops when certain bacteria normally present in the vagina in low levels multiply to infectious levels. BV is associated with serious 
health risks such as pelvic inflammatory disease, pre-term birth, post-surgical infection and an increased susceptibility to sexually transmitted 
diseases, including AIDS. The standard treatments currently prescribed for BV are oral or topical antibiotics including metronidazole and 
clindamycin. These treatments are not optimal, having significant recurrence rates. Moreover, antibiotic use depletes a beneficial bacteria 
called lactobacilli. 



CTV-05: Rationale, Product Profile and Clinical Studies 

A healthy vagina is principally populated by lactobacilli. The presence of lactobacilli in the vagina, particularly those that produce hydrogen 
peroxide, has been linked to decreased incidence of BV and other urinary tract and gynecological infections. However, many women lack 
sufficient populations of hydrogen peroxide-producing lactobacilli to maintain vaginal health, making them more susceptible to infection. 

Studies have shown that the CTV-05 strain of lactobacillus is able to restore the natural balance of the bacteria in the vagina and produce both 
hydrogen peroxide and lactic acid, substances which are active against disease-causing bacteria and serve a protective role. Because of this, 
CTV-05 has the potential to improve'cure rates when used in conjunction with approved antibiotics, to prevent BV recurrence and thus to 
reduce serious health risks. 

In the Phase 2 safety and efficacy trial, funded by NIH, CTV-05 is administered topically to BV patients. The study is primarily designed to 
' show whether CTV-05 improves cure rates of BV at 30 days. The study is the first large trial to look at recurrence rates of BV at 90 days. As of 
May 15, 2001, we had enrolled over 260 patients in a 400 patient trial at three sites and expect to conclude the trial in 2001. 

Other Indications 

Recently completed studies by GyneLogix under a Center for Disease Control and Prevention grant, have shown that CTV-05 is active against -
the organisms which cause yeast infections and gonorrhea. We plan to conduct pilot clinical studies in these indications. 

In 1998, we acquired from Immunotech S.A. exclusive worldwide rights to IS-159, a selective chemical that reacts with receptors found on 
cerebral blood vessels and nerve terminals. We are seeking a collaborator to develop IS-159 and do not intend to initiate further studies of IS-
159 until we enter into a collaborative arrangement. 

PRODUCT ACQUISITION STRATEGY 

We plan to continue to acquire, develop and commercialize late-stage product candidates or approved products that make a clinical difference 
to patients managed by focused groups of medical decision-makers. Our strategy is to acquire late-stage development product candidates with 
an anticipated time to market of four years or less and existing clinical data which provides reasonable evidence of safety and efficacy. In 
addition, we aim to acquire approved products that can be marketed by our commercial organization. In making our acquisition decisions we 
attempt to select products that meet these criteria and achieve high investment returns by: 

- understanding the market opportunity for initially-targeted uses of the drug; 

- assessing the investment and developmentprograms that will be necessary to achieve a marketable product profile in these initial uses; and 

- attempting to structure the design of our development programs to obtain critical information relating to the clinical and economic 
performance of the product early in the development process, so that we can make key development decisions. 

As of May 15,2001, we have implemented this strategy with Angiomax, CTV-05 and IS-159. 

We intend to acquire products and product candidates with possible uses and markets beyond those on which our initial investment program 
will be focused. We plan to acquire other products that will enhance the acute hospital product franchise we are building around Angiomax. We 
are also seeking other specialty anti-infectiveproducts and product candidates that will fit into the franchise we expect to build around CTV-05. 

We have assembled a management team with significant experience in drug development and in drug product launches and commercialization. 



MANUFACTURING 

We do not intend to build or operate manufacturing facilities but instead intend to enter into contracts for manufacturing development andlor 
commercial supply. 

Angiomax 

All Angiomax bulk drug substance used in non-clinical and clinical work performed to date has been produced by UCB Bioproducts by means 
of a chemical synthesis process. We have ordered, and for the foreseeable future will order, Angiomax bulk drug substance from UCB 
Bioproducts under the validated manufacturing process. Using this process, UCB Bioproducts has successfully completed the manufacture of 
bulk drug substance to meet anticipated commercial supply requirements in 2001. 

Together with UCB Bioproducts, we have developed a second generation chemical synthesis process to improve the economics of the 
manufacturing of Angiomax bulk drug substance. This process, which must be approved by the FDA before it can be used, is known as the 
Chemilog process and involves limited changes to the early manufacturing steps of our current process in order to improve process economics. 
We,expect the Chemilog process to produce material that is chemically equivalent to that produced using the current process. UCB Bioproducts 
has completed initial development of the process and is currently manufacturing validation batches. 

We have entered into a commercial development and supply agreement with UCB Bioproducts for production of Angiomax bulk drug 
substance utilizing the Chemilog process. Under terms of the agreement, UCB Bioproducts will prepare and file the necessary drug master file 
for regulatory approval of the Chernilog process. If the Chernilog process is successhlly developed and regulatory approval is obtained, we 
expect this process will result in a reduced cost of manufacturing. 

We have developed reproducible analytical methods and processes for the manufacture of Angiomax drug product by Ben Venue Laboratories 
Ben Venue Laboratories has carried out all of our Angiomax fill-finish activities and has released product for clinical trials and commercial 
sale. 

CTV-05 

As of May 15, 2001, GyneLogix had manufactured all CTV-05 material used in clinical trials. In order to scale up production to produce 
sufficient materials for later phase clinical trials, we have entered into a manufacturing arrangement with The Dow Chemical Company. We are 
currently in the process of transferring the CTV-05 manufacturing technology to Dow. 

STRATEGIC RELATIONSHIPS 

In order to develop and commercialize our products, we leverage our resources by utilizing contract product development, manufacturing and 
sales companies. 

UCB Bioproducts 

In December 1999, we entered into a commercial development and supply agreement with UCB Bioproducts for the development and supply 
of Angiomax bulk drug substance. Under the terms of the agreement, UCB Bioproducts is also responsible for developing the Chemilog 
process in coordination with us and obtaining regulatory approval for use of the process. We have agreed to partially fund UCB Bioproducts' 
development activities. This funding is due upon the completion by UCB Bioproducts of development milestones. If UCB Bioproducts 
successfully completes each of these development milestones,.we anticipate that total development funding paid by us will equal approximately 
$9.1 million. Of this $9.1 million, $7.7 million will be paid to UCB Bioproducts for validation batches of Angiomax manufactured using the 
Chemilog process, which we may use for commercial sale following regulatory approval of the Chemilog process. In addition, following 
successful development and regulatory approval of the Chernilog process, we have agreed to purchase Angiomax bulk drug substance' 
exclusively from UCB Bioproducts at agreed upon prices for a period of seven years from the date of the first commercial sale of Angiomax 
produced under the 



Chemilog process. Following the expiration of the agreement, or if we terminate the agreement prior to its expiration, UCB Bioproducts will 
transfer the development technology to us. If we engage a third party to manufacture Angiomax for us using this technology, we will be 
obligated to pay UCB Bioproducts a royalty based on the amount paid by us to the third-party manufacturer. 

In August.1996, we entered into a strategic alliance with PharmaBio Development, Inc., a wholly owned subsidiary of Quintiles Transnational 
Corp. Under the terms of the strategic alliance agreement, ~ h a r m a ~ i oand any of its affiliates who work on our projects will, at no cost to us, 
review and evaluate, jointly with us, development programs we design related to potential or actual product acquisitions. The purpose of this 
collaboration is to optimize the duration, cost, specifications and quality aspects of such programs. PharmaBio and its affiliates have also 
agreed to perform certain other services with respect to our products, including clinical and non-clinical development services, project 
management, project implementation,pharmacoeconomic services, regulatory affairs and post-marketing surveillance services and statistical, 
statistical programming, data processing and data management services. We have agreed to pay PharrnaBio its standard fee for these other 
services, with certain exceptions for exceptional performance by PharmaBio. For more information regarding this alliance, please see 
"~ransactio'nswith Executive Officers, Directors and Five Percent Stockholders." 

Innovex 

In January 1997, we entered into a consulting agreement with Innovex, Inc., a subsidiary of Quintiles, which was subsequently superseded by a 
consulting agreement we executed with Innovex in December 1998. Pursuant to the terms of these agreements, Innovex has provided us with 
consulting sirvices with respect to pharmaceutical marketing and sales. 

In December 2000, we signed a master services agreement and a work order with Innovex to promote Angiomax. Under the agreement and 
work order,-Innovexwill provide a sales force of up to 52 sales representatives, a sales territory management system and o~erationalsupport 
for the launch of Angiomax. Under the terms of the agreement and work order, we have paid Innovex a total of approximately $3.0 million for 
its services through April 30, 2001,. 

COMPETITION 

The development and commercialization of new drugs is competitive and we will face competition from major pharmaceutical companies, 
specialty pharmaceutical companies and biotechnology companies worldwide. Our competitors may develop products or other novel 
technologies that are more effective, safer or less costly than any that have been or are being developed by us, or may obtain FDA approval for 
their products more rapidly than we may obtain approval for ours. 

Due to the incidence and severity of cardiovascular diseases, the market for anticoagulant therapies is large and competition is intense and 
growing. We are developing Angiomax as an anticoagulant therapy for the treatment of ischemic heart disease. There are a number of 
anticoagulant therapies currently on the market, awaiting regulatory approval or in development. 

In general, anticoagulant drugs may be classified in three groups: drugs that directly or indirectly target and inhibit thrombin or its formation, 
drugs that target and inhibit platelets activation and aggregation and drugs that break down fibrin. Indirect thrombin inhibitors include heparin 
and low molecular weight heparins such as Lovenox, Fragmin and pentasaccharide. Direct thrombin inhibitors include Angiomax, Argatroban, 
Melagatran and hirudins such as Refludan. Platelet inhibitors include aspirin, Ticlid Plavix. GP IIbIIIIa inhibitors include ReoPro, Integrilin 
and Aggrastat. Fibrinolytics include Streptase, Activase, Retevase and TNKase. 

Because each group of anticoagulants acts on different clotting factors, we believe that there will be continued clinical work to determine the 
best combination of drugs for clinical use. We plan to position 



Angiornax as an alternative to heparin as baseline anticoagulation therapy for use in patients with ischemic heart disease. We expect Angiomax 
to be used with aspirin alone or in conjunction with other fibrinolytic drugs or platelet inhibitors. We will compete with indirect and direct 
thrombin inhibitors on the basis of efficacy and safety, ease of administration and economic value. Heparin's widespread use and low cost to 
hospitals will provide a selling challenge. 

We do not plan to position Angiomax as a direct competitor to platelet inhibitors such as ReoPro from Centocor, Inc. and Eli Lilly and 
Company, Aggrastat from Merck, Inc. or Integrilin from Cor Therapeutics, Inc. and Schering-Plough Corporation. Similarly, we do not plan to 
position Angiomax as a competitor to fibrinolytic drugs such as Streptase from Aventis S.A., Retevase from Centocor, Inc., and Activase and 
TNKase from Genentech Inc. Platelet inhibitors and fibrinolytic drugs may, however, compete with Angiomax for the use of hospital financial 
resources. Many U.S. hospitals receive a fixed reimbursement amount per procedure for the angioplasties and other treatment therapies they 
perform. . . 

Because this amount is not based on the actual expenses the hospital incurs, U.S. hospitals may be forced to use either Angiomax or a platelet 
inhibitor or fibrinolytic drugs but not both. 

The acquisition or licensing of pharmaceutical products is a competitive area, and a number of more established companies, which have 
acknowledged strategies to license or acquire products, may have competitive advantages as may other emerging companies taking similar or 
different approaches to product acquisition. In addition, a number of established research-based pharmaceutical and biotechnology companies 
may have acquired products in late stages of development to augment their internal product lines. These established companies may have a 
competitive advantage over us due to their size, cash flows and institutional experience. 

Many of our competitors will have substantially greater financial, techmcal and human resources than we have. Additional mergers and 
acquisitions in the pharmaceutical industry may result in even more resources being concentrated in our competitors. Competition may increase 
further as a result of advances made in the commercial applicability of technologies and greater availability of capital for investment in these 
fields. Our success will be based in part on our ability to build and actively manage a portfolio of drugs that addresses unmet medical needs and 
create value in patient therapy. 

PATENTS, PROP,METARY RIGHTS AND LICENSES 

Our success will depend in part on our ability to protect the products we acquire or license by obtaining and maintaining pateni protection both 
in the United States and in other countries. We also rely upon trade secrets, know-how, continuing technological innovations and licensing 
opportunities to develop and maintain our competitive position. We plan to prosecute and defend any patents or patent applications we acquire 
or license, as well as any proprietary technology. 

We have exclusively licensed from Biogen patents and applications for patents covering ~ h ~ i o m a xand Angiomax analogs and other novel 
anticoagulants as compositions of matter, and processes for using Angiomax and Angiomax analogs and other novel anticoagulants. We have 
exclusively licensed from GyneLogix a patent and patent applications covering formulations and uses of the biotherapeuticagent CTV-05 for 
the treatment of urogenital and reproductive health. We have also exclusively licensed from Irnmunotech a patent and patent applications 
covering the pharmaceutical IS-159 and its use for the treatment of acute migraine headache. In each case, we are responsible for prosecuting 
and maintaining such patents and patent applications. In all, as of May 15, 2001, we exclusively licensed 10 issued United States patents and a 
broadly filed portfolio of corresponding foreign patents and patent applications. We have not yet filed any independent patent applications. The 
U.S. patents licensed by us expire at various dates ranging fiom March 2010 to April 2017. 

The patent positions of pharmaceutical and biotechnology firms like us are generally uncertain and involve complex legal, scientific and factual 
questions. In addition, the coverage claimed in a patent application can be significantly reduced before the patent is issued. Consequently, we 
do not know whether any of the applications we acquire or license will result in the issuance of patents or, if any patents are issued, 



whether they will provide significant proprietary protection or will be challenged, circumvented or invalidated. Because patent applications in 
the United States are maintained in secrecy until patents issue, and since publication of discoveries in the scientific or patent literature often 
lags behind actual discoveries, we cannot be certain of the priority of inventions covered by pending patent applications. Moreover, we may 
have to participate in interference proceedings declared by the United States Patent and Trademark Office to determine priority of invention, or 
in opposition proceedings in a foreign patent office, either of which could result in substantial cost to us, even if the eventual outcome is 
favorable to us. There can be no assurance that the patents, if issued, would be held valid by a court of competent jurisdiction. An adverse 
outcome could subject us to significant liabilities to third parties, require disputed rights to be licensed from third parties or require us to cease 
using such technology. 

The development of anticoagulants is intensely competitive. A number of pharmaceutical companies, biotechnology companies, universities 
and research institutions have filed patent applications or received patents in this field. Some of these applications are competitive with 
applications we have acquired or licensed, or conflict in certain respects with claims made under such applications. Such conflict could result in 
a significant reduction of the coverage of the patents we have acquired or licensed, if issued, which would have a material adverse effect on our 
business, financial condition and results of operations. In addition, if patents are issued to other companies that contain competitive or 
conflicting claims and such claims are ultimately determined to be valid, no assurance can be given that we would be able to obtain licenses to 
these patents at a reasonable cost, or develop or obtain alternative technology. 

We also rely on trade secret protection for our confidential and proprietary information. No assurance can be given that others will not 
independently develop substantially equivalent proprietary~informationand techniques or otherwise gain access to our trade secrets or disclose 
such technology, or that we can meaningfully protect our trade secrets. 

It is our policy to require our employees, consultants, outside scientific collaborators, sponsored researchers and other advisors to execute 
confidentiality agreements upon the commencement of employment or consulting relationships with us. These agreements provide that all 
confidential information developed or made known to the individual during the course of the individual's relationship with us is to be kept 
confidential and not disclosed to third parties except in specific circumstances. In the case of employees, the agreements provide that all 
inventions conceived by the individual shall be our exclusive property. There can be no assurance, however, that these agreements will provide 
meaningful protection or adequate remedies for the our trade secrets in the event of unauthorized use or disclosure.of such information. 

LICENSE AGREEMENTS 

Biogen, Inc. 

In March 1997, we entered into an agreement with Biogen for the license of the anticoagulant pharmaceutical bivalirudin, which we have 
developed as Angiomax. Under the terms of the agreement, we acquired exclusive worldwide rights to the technology, patents, trademarks, 
inventories and know-how related to Angiomax. In exchange for the license, we paid $2.0 million on the closing date and are obligated to pay 
up to an additional $8.0 million upon reaching certain Angiomax sales milestones, including the first commercial sales of Angiomax for the 
treatment of AM1 in the United States and Europe. In addition, we are obligated to pay royalties on future sales of Angiomax and on any 
sublicense royalties earned until the later of (1) 12 years after the date of the first commercial sale of the product in a country or (2) the date in 
which the product or its manufacture, use or sale is no longer covered by a valid claim of the licensed patent rights in such country. The 
agreement also stipulates that we use commercially reasonable efforts to meet certain milestones related to the development and 
commercialization of Angiomax, including expending at least $20.0 million for certain development and commercialization activities, which 
we met in 1998. The licenses and rights under the agreement remain in force until our obligation to pay royalties ceases. Either party may 
terminate the agreement for material breach, and we may terminate the agreement for any reason upon 90 days prior written notice. 



GyneLogix, Inc. 

In August 1999, we entered into an agreement with GyneLogix for the license of the biotherapeutic agent CTV-05, a strain of human 
lactobacillus currently under clinical investigation for applications in the areas of urogenital and reproductive health. Under the terms of the 
agreement, we acquired exclusive worldwide rights to the patents and know-how related to CTV-05. In exchange for the license, we have paid 
GyneLogix $400,000 and are obligated to pay up to an additional $100,000 upon reaching certain development and regulatory milestones and 
to hnd  agreed-upon operational costs of GyneLogix related to the development of CTV-05 on a monthly basis subject to a limitation of 
$50,000 per month. In addition, we are obligated to pay royalties on future sales of CTV-05 and on any sublicense royalties earned until the 
date on which the product is no longer covered by a valid claim of the licensed patent rights in a country. The agreement also stipulates that we 
must use commercially reasonable efforts in pursuing the development, c'ornmercialization and marketing of CTV-05 to maintain the license. 
The licenses and rights under the agreement remain in force until our obligation to pay royalties ceases. Either party may tenninate the 
agreement for material breach, and we may terminate the agreement for any reason upon 60 days prior written notice. 

Immunotech S.A. 

In July 1998, we entered into an agreement with Immunotech for the license of the pharmaceutical IS-159 for the treatment of acute migraine 
headache. Under the terms of the agreement, we acquired exclusive worldwide rights to the patents and know-how related to IS-159. In 
exchange for the license, we paid $1.0 million on the closing date and are obligated to pay up to an additional $4.5 million upon reaching 
certain development and regulatory milestones. In addition, we are obligated to pay royalties on future sales of IS-159 and on any sublicense 
royalties earned until the date on which the product is no longer covered by a valid claim of the licensed patent rights in a country. The 
agreement also stipulates that we must use commercially reasonable efforts in pursuing the development, commercialization and marketing of 
IS-159 and meet certain development and regulatory milestones to maintain the license. The licenses and rights under the agreement remain in 
force until our obligation to pay royalties ceases. Either.party may terminate the agreement for material breach, and we may terminate the 
agreement for any reason upon 60 days prior written notice. 

GOVERNMENT REGULATION 

Government authorities in the United States and other countries extensively regulate,among other things, the research, development, testing, 
manufacture, labeling, promotion, advertising, distribution, and marketing of our products. In the United States, the FDA regulates drugs under 
the Federal Food, Drug, and Cosmetic Act, and, in the case of biologics, also under the Public Health Service Act, and implementing 
regulations. Failure to comply with the applicable U.S. requirements may subject us to administrative or judicial sanctions, such as the FDA 
refusal to approve pending applications, warning letters, product recalls, product seizures, total or partial suspension of production or 
distribution, injunctions, andlor criminal prosecution. 

The steps required before a drug may be marketed in the United States include: 

- pre-clinical laboratory tests, animal studies and formulation studies; 

- submission to *e FDA of an investigationalnew drug exemption, or IND, for human clinical testing, which must become effective before 
human clinical trials may begin; 

- adequate and well-controlled clinical trials to establish the safety and efficacy of the drug for each indication; 

- submission to the FDA of an NDA or biologics license application, or BLA; 

- satisfactory completion of.an FDA inspection of the manufacturing facility or facilities at which the drug is produced to assess compliance 
with cGMP; and 

- FDA review and approval of the NDA or BLA. 



Pre-clinical tests include laboratory evaluations of product chemistry, toxicity, and formulation, as well as animal studies. The results of the 
pre-clinical tests, together with manufacturing information and analytical data, are submitted to the FDA as part of an IND, which must become 
effective before human clinical trials may begin. An IND will automatically become effective 30 days after receipt by the FDA, unless before 
that time the FDA raises concerns or questions about issues such as the conduct of the trials as outlined in the IND. In such a case, the IND 
sponsor and the FDA must resolve any outstanding FDA concerns or questions before clinical trials can proceed. Submission of an IND may 
not result in the FDA allowing clinical trials to commence. 

Clinical trials involve the administration of the investigational drug to human subjects under the supervision of qualified investigators. Clinical 
trials are conducted under protocols detailing the objectives of the study, the parameters to be used in monitoring safety, and the effectiveness 
criteria to be evaluated. Each protocol must be submitted to the FDA as part of the investigational new drug exemption. 

Clinical.trials typically are conducted in three sequential Phases, but the phases may overlap or be combined. Each trial must be reviewed and 
approved by an independent Institutional Review Board before it can begin. Phase 1 usually involves the initial introduction of the 
investigational drug into people to evaluate its safety, dosage tolerance, phamacodynamics, and, if possible, to gain an early indication of its 
effectiveness. Phase 2 usually involves trials in a limited patient population to: 

- evaluate dosage tolerance and appropriate dosage; 

- identify possible adverse effects and safety risks; and 

- evaluate the efficacy of the drug for specific indications. 

Phase 3 trials usually further evaluate clinical efficacy and test further for safety by using the drug in its final form in an expanded patient 
population. We cannot guarantee that Phase 1, Phase 2 or Phase 3 testing will be completed successfully within any specified period of time, if 
at all. Furthermore, we or the FDA may suspend clinical trials at any time on various grounds, including a finding that the subjects or patients 
are being exposed to an unacceptable health risk. 

Assuming successfU1 completion of the required clinical,testing, the results of the preclinical studies and of the clinical studies, together with 
other detailed information, including information on the manufacture and composition of the drug, are submitted to the FDA in the form of an 
NDA or BLA requesting approval to market the product for one or more indications. Before approving an application, the FDA usually will 
inspect the facility or the facilities at which the drug is manufactured, and will not approve the product unless cGMP compliance is satisfactory. 
If the FDA determines the application and the manufacturing facilities are acceptable, the FDA will issue an approval letter. If the FDA 
determines the application or manufacturing facilities are not acceptable, the FDA will outline the deficiencies in the submission and often will 
request additional testing or information. Notwithstanding the submission of any requested additional information, the FDA ultimately may 
decide that the application does not satisfy the regulatory criteria for approval. The testing and approval process requires substantial time, 
effort, and financial resources, and we cannot be sure that any approval will be granted on a timely basis, if at all. After approval, certain 
changes to the approved product, such as adding new indications, manufacturing changes, or additional labeling claims are subject to further 
FDA review and approval. 

In December 2000, we received marketing approval from the FDA for Angiomax for use as an anticoagulant in combination with aspirin in 
patients with unstable angina undergoing coronary balloon angioplasty. 

After regulatory approval of a product is obtained, we are required to comply with a number of post-approval requirements. For example, as a 
condition of approval of an application, the FDA may require postmarketing testing and surveillance to monitor the drug's safety or efficacy. In 
the case of Angiomax, the FDA has required us to complete an ongoing 50 patient trial in which we are treating patients with HIT/ HIT'S who 
need coronary balloon angioplasty. 



In addition, holders of an approved NDA or BLA are required to report certain adverse reactions and production problems, if any, to the FDA, 
and to comply with certain requirements concerning advertising and promotional labeling for their products. Also, quality control and 
manufacturing procedures must continue to conform to cGMP after approval, and the FDA periodically inspects manufacturing facilities to 
assess compliance with cGMP. Accordingly, manufacturers must continue to expend time, money, and effort in the area of production and 
quality control to maintain compliance with current good manufacturing practices and other aspects of regulatory compliance. 

We use and will continue to use third-party manufacturers to produce our products in clinical and commercial quantities, and we cannot be sure 
that future FDA inspections will not identify compliance issues at our facilities or at the facilities of our contract manufacturers that may 
disrupt production or distribution, or require substantial resources to correct. In addition, discovery of problems with a product may result in 
restrictions on a product, manufacturer, or holder of an approved NDA or BLA, including withdrawal of the product from the market. Also, 
new government requirements may be established that could delay or prevent regulatory approval of our products under development. ' 

FACILITIES 

As of May 15,2001, we leased approximately 9,000 square feet of office space in Cambridge, Massachusetts and approximately 6,660 square 
feet of office space in Parsippany, New Jersey. We believe our current facilities will be sufficient to meet our needs for the foreseeable future, 
but that additional space will be available on commercially reasonable terms to meet space requirements if they arise. We also have offices in 
Oxford, United Kingdom and Parnell, Auckland, New Zealand. 

LEGAL PROCEEDINGS 

From time to time we have been and expect to continue to be subject to legal proceedings and claims in the ordinary course of business. As of 
May 15, 2001, we were not a party to any material legal proceeding. 

EMPLOYEES 

We believe that our success will depend greatly on our ability to identify, attract and retain capable employees. We have assembled a 
management team with significant experience in drug development and commercialization. 

As of May 15,2001, we employ 75 persons, of whom 12 hold M.D. andlor Ph.D. degrees and 15 hold other advanced degrees. Our employees 
are not represented by any collective bargaining unit, and we believe our relations with our employees are good. 



EXECUTIVE OFFICERS, KEY EMPLOYEES AND DIRECTORS 

Our executive officers, key employees and directors, and their respective ages and positions as of May 15,2001, are.setforth below: 

NAME AGE POSITION 
- - - - - - - - - - - - - - -

Clive A. Meanwell, M.D., ph.D . *  . . . . . . . . . . . . . . . . .  44 Chief Executive Officer, President and 

Peyton J. Marshall, Ph.D. *  . . . . . . . . . . . . . . . . . . . . . .  46 

Glenn P. Sblendorio, M.B.n . *  . . . . . . . . . . . . . . . . . . . .  45 
David M. Stack*. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  50 
John M. Nystrom, Ph.D. *  . . . . . . . . . . . . . . . . . . . . . . . . . .  55 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .Gary Dickinson 49 
David C. Mitchell . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  47 
Frederick K. Paster, M.Sc., M.B.A. . . . . . . . . . . . . .  36 
Thomas P. Quinn* . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  42 
John D. Richards, D.Phil . *  . . . . . . . . . . . . . . . . . . . . . .  44 
Fred M. Ryan, M.B.A. . . . . . . . . . . . . . . . . . . . . . . . . . . .  49 
John W. Villiger, Ph.D. *  . . . . . . . . . . . . . . . . . . . . . . . .  46 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . .Leonard Bell, M.D. 43 
Dennis B. Gillings, Ph.D. . . . . . . . . . . . . . . . . . . . . . .  57 
Stewart J. Hen, M.B.A., M.S. . . . . . . . . . . . . . . . . . . .  34 
Anders D. Hove, M.D., M.Sc., M.B.A.(l). . . . . . . . . .  35 
M. Fazle Husain, M.B.A.(l). . . . . . . . . . . . . . . . . . . . . .  37 
T. Scott Johnson, M.D.(l) . . . . . . . . . . . . . . . . . . . . . . .  53 
Armin M. Kessler, Dh.c.(2). . . . . . . . . . . . . . . . . . . . . .  63 
Nicholas J. Lowcock, M.B.A.(2) . . . . . . . . . . . . . . . . . .  36 
James E. Thomas, M.Sc.(2) . . . . . . . . . . . . . . . . . . . . . . .  40 

Director 
Senior Vice President and Chief Financial 
Officer 
Senior Vice President 
senior Vice President. 
Vice President and Chief Technical Officer 
Vice President 
vice President 
vice President 
vice President 
Vice President 
Vice President 
Vice President 
Director 
Director 
Director 
Director 
Director 
Director 
Director 
Director 
Director 

* Executive Officer 

(1) Member of Audit Committee 

(2) Member of the Compensation Committee 

Set forth below is certain information regarding the business experience during the past five years for each of the above-named persons. 

Clive A. Meanwell, M.D., Ph.D. has been our Chief Executive Officer and President and a director since the inception of our company in July 
1996. From 1995 to 1996,Dr. Meanwell was a Partner and Managing Director at MPM Capital L.P., a venture capital firm. From 1986 to 
1995, Dr. Meanwell lield various positions at Hoffmann-La Roche, Inc., a pharmaceutical company, including Senior Vice President, from 
1992 to 1995, Vice President from 1991 to 1992 and Director of Product Development from 1986 to 1991. Dr. Meanwell was also a member of 
~ o f f m a n n - ~ aRoche's pharmaceutical division operating board, its research and development board and its portfolio management committee. 
During his tenure as Director of Product Development, Dr. Meanwell had responsibility at Hoffmam-La Roche for the development and 
launch of ~ e u ~ o g e n .During his tenure as Vice President, Worldwide Drug Regulatory Affairs, he had management responsibility for the 
regulatory approval of eight new products and nine significant line extensions of products. Dr. Meanwell also led an initiative at Hoffmann-La 
Roche to reengineer the drug development process with the goal of cutting the time and cost of drug development. Dr. Meanwell received his 
M.D. and Ph.D. from the University of Birmingham, United Kingdom. 

Peyton J. Marshall, Ph.D. has been a Senior Vice President since January 2000 and our Chef Financial Officer since joining us in October 
1997. From 1995 to October 1997, Dr. Marshall was based in London as a 



Managing Director and head of European Corporate Financing and Risk Management Origination at Union Bank of Switzerland, an investment 
banking fm.From 1986 to 1995, Dr. Marshall held various investment banking positions at Goldman Sachs and Company, an investment 
banking firm, including head of European product development from 1987 to 1993 and Executive Director, Derivatives Origination from 1993 
to 1995. From 1981 to 1986, Dr. Marshall held several product development positions at The First Boston Corporation, an investment banking 
firm, and was an Assistant Professor of Economics at Vanderbilt University. Dr. Marshall received his Ph.D. in economics from the 
Massachusetts Institute of Technology. 

Glenn P. Sblendorio, M.B.A. has been a Senior Vice President since July 2000, with primary responsibility for business development. From 
1998 to July 2000, Mr. Sblendorio was the Chief Executive Officer and Managing Director of MPM Capital Advisors, LLC, an investment 
bank specializing in healthcare related transactions. From 1997 to 1998, Mr. Sblendorio served as Managing Director at Millennium Venture 
Management, LLC, a strategic consulting firm. From 1996 to 1997, Mr. Sblendorio was the Executive Vice President, Chief Financial Officer 
and Treasurer at PlayNet Technologies, a publicly traded internet company that develops entertainment systems. From 1993 to 1996, Mr. 
Sblendorio was the Senior Vice President and Chief Financial Officer for Sony Interactive Entertainment Inc. From 1981 to 1993, Mr. 
Sblendorio held several positions at Hoffmann-La Roche, Inc., including Vice President of Finance & Administration for Roche Molecular 
Systems and Controller Europe for the AmgenlRoche venture. Mr. Sblendorio received his B.A. in accounting from Pace University and his 
M.B.A. from Fairleigh Dickinson University. Mr. Sblendorio is also a CPA. 

David M. Stack has been a Senior Vice President since April 2000. Under Mr. Stack's employment agreement with us, Mr. Stack has agreed to 
devote at least 24 hours per week to our business. Since January 2000, Mr. Stack has also served as President and General Partner of Stack 
Pharmaceuticals, Inc., a commercialization, marketing and strategy consulting firm serving pharmaceutical companies, and as a Senior Advisor 
to the Chief Executive Officer of Innovex Inc., a contract pharmaceutical organization. Mr. Stack served as President and General Manager of 
Innovex Inc. from May 1995 to December 1999. From April 1993 to May 1995, Mr. Stack served as Vice President, Business Development 
and Marketing at Immunomedics, Inc., a biotechnology company specializing in monoclonal antibodies in diagnostics and therapeutics. From 
September 1981 to March 1993, Mr. Stack was employed by Roche Laboratories, a division of Hoffrnann-La Roche, where he was the 
Rocephin Product Director from June 1989 to December 1992 and Director, Business ~ e v e l o ~ m e n tand Planning, Infectious Disease, 
Oncology and Virology from May 1992 to March 1993. Mr. Stack currently serves as director of Bio Imaging Laboratories, Inc. Mr. Stack 
received his B.S. in biology from Siena College and his B.S. in pharmacy from Albany College of Pharmacy. 

John M. Nystrom, Ph.D. has been a Vice President since October 1998 and our Chief Technical Officer since December 1999. From July 1979 
to October 1998, Dr. Nystrom was employed by the Arthur D. Little, an international technology and management consulting firm. During his 
19 years with the fmhe held numerous positions consulting to the fine chemical, biotechnology and pharmaceutical indus&es. In 1994 he 
was elected a Vice President of the firm, and his last position was that of Vice President and Director. Dr. Nystrom currently serves as a 
director of Cangene Corp. Dr. Nystrom received his B.S. and Ph.D. in chemical engineering from the University of Rhode Island. 

Gary Dickinson has been a Vice President since May 2001 with a focus on human resources activities. From April 2000 to May 2001, Mr. 
Dickinson was the Vice President of Human Resources and Communications at Elementis Specialties, a specialty chemicals manufacturing 
firm.From 1985 to March 2000, Mr. Dickinson held several senior human resources positions at Bristol-Myers Squibb Company, including 
Director of Human Resources for the International Medicines Group, Asia, Middle East and Africa and Director of Human Resources for 
Bristol-Myers Squibb Consumer Group for Europe, Middle East and Africa. Mr. Dickinson holds a B.A. from the University of Sheffield, 
England. 

David C. Mitchell has been a Vice president since December 2000 with a focus on information technology and information systems. His 
responsibilities include planning and implementing worldwide information systems. From February 1999 to December 2000, Mr. Mitchell was 
a Vice President of 



Information Technology for Innovex Americas. From July 1997 to February 1999, Mr. Mitchell was Director of Information Technology at 
NBC. Prior.to joining NBC, Mr. Mitchell served as the Director of Programming and Technology at Walt Disney Pictures and Television for 
twelve years. Mr. Mitchell received his Bachelor of Music from Arizona State University. 

Frederick K. Paster, M.Sc., M.B.A. has been a Vice President since September 1999,with a focus on worldwide product partnering, product 
development strategy and marketJpricing analysis. Mr. Paster is also involved in new product acquisitions and corporate partnerships. From 
1994 until he joined us in September 1998, Mr. Paster was a Manager with The Boston Consulting Group, a management consulting fm. 
From 1990 to 1992, Mr. Paster was located in Germany and Belgium as European Programs Manager for ESI, a computer software and 
services firm. Mr. Paster received his B.S. and M.Sc. degrees in engineering from the Massachusetts Institute of Technology and received his 
M.B.A. from the Harvard Business School. 

~ h o m a sP. Quinn has been a Vice President since April 2000, with a focus on the launch of Angiomax, business development and product in-
licensing. Mr. Quinn has served as a Partner of Stack Pharmaceuticals, Inc. since January 2000 and served as the Vice President of Marketing 
of Stack Pharmaceuticals, Inc. from January 2000 through May 2000. From November 1997 to January 2000, Mr. Quinn was Senior Vice 
President, Business Development at Innovex. From January 1996 to July 1997, Mr. Quinn was employed by the Strategic Planningmew 
Business Development Department of Bristol-Myers Squibb Inc., a pharmaceutical company, where his responsibilities included domestic and 
global portfolio management and franchise development. From April 1992 to December 1995, Mr. Quinn was involved in the commercial start-
up of the U.S. Therapeutics Division of Boehringer Mannheim Corporation, a pharmaceutical company. Mr. Quinn received his B.S. degree 
from Duquesne University. 

John D. Richards, D:Phil. joined us in October 1997 and has been a Vice President since 1999, with a focus on product manufacturing and 
quality. From 1993 until he joined us in October 1997, Dr. Richards was Director of Process Development and Manufacturing at Immulogic 
Pharmaceutical Corporation, a pharmaceutical company. From 1989 to 1993,Dr. Richards was a Technical Manager at Zeneca PLC, a 
pharmaceutical company, where he developed and implemented processes for the manufacture of peptides as pharmaceutical active 
intermediates. In 1986, Dr. Richards helped establish Cambridge Research Biochemicals, a manufacturer of peptide-based products for 
pharmaceutical and academic customers. Dr. Richards received his M.A. and D.Phi1. in organic chemistry from the University of Oxford, 
.UnitedKingdom, and has carried out post-doctoral research work at the Medical Research Councils Laboratory of Molecular Biology in 
Cambridge, United Kingdom. 

Fred M. Ryan, M.B.A. has been a Vice President since April 2000, with a focus on corporate strategic development, new product acquisitions 
and Angiomax commercial development. Under Mr. Ryan's employment agieement with us, Mr. Ryan has agreed to devote at least 24 hours 
per week to our business. Since April 2000, Mr. Ryan has also served as a partner and the Vice President of Business Development of Stack 
Pharmaceuticals, Inc. From July 1991to April 2000, he held senior management positions with Novartis Pharmaceuticals, Inc. in the United 
States in both the Consumer Pharmaceuticals and Prescription Pharmaceuticals businesses &I the areas of Finance, Strategic Planning, Business 
Development and Marketing, serving fiom 1998 to April 2000 as Executive Director Mature Products responsible for managing sales and 
marketing activities for a portfolio of products having annual sales in excess of $500 million. From 1989 to '1991, he served as Assistant 
Controller for Alusuisse-Lonza in the United States. From 1985 to 1988, he served as Senior Financial Manager for Ciba Consumer 
Pharmaceuticals (Ciba). He received his B.S. and B.A. degrees from Bryant College and his M.B.A. fiom Fairleigh Dickinson University. 

John W. Villiger, Ph.D. has been a Vice President since March 1997, with a focus on cardiovascular product development. From December 
1986 until he joined us in March 1997, Dr. Villiger held various positions in product development at Hoffmann-La Roche, including Head of 
Global Project Management from 1995 to 1996 and International Project Director from 1991 to 1995. As Head of Global Project Management, 
Dr. Villiger was responsible for overseeing the development of Hoffrnann-LaRoche'spharmaceutical portfolio, with management responsibility 
for over 50 development programs. As International Project 



Director, Dr. Villiger was responsible for the global development of Tolcapone also known as tasrnar. Dr. Villiger received his Ph.D. in 
neuropharmacology from the University of Otago. 

Leonard Bell, M.D. has been a director since May 2000. Since January 1992, Dr. Bell has served as the President and Chief Executive Officer, 
Secretary and Treasurer of Alexion Pharmaceuticals,.Inc., a pharmaceutical company. From 1991 to 1992, Dr. Bell was an Assistant Professor 
of Medicine and Pathology and co-Director of the Program in Vascular Biology at the Yale University School of Medicine. From 1990 to 1992, 
Dr. Bell was an attending physician at the Yale-New Haven Hospital and an Assistant Professor in the Department of Internal Medicine at the 
Yale University School of Medicine. Dr. Bell was the recipient of the Physician Scientist Award from the National Institutes of Health and 
Grant-in-Aid from the American Heart Association as well as various honors and awards from academic and professional organizations. Dr. 
Bell is the recipient of various honors and awards from academic and professional organizations and his work has resulted in more than 45 
scientific publications, invited presentations and patent applications. Dr. Bell is an invited Member of the State of Connecticut Governor's 
Council on Economic Competitiveness and Technology and a director of Connecticut United For Research Excellence, Inc. He also served as a 
director of the Biotechnology Research and Development Corporation from 1993 to 1997. Dr. Bell received hls A.B. from Brown University 
and M.D. from the Yale University School of Medicine. Dr. Bell is currently an Adjunct Assistant Professor of Medicine and Pathology at the 
Yale University School of Medicine. Dr. Bell also serves as a director of Alexion Pharmaceuticals, 1nL 

Dennis B. Gillings, Ph.D:.hasbeen a director since September 1996. Dr. Gillings has served as Chairman of Quintiles Transnational Corp., 
since its founding by him in 1982. From 1982to March 2000, Dr. Gillings also served as Chief Executive Officer of Quintiles. Quintiles 
provides integrated product development, commercial development and other services to the pharmaceutical, biotechnology, medical device 
and healthcare industries. From 1972 to 1988,Dr. Gillings was a Professor of Biostatistics at the University of North Carolina at Chapel Hill. 
Dr. Gillings serves as a director of WebMD Corporation and Triangle Pharmaceuticals, Inc. Dr. Gillings received his diploma in mathematical 
statistics from Cambridge University and his Ph.D. in mathematics from the University of Exeter, United Kingdom. 

Stewart J. Hen, M.B.A., M.S. has been a director since February 2001. Since May 2000, Mr. Hen has been a Vice President of Warburg Pincus 
LLC. Mr. Hen focuses on investments in the emerging life sciences area, including biotechnology, specialty pharmaceuticals, drug delivery and 
diagnostics. From 1996 to May 2000, Mr. Hen was a consultant at McKinsey & Company, where he advised pharmaceutical and biotechnology 
companies on a range of strategic management issues. Mr. en served at Merck & Company from 1991 to 1994 in both research and 
development and manufacturing positions. Mr. Hen received an M.B.A. from The Wharton School, an M.S. in biochemical engineering from 
Massachusetts Institute of Technology and a B.S. in chemical engineering from the University of Delaware. 

Anders D. Hove, M.D., M.Sc., M.B.A. has been a director since December 1998. Dr. Hove has been a member of the Bellevue Group since 
1996, which focuses on investing in public and private biotechnology companies in the United States and in Europe. From 1991 to 1996, Dr. 
Hove held various positions at Ciba-Geigy Pharmaceuticals Division in clinical development, international marketing and business 
development. Dr. Hove currently serves as a director of Virologic, Inc., a biotechnology company. Dr. Hove received his M.B.A. from 
~ S E A Dand his M.D. from the University of Copenhagen. 

M. Fazle Husain, M.B.A. has been a director since September 1998. Mr. Husain has been affiliated with Morgan Stanley Venture Partners 
since 1991 and is currently a General Partner of Morgan Stanley Venture Partners 111, L.P., a private partnership affiliated with Morgan 
Stanley. Mr. Husain focuses primarily on investments in the health care industry, including health care services, medical technology and health 
care information technology. He currently serves on the board of directors of Allscripts, Inc., Healthstream, Inc. and Cardiac Pathways 
Corporation. Mr. Husain received his Sc.B. degree in chemical engineering from Brown University and his M.B.A. from the Harvard Graduate 
School of Business Administration. 

T. Scott Johnson, M.D. has been a director since September 1996. In July 1999, Dr. Johnson founded JSB Partners, L.P., an investment bank 
focusing on mergers and acquisitions, private financings and corporate alliances within the health care sector. From July 1991to June 1999, Dr. 
Johnson served as a founder and 



managing director of MPM Capital, L.P. Dr. Johnson held academic positions at the Harvard Medical School from 1978 to 1996 and was 
actively involved in both basic science and clinical research at the Beth Israel Hospital and the Brigham and Women's Hospital. Dr. Johnson 
received both his B.A. and M.D. from the University of Alabama: 

Arrnin M. Kessler, Dh.c. has been a director since October 1998. Dr. Kessler joined us after a 35-year career in the pharmaceutical industry, 
which included senior management positions at Sandoz ~harrnaLtd., Basel, United States and Japan (now Novartis Pharma A.G.) and, most 
recently, at Hoffmann-La Roche, Base1 where he was Chief Operating Officer and Head of the Pharmaceutical Division until 1995. Dr. Kessler 
has served as a director of Hoffmann-La Roche, Syntex Corporation and ene en tech, Inc., and Dr. Kessler currently serves as a director of 
Neutherapeutics, Inc., a biopharmaceutical company. Dr. Kessler received his degrees in physics and chemistry from the University of Pretoria, 
his degree in chemical engineering from the University of Cape Town, his law degree from Seton Hall and his honorary doctorate in business 
administration from the University of Pretoria. 

Nicholas J. Lowcock, M.B.A. has been a director since December 2000. He previously served as a director of the Company from September 
1996until December 1998. Mr. Lowcock has been with Warburg Pincus LLC, a venture capital firm, since 1994. Prior to joining Warburg, 
Pincus he was with the Boston Consulting Group and previously worked in the pharmaceutical industry in the United Kingdom. Mr. Lowcock 
serves as a director of Eurand Pharmaceutical Holdings, B.V., Leciva Pharmaceutical Holdings B.V., Craegmoor Healthcare Ltd., PharmaIdea 
B.V. and Aspect Educational Holdings Ltd. Mr. Lowcock is also a director of Project Hope U.K., a charity devoted to improving healthcare in 
developing nations. Mr. Lowcock received'an M.B.A. from the Wharton School of the University of Pennsylvania and a B.A. in Experimental 
Psychology fiom Oxford University. 

James E. Thomas, M.Sc. has been a director since September 1996. Since March 2001, Mr. Thomas has served as Managing Director of 
Thomas, McNerney & Partners, LLC, a healthcare private equity investment fund. From 1989 to May 2000, Mr. Thomas served as Managing 
Director of E.M. Warburg, Pincus & Co., LLC, a venture capital firm. From 1984 to 1989, Mr. Thomas was a Vice President at Goldman Sachs 
International, an investment banking firm, in London. Mr. Thomas currently serves as a director of Transkaryotic Therapies, Inc. Mr. Thomas 
received his B.Sc. in finance and economics from the Wharton School at the University of Pennsylvania and his M.Sc. in economics from the 
London School of Economics. 

BOARD COMPOSITION 

We currently have ten directors, although one of our current directors, Dr. Hove, is not standing for re-election as a director at the annual 
meeting of stockholders to be held on May 31, 2001. Pursuant to the terms of a stockholders' voting agreement that we entered with certain of 
our stockholders in connection with the sale of shares of preferred stock prior to our initial public offering, Messrs. Bell, Gillings, Hen, Hove, 
Husain, Johnson, Lowcock and Thomas were elected to our board of directors. This agreement terminated by its terms upon the completion of 
our initial public offering. However, so long as any of the investors who were party to that agreement, excluding Biotech Growth, S.A., own 
20% percent of our outstanding common stock, they will be entitled to nominate'two individuals to serve as directors, and so long as they own 
10%of our outstanding common stock, they will be able to nominate one individual to serve as a director. Warburg, Pincus is entitled to 
nominate two individuals to serve as directors, and Messrs. Lowcock and Hen serve on our board of directors as representatives of Warburg, 
Pincus. 



Our board of directors is divided into three classes, each of whose members serve for a staggered three-year term. The division of the three 
classes, the directors and their respective election dates are as follows: 

- the class 1 directors are Drs. Gillings, Hove and Johnson, and Mr. Hen, and their term will expire at the annual meeting of stockholders to be 
held on May 31,2001; 

- the class 2 directors are Dr. Meanwell and Messrs. Lowcock and Husain, and their term will expire at the annual meeting of stockholders to 
be held in 2002; and 

- the class 3 directors are Drs. Kessler and Bell and Mr. Thomas, and their term will expire at the annual meeting of stockholders to be held in 
2003. 

At each annual meeting of stockholders, the successors to directors whose terms are to expire will be elected to serve from the time of election 
and qualification until the third annual meeting following their election. The authorized nurnber of directors may be changed only by resolution 
of the board of directors. Any additional directorships resulting from an increase in the number of directors will be distributed among the three 
classes so that, as nearly as possible, each class will consist of one-third of the directors. Thls classification of the board of directors may hive 
the effect of delaying or preventing changes in control or management of our company. 

BOARD COMMITTEES 

Audit Committee. Our audit committee reviews our internal accounting procedures and consults with, and reviews the services provided by, 
our independent public accountants. As of May 15,2001, the members of our audit committee were Drs. Hove and Johnson and Mr. Husain. 

Compensation Committee. Our compensation committee reviews and recommends to the board the compensation and benefits of all of our 
officers and reviews general policies relating to the compensation and benefits of our employees. The compensation committee also 
administers the issuance of stock options and other awards under our stock plans. As of May 15,2001, the members of the compensation 
committee were Dr. Kessler and Messrs. Lowcock and Thomas. 

DIRECTOR COMPENSATION 

Generally, our non-employee directors receive $2,500 from us for each meeting of the board of directors which they attend in person and $500 
for each meeting in which they participate by telephone. The chairmen of our audit and compensation committees receive $1,000 from us for 
each committee meeting he or she attends in person and $500 for each committee meeting in which he or she participates by telephone. 
Directors are reimbursed for expenses in connection with their attendance at board meetings. 

In addition, non-employee directors may receive stock options and other equity awards under our 1998 stock incentive plan and our 2000 
outside director stock option plan. In 1998, we granted Dr. Kessler an option under our 1998 stock incentive plan to purchase 14,600 shares of 
common stock at an exercise price of $1.23 per share. In May 2000, we granted each of Dr. Bell and Mr. Thomas an option under our 1998 
stock incentive plan to purchase 14,600 shares of common stock at an exercise price of $4.79 per share. In December 2000, we granted Mr. 
Lowcock an option under our 2000 outside director stock option plan to purchase 20,000 shares of common stock at an exercise price of $26.00 
per share. In February 2001, we granted Mr. Hen an option under our 2000 outside director stock option plan to purchase 20,000 shares of 
common stock at an exercise price of $14.875 per share. These options vest in 48 equal monthly installments commencing one month after the 
date of grant. 

2000 Outside Director Stock Option Plan 

Our 2000 outside director stock option plan was adopted by our board of directors on May 15, 2000. Under the plan, our non-employee 
directors will be eligible to receive ion-statutory options to purchase shares of our common stock. A total of 250,000 shares of our common 
stock may be issued upon the exercise of 



options granted under the 2000 outside director stock option plan. As of May 15, 2001, options to purchase 40,000 shares of our common stock 
were outstanding under the 2000 outside director stock option plan. 

Under the tenns of the director stock option plan, each non-employee director will be granted an option to purchase 20,000 shares of our 
common stock on the date of his or her initial election to the board of directors. In addition, each non-employee director will receive an option 
to purchase 7,500 shares of our common stock on the date of each annual meeting of our stockholders commencing with the 2001 annual 
meeting of stockholders, other than a director who was initially elected to the board of directors at any such annual meeting. All options 
granted under the plan vest in 48 equal monthly installments commencing one month after the date of grant. The exercise price per share of all 
options will equal the fair market value per share of our common stock on the option grant date. Each grant under the director stock option plan 
will have a maximum term of ten years, subject to earlier termination following the optioneels cessation of service. 

CARDIOLOGY ADVISORY BOARD 

We have established a cardiology advisory board to guide and counsel us on all aspects of interventional cardiology practice. The entire , 
cardiology advisory board meets twice a year, and we contact individual members as needed. Members of this board provide input on product 
research and development strategy, education and publication plans. We do not employ any of the members of the cardiology advisory board, 
and members may have other consulting or advisory contracts. Accordingly, members devote only a small portion of their time to us. In 
addition to the cardiology advisory board, we have consulting relationships with a number of scientific and medical exp& who advise us on a 
project-specific basis. The members of the cardiology advisory board are: 

NAME 
- - - -
Eric J. Topol, M.D., Chair . . .  

Eric R. Bates, M.D . . . . . . . .  

John A. Bittl, M.D. . . . . . . . . .  
Robert M. Califf. M.D . . . . . . .  

Frederick Feit, M.D 

Bernard J. Gersh, M.B., 
Ch.B., D. Phil. . . . . . . . . . . . 

Neal S. Kleiman, M.D . . . . . . . . .  

A. Michael Lincoff, M.D. 

Jeffrey J. Popma, M.D 

Jeffrey I. Weitz, M.D 

Harvey White, D.Sc. . . . . . . . . . .  

AFFILIATION 
- - - - - - - - - - -

The Cleveland Clinic 
Foundation 
University of Michigan 
Medical Center 
Ocala Heart Institute 
Duke University Clinical 
Research Institute 

New York University Medical 
Center/Tisch Hospital 

Mayo Clinic 
The Methodist Hospital 

The Cleveland Clinic 
Foundation 
Cardiology Research . . 

Foundation 
McMaster University, Canada 

Green Lane Hospital, New 
Zealand 

TITLE 
- - - - -

Chairman and Professor, 
Department of Cardiology 
Professor, Internal Medicine 

Interventional Cardiologist 
Associate Vice Chancellor, 
Clinical Research, Professor 
of Medicine, CEO 
Director, Cardiac 
Catheterization Laboratory 

Professor of Medicine 
Assistant Director, Cardiac 
Catheterization Laboratories 
Director, Experimental 
Interventional Laboratory 
Executive Director 

Professor of Medicine and 
Director, Experimental 
Thrombosis and 
Atherosclerosis Group 
Director of Cardiovascular 
Research and Coronary Care 



EXECUTIVE COMPENSATION 

The following table presents summary information for the years ended December 31, 1999 and 2000, regarding the compensation of each of 
our most highly compensated executive officers. 

Summary Compensation Table 

NAME AND POSITION YEAR 
- - - - - - - - - - - - - - - - - - - - -

. . . . . . . . . . . . . . . . . . . . .Clive A. Meanwell, M.D., Ph.D 2000 
President and Chief Executive Officer 1999 

Peyton J. Marshall, Ph.D . . . . . . . . . . . . . . . . . . . . . . . . . .  2000 
Senior Vice President and Chief Financial 

Officer 1999 
John W. Villiger, Ph.D . . . . . . . . . . . . . . . . . . . . . . . . . . . .  2000 

Vice President 1999 
John M. Nystrom, Ph.D . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  2000 

Vice President and ChieE Technical Officer 1999 
John D. Richards, D. Phil. . . . . . . . . . . . . . . . . . . . . . . .  2000 

Vice President 1999 

ANNUAL COMPENSATION 
- - - - - - - - - - - - - - - - - - -
SALARY BONUS 

- - - - .- - - - - - - - - -

$250,000 $85,000 
$200,000 -. 

$200,000 $70,000 

Option Grants in 2000 

The following table summarizes information regarding options granted to each of the individuals listed in the summary compensation table as 
of December 31,2000. 

Amounts in the following table represent'hypothetical gains that could be achieved for the respective options if exercised at the end of the 
option term. The 0%, 5% and 10%assumed annual rates of compounded stock price appreciation are mandated by the rules of the Securities 
and Exchange Commission and do not represent an estimate or projection of our future common stock prices. These amounts represent certain 
assumed rates of appreciation in the value of our common stock from the fair market value on the date of grant. Actual gains, if any, on stock 
option exercises are dependent on the future performance of the common stock and overall stock market conditions. The amounts reflected in 
the following table may not necessarily be achieved. 



INDIVIDUAL GRANTS(1) 
............................................................. 

NAME 
- - - -
Clive A. Meanwell. M.D. 

Ph.D . . . . . . . . . . . . . . . . .  

Peyton J .  Marshall, 
Ph.D . . . . . . . . . . . . . . . . . . . . .  

John W. Villiger, Ph.D. 

John M. Nystrom, Ph.D. 

John D. Richards, D. 
Phil . . . . . . . . . . . . . . . . . . . . .  

NUMBER OF 
SECURITIES 
OPTIONS 
GRANTED 

PERCENT OF 
OPTIONS 

GRANTED TO 
EMPLOYEES 
IN 2000 

- - - - - - - - - -

.3% 
0.1% 
9.5% 

0% 
0% 

1.1% 
0.1% 
6.2% 
D. 7% 
0.7% 
1.0% 
0.1% 
3.6% 
0.7% 
0.7% 
1.3% 
0.1% 
0.6% 
1.0% 
1.0% 

0.5% 
0.2% 
0.5% 
0.2% 
0.2% 

EXERCISE 
PRICE PER 

SHARE 

MARKET 
PRICE PER 

SHARE 
- - - - - - - - -

$ 7.00(3) 
$11.20(3) 
$12.60(3) 
$26.00 
$24.25 

$ 7.00(3) 
$11.20(3) 
$12.60(3) 
$26.00 
$24.25 
$ 7.00(3) 
$11.20(3) 
$14.00(3) 
$26.00 
$24.25 
$ 7.00(3) 
$11.20(3) 
$12.60(3) 
$26.00 
$24.25 

$ 7.00(3) 
$11.20(3) 
$12.60(31 
$26.00 
$24.25 

EXPIRATION 
DATE 

.---------

1/11/10 
3/1/10 

5/15/10 
12/12/10 
12/15/10 

1/11/10 
3/1/10 

5/15/10 
12/12/10 
12/15/10 
1/11/10 
3/1/10 
6/6/10 

12/12/10 
12/15/10 
1/11/10 
3/1/10 

3/23/10 
12/12/10 
12/15/10 

1/11/10 
3/1/10 

3/23/10 
12/12/10 
12/15/10 

POTENTIAL REALIZABLE VALUE AT ASSUMED 
ANNUAL RATES OF STOCK PRICE 

APPRECIATION FOR OPTION TERM 
....................................... 

0% 5% 10% 
- - - - - - - - - - - -.---------- - - - - - - - - - -

(1) Our 1998 stock incentive plan provides that stock options which are otherwise unvested may be exercised for restricted stock which is 
subject to vesting and a repurchase option. 

(2) Eighty percent of the shares underlying the option will vest in 48 equal monthly installments ending January 11, 2004. Twenty percent of 
the shares underlying the option vested upon FDA approval of Angiomax. 

(3) For all options granted prior to our initial public offering in August 2000, the market price per share was determined based on the estimated 
initial public offering price of our conlmon stock as used to determine compensation expense as required by the SEC. 

(4) Two-thirds of the shares underlying the option vested upon FDA approval of Angiomax. One-third of the shares underlying the option will 
' vest six months following FDA approval of Angiomax. 

(5) The option will vest in 48 equal monthly installments commencing one month following the date of grant. 

Option Values at December 31,2000 

The following table presents the number and value of securities underlying unexercised options that are held by each of the individuals listed in 
the summary compensation table as of December 31, 2000. No shares were acquired upon the exercise of stock options by 'these individuals . 

during the year ended December 31,2000. 

Amounts shown under.the column "Value of Unexercised In-the-Money Options at December 31,2000" are based on the closing sale price on 
December 29,2000 of $20.50 per share, without taking into account any taxes that may be payable inconnection with the transaction, 
multiplied by the number of shares underlying the option, less the exercise price payable for these shares. 



NAME 

NUMBER OF 
SECURITIES UNDERLYING VALUE OF UNEXERCISED 

UNEXERCISED OPTIONS IN-THE-MONEY OPTIONS 
SHARES AT DECEMBER 31, 2000 AT DECEMBER 31, 2000 

ACQUIRED VALUE . . . . . . . . . . . . . . . . . . . . . . . . . . .  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
ON EXERCISE REALIZED EXERCISABLE UNEXERCISABLE EXERCISABLE UNEXERCISABLE(1)- - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -

C l i v e  A .  Meanwell, M.D.,
Ph.D . . . . . . . . . . . . . . . . . . . . . . . . .  - - - - 96,145 369,516 $1,709,272 $5,078,649 

P e y t o n  J. Marshall, Ph.D . . . . . . .  .- - - 51,878 238,548 $ 900,957 $3,151,696 
John W. V i l l i g e r ,  Ph.D. . . . . . . . .  61,648 $793,068 13,687 140,813' $ 214,961 $1,504,789 
John M .  Nystrom, Ph .D  . . . . . . . . . .  29,200 $347,670 32,826 135,725 $ 633,136 $1,450,830 
John D .  Richards,  D. P h i l  . . . . . .  - - - - 15,812 41,253 s 299,590 $ 480,028 

(1) Our 1998 stock incentive plan provides that stock options which are otherwise unvested may be exercised for restricted stock which is 
subject to vesting and a repurchase option. 

EMPLOYMENT AGREEMENTS 

Dr. Meanwell serves as our President and chief ~xecutiveOfficer pursuant to the terms of an employment agreement dated September 5, 1996. 
This agreement renews automatically on a yearly basis unless either party provides written notice of non-renewal. Pursuant to the terms of the 
agreement, Dr. Meanwell's annual compensation is determined by the board of directors. If Dr. Meanwell terminates his employment for good 
reason, as defined & the agreement, or if we elect to voluntarily terminate his employment, Dr. Meanwell will be entitled to three months 
salary and the same health, disability and other benefits as were provided during his employment for a period of three months after the date of 
his termination. Dr. Meanwell has agreed not to compete with us during the term of his employment and for a period of one year after his 
termination. 

Dr. Marshall serves as our Chief Financial Officer pursuant to the terms of an employment agreement dated October 20, 1997.This agreement 
renews automatically on a yearly basis unless either party provides written notice of non-renewal. Pursuant to the terms of the agreement, Dr. 
Marshall's annual compensation is determined by the board of directors. If Dr. Marshall terminates his employment for good reason, as defined 
in the agreement, or if we elect to voluntarily terminate his employment, Dr. Marshall will be entitled to three months salary and the same 
health, disability and other benefits as were provided during his employment for a period of three months after the date of his termination. Dr. 
Marshall has agreed not to compete with us during the term of his employment and for a period of one year after his termination. 

Dr. Villiger serves as one of our vice presidents pursuant to the terms of an,employment agreement dated March 10, 1997. This agreement 
renews automatically on a yearly basis unless either party provides written notice of non-renewal. Pursuant to the terms of the agreement, Dr. 
Villiger's annual compensation is determined by the board of directors. If Dr. Villiger terminates his employment for good reason, as defined in 
the agreement, or if we elect to voluntarily terminate his employment, Dr. Villiger will be entitled to three months salary and the same health, 
disability and other benefits as were provided during his employment for a period of three months after the date of his termination. Dr. Villiger 
has agreed not to compete with us during the term of his employment and for a period of one year after his termination. 

Dr. Nystrom serves as our Chef Technical Officer pursuant to the terms of an employment agreement dated September 29, 1998. This 
agreement renews automatically on a yearly basis unless either party provides written notice of non-renewal. Pursuant to the terms of the 
agreement, Dr. Nystrom's annual compensation is determined by the board of directors. If Dr. Nystrom terminates his employment for good 
reason, as defined in the agreement, Dr. Nystrom will be entitled to up to six months salary and the same health, disability and other benefits as 
were provided during his employment for a period of six months after the date of his termination. If we elect to voluntarily terminate his 
employment, Dr. Nystrom will be entitled to up to three months salary and the same health, disability and other benefits as were provided 
during his employment for a period of three months after the date of his termination. Dr. Nystrom has agreed not to compete with us during the 
term of his employment and for a period of one year after his tefmination. 



Dr. Richards serves as one of our vice presidents pursuant to the terms of an employment agreement dated October 16, 1997. This agreement 
renews automatically on a yearly basis unless either party provides written notice of non-renewal. Pursuant to the terms of the agreement, Dr. 
Richards' annual compensation is determined by the board of directors. If Dr. Richards terminates his employment for good reason, as defined 
in the agreement, or if we elect to voluntarily terminate his employment, Dr. Rjchards will be entitled to three months salary and the same 
health, disability and other benefits as were provided during his employment for a period of three months after the date of hls termination. Dr. . 

Richards has agreed not to compete with us during the term of his employment and for a period of one year after his termination. 

EMPLOYEE BENEFIT PLANS 

1998 Stock Incentive Plan 

We adopted our 1998 stock incentive plan in April 1998 and have reserved 4,368,259 shares of our common stock for issuance under the 1998 
plan. As of May 15, 2001, options to purchase 3,457,581 shares of our common stock were outstanding and 3 18,128 shares of common stock 
have been issued upon the exercise of stock options. 

Our 1998plan provides for the grant of incentive stock options, nonstatutory stock options, restricted stock and other stock-based awards. Our 
oficers, employees, directors, consultants and advisors, and those of our subsidiaries, are eligible to receive awards under the 1998plan, 
however, incentive stock options may only be granted to our employees. 

.Our board of directors administers the 1998 plan, although it may delegate its authority to one or'more of its committees and, in limited 
circumstances, to one or more of our executive officers. Our board of directors has authorized the compensation committee to admnister the 
plan, including the granting of options to our executive officers. In accordance with the provisions of the 1998 plan, our compensation 
committee selects the recipients of awards and determines the: 

- number of shares of common stock covered by options and the dates upon which such options become exercisable; 

- exercise price of options; 

- duration of options; and 

- number of shares of common stock subject to any restricted stock or other stock-based awards and the terms and conditions of such awards, 
including the conditions for repurchase, issue price and repurchase price. 

In the event of a merger or other acquisition event, our board of directors must provide for all outstanding awards under the 1998plan to be 
assumed or substituted for by the acquiror. If the acquiror does not assume or substitute for outstanding awards, our board of directors may 
provide that all unexercised options will become exercisable in full prior to the completion of the event and that these options will terminate 
upon completion of the event if not previously exercised. If our stockholders will receive cash in the acquisition event, any options that would 
become exercisable will be converted into cash. If any of these events constitutes a change in control, the'assumed or substituted options will 
be immediately exercisable in full if the holder of the options is terminated by the acquiror within one year of the change in control. 

No award may be granted under the 1998plan after April 13,2008 but the vesting and effectiveness of awards granted before April 13,2008 
may extend beyond those dates. Our board of directors may at any time amend, suspend or terminate the 1998 plan except that no award 
granted after an amendment of the plan and designated as subject to Section 162(m)of the Internal Revenue Code by our board of directors 
shall become exercisable, realizable or vested, to the extent such amendment was required to grant such award, unless and until such 
amendment is approved by our stockholders. 



2000 Employee Stock.PurchasePlan 

Our 2000 Employee Stock Purchase Plan was adopted by our board of directors on May 15,2000. The purchase plan became effective upon 
the completion of our initial public offering. The purchase plan authorizes the issuance of up to a total of 255,500 shares of our common stock 
to participating employees. 

All of our employees, including our directors who are employees and all employees of any participating subsidiaries, whose customary 
employment is for more than five months in any calendar year, are eligible to participate in the purchase plan. Employees who would, 
immediately after an option grant, own 5% or more of the total combined voting power or value of our stock or the stock of any of our 
subsidiaries are not eligible to participate in the purchase plan. As of May 15,2001, 24 of our employees participate in the purchase plan. 

Under the purchase plan, we make offerings to our employees to purchase stock beginning on dates established by our board of directors. Each 
offering commencement date begins a six-month period during which payroll deductions are made and held for the purchase of our common 
.stockat the end of the purchase plan period. The first offering period under the purchase plan commenced on September 1,2000 and ended on 
February 28, 2001, at which time we issued 6,662 shares to 21 participating employees. The second offering period began on March 1,2001 
and will end on August 31,2001. 

. . 

On the first day of a designated payroll deduction period, or offering period, we will grant to each eligible employee who has elected to 
participate in the purchase plan an option to purchase shares of our common stock as follows: the employee may authorize between 1% and 
10% of his or her base pay to be deducted by us during the offering period. On the last day of the offering period,,the employee is deemed to 
have exercised the option, at the option exercise price, to the extent of accumulated payroll deductions. Under the terms of the purchase plan, 
the option exercise price is an amount equal to 85% of the closing price, as defined in the purchase plan, per share of our common stock on 
either the first day or the last day of the offering period, whichever is lower. In no event may an employee purchase inany one offering period 
a number of shares which exceeds the number of shares determined by dividing (a) the product of $2,083 and the number or fraction of months 
in the offering period by (b) the closing price of a share of our common stock on the commencement date of the offering period. Our board of 
directors.may, in its discretion, choose an offering period of 12 months or less for each offering and may choose a different offering period for 
each offering. 

An employee who is not a participant on the last day of the offering period is not entitled to exercise any option, and the employee's 
accumulated payroll deductions will be refunded. An employee's rights under the purchase plan terminate upon voluntary withdrawal from the 
pwchase plan at any time, or when the employee ceases employment for any reason, except that upon termination of employment because of 
death, the employee's beneficiary has certain rights to elect to exercise the option to purchase the shares that the accumulated payroll 
deductions in the employee's account would purchase at the date of death. 

Because participation in the purchase plan is voluntary, we cannot now determine the number of shares of our common stock to be purchased 
by any particular current executive officer, by all current executive officers as a group or by non-executive employees as a group. 

401(k) Plan 

Our employee savings and retirement plan is qualified under Section 401 of the Internal Revenue Code. Our employees may elect to reduce 
their current compensation by up to the statutorily prescribed annual limit and have the amount of such reduction contributed to the 401(k) 
plan. We may make matching or additional contributions to the 401(k) plan in amounts to be determined annually by our board of directors. 
We have not made any matching contributions or additional contributions to date. 

CHANGE IN CONTROL ARRANGEMENTS 

The terms of restricted stock agreements between us and certain of our employees, as well as the option agreements evidencing the grant of 
options under the 1998 plan, provide that in the event that we consummate 



an acquisition, as defined in the agreements, and the employee or optionholder, within a period of one year after the acquisition: 

(1) is terminated without cause; 

(2) is terminated as the result of death, severe physical or mental disability; or 

(3) terminates his or her employment for good reason in accordance with the terms of the agreements, the shares covered by such agreements 
shall vest in full. 

TRANSACTIONS WITH EXECUTIVE OFFICERS, DIRECTORS AND 
FIVE PERCENT STOCKHOLDERS 

Since our incorporation in July 1996, we have engaged in the following transactions with our directors, officers and holders of more than five 
percent of our voting securities and affiliates of our directors, executive officers and five percent stockholders: 

ISSUANCE OF SERIES A PREFERRED STOCK 

In September 1996, we issued 4,675 units, each unit consisting of one share of our series A preferred stock and 365 shares of our common 
stock, at price per unit of $1,000 for a total purchase price of $4.7 million. Of the 4,675 units sold, 4,009 units were sold to the following 
directors, executive officers and five percent stockholders and their affiliates: 

SERIES A 
NAME PREFERRED STOCK COMMON STOCK PURCHASE PRICE 
- - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - ---------.--.-

Warburg, Pincus Venture Partners, L.P . . . . .  2,000 730,000 $2,000,000 
PharmaBio Development Inc . . . . . . . . . . . . . . . . .  1,425 520,125 1,425,000 
MPM Capital L.P . . . . . . . . . . . . . . . . . . . . . . . . . . .  250 91,250 250,000 
Clive A. Meanwell . . . . . . . . . . . . . . . . . . . . . . . . .  167 60,955 167,000 
T. Scott Johnson . . . . . . . . . . . . . . . . . . . . . . . . . .  167 60,955 167,000 

In June and December 1997, we issued an aggregate of 34,456 units, each unit consisted of one share of our series A preferred stock and 
208.571 shares of common stock, at price per unit of $1,000 for a total purchase price of $34.6 million. Of the 34,456 units sold, 32,670 units 
were sold to the following directors, executive officers and five percent stockholders and their affiliates: 

NAME 
- - - -
Blotech Growth S.A. . . . . . . . . . . . . . . . . . . . . . . .  
Warburg, Pincus Venture Partners, L.P . . . . .  
PharmaBio Development Inc . . . . . . . . . . . .  : . . . .  
Clive A. Meanwell . . . . . . . . . . . . . . . . . . . . . . . . .  
Peyton J. Marshall . . . . . . . . . . . . . . . . . . . . . . . .  
John W. Villiger . . . . . . . . . . . . . . . . . . . . . . . . . .  

SERIES A 
PREFERRED STOCK COMMON STOCK 
- - - - - - - - - - - - - - - - - - - - - - - - - - -

15,000 3,128,571 
14,000 2,920,000 
2,670 556,880 

550 114,714 . 
350 73,000 
100 20,856 

PURCHASE PRICE 
- - - - - - - - - - - - - -
$15,000,000 
14,000,000 
2,670,000 

550,000 
350,000 
100.000 

In April 1997, we issued three promissory notes in the principal amounts of $1.2 million and $610,000 to Warburg, Pincus and Biotech Target, 
an affiliate of Biotech Growth, respectively. The outstanding principal amount of these notes was converted into units in the June 1997 
financing. 

EXCHANGE 

In August 1998, the holders of the units issued in 1996 and 1997 exchanged these units, as well as shares of our series A preferred stock issued 
as stock dividends in December 1997 and August 1998, into shares of our series I and I1 convertible preferred stock. Stockholders who 
purchased units in 1996 received shares of our series I convertible preferred stock and those who purchased units in 1997received shares of 
series I1 



convertible preferred stock. The following directors, executive officers and five percent stockholders and their affiliates received shares in the 
exchange: 

NAME 
- - - -
Biotech Growth S.A. . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

. . . . . . . . .Warburg, Pincus Venture Partners, L.P. 
. . . . . . . . . . . . . . . . . . . . .PharmaBio Development Inc. 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .Clive A. Meanwell 
MPM Capital L.P. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Peyton J. Marshall . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
T. Scott Johnson . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
John W. Villiger . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

SERIES I 
PREFERRED STOCK 
- - - - - - - - - - - - - - -

SERIES I1 
PREFERRED STOCK 
- - - - - - - - - - - - - - -

4,621,143 
4,283,143 

818,286 
165,143 

- -
104,000 

- -
29,714 

All shares of series I and series 11convertible preferred stock, including accrued dividends on such stock from August 1,2000 through August 
11, 2000, the date of the closing of our initial public offering, automatically converted into an aggregate of 10,932,334 shares of common stock 
upon the closing of our initial public offering. 

ISSUANCE OF SERIES I11 CONVERTIBLE PREFERRED STOCK 

In August 1998, we issued an aggregate of 8,399,593 shares of series I11 preferred stock at a price per share of $4.32 for a total purchase price 
of $36.3 million. Of the 8,399,593 shares, 6,643,519 shares were sold to the following directors, executive officers and five percent 
stockholders and their affiliates: 

NAME 
- - - -
Warburg, Pincus Venture Partners, L.P. . . . . . .  
Morgan Stanley Venture Partners 111, L.P. and 

. . . . . . . . . . . . . . . . . . . . . . .its affiliated funds 
Alta Partners . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Biotech Growth S.A. . . . . . . . . . . . . . . . . . . . . . . . . .  
Clive A. Meanwell . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Peyton J. Marshall . . . . . . . . . . . . . . . . . . . . . . . . . . .  

SERIES 111 
CONVERTIBLE PREFERRED PURCHASE PRICE 

- - - - - - - - - - - - - -
$10,999,999 

All shares of our series I11 convertible preferred stock, including accrued dividends on such stock from August 1,2000through August 11, 
2000, the date of the closing of our initial public offering, automatically converted into an aggregate of 7,038,398 shares of our common stock 
upon the closing of our initial public offering. 

1999 DIVIDEND 

In July 1999, we issued a stock dividend on all outstanding shares of series I convertible preferred stock, series I1 convertible preferred stock 
and series I11 convertible preferred stock. In connection with the. dividend, we issued 172,005 shares of series I convertible preferred stock, 
725,214 shares of series I1 convertible preferred stock and 571,510 shares of series I11 convertible preferred stock. The dividend covered the 
period from August 8, 1998 to July 31, 1999 with respect to series I and I1 convertible preferred stock and August 12, 1998 to July 31, 1999 
with respect to the series 111convertible preferred stock. 

NOTE FINANCINGS 

In October 1999, we issued convertible promissory notes in the aggregate principal amount of $6.0 million. The notes bore interest at a rate of 
8% per year and were redeemable on January 15,2001. In connection with the issuance of the notes, we issued common stock purchase 
warrants to purchase an aggregate of 1,013,877 shares of common stock with an exercise price of $5.92 per share. The warrants must 



be exercised by October 19,2004.The following directors, executive officers and five percent stockholders and their affiliates purchased notes 
and warrants: 

NAME 
- - - -
Warburg, Pincus Venture Partners, L.P. . . . . . . . . . . .  
Morgan Stanley Venture Partners 111, L.P. and its 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .affiliated funds 
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .Alta Partners 

. . . . . . . . . . . . . . . . . . . . . . .PharmaBio Development Inc. 
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . .Biotech Growth S.A. 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .Clive A. Meanwell 
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .Peyton J. Marshall 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .T. Scott Johnson 
John M. Nystrom. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
John W. Villiger. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

NOTES 
- - - - - - - - - -
$2,750,000 

WARRANTS 
TO PURCHASE 
COMMON STOCK 
- - - - - - - - - - - -

464,699 

In March 2000, we issued convertible promissory notes in the aggregate principal amount of $13.3 million. The notes bore interest at a rate of 
8% per year and were redeemable on January 15,2001. In connection with the issuance of the notes, we issued common stock purchase 
warrants to purchase an aggregate of 2,255,687 shares of common stock with an exercise price of $5.92 per share. The warrants must be 
exercised by March 2,2005. The following directors, executive officers and five percent stockholders and their affiliates purchased notes and 
warrants: 

NAME 
- - - -

. . . . . . . . . . .Warburg, Pincus Venture Partners, L.P. 
Biotech Growth S.A. . . . . . ? . . . . . . . . . . . . . . . . . . . . . . . .  
Morgan Stanley Venture Partners 111, L.P. and its 

affiliated funds. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
. . . . . . . . . . . . . . . . . . . . . . .PharmaBio Development Inc. 

Alta Partners. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Armin M. Kessler . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Clive A. Meanwell . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .T. Scott Johnson 
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .Peyton J. Marshall 

John M. Nystrom . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
John W. Villiger . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

NOTES 
- - - - - - - - - -
$4,800,000 
3,500,000 

WARRANTS 
TO PURCHASE 
COMMON STOCK 
- - - - - - - - - - - -

811,111 
591,435 

On May 17, 2000, the outstanding aggregate principal amount of the notes issued in October 1999 and March 2000, and accrued interest 
thereon, were converted into an aggregate of 4,535,366 shares of our 



series IV convertible preferred stock. The following directors, executive officers and five percent stockholders and their affiliates received 
4,100,748 shares of our series IV preferred stock in the conversion: . 

NAME NOTES 
- - - - - - - - - - - - - -
Warburg, Pincus Venture Partners, L.P. . . . . . . . . . . .  $7,639,901 
Biotech Growth S.A. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  4,060,110 
Morgan Stanley Venture Partners 111, L.P. and its 

affiliated funds . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  1,797,789 
Alta Partners . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  1,724,556 
PharmaBio Development Inc . . . . . . . . . . . . . . . . . . . . . . . . .  1,691,752 
Clive A. Meanwell . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  353,874 
Armin M. Kessler . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  203,332 
Peyton J. Marshall . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  111,225 
T. Scott Johnson . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  82,283 
John M.  Nystrom . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  30,239 
John W. Villiger . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  20,203 

SERIES IV 
PREFERRED STOCK 
- - - - - - - - - - - - - - -

1,768,495 
939,840 

416,153 
399,201 
391,609 
81,915 
47,067 
25,746 . 
19,047 
6,999 
4,676 

In May 2000, we issued an aggregate of 1,411,000 shares of our series IV convertible preferred stock at a primper share of $4.32 for a total 
purchase price'of $6.1 million. Of the 1,411,000shares, 1,275,000 shares were sold to the following directors, executive officers and five 
percent stockholders and their affiliates: 

NAME 
- - - -
Warburg, Pincus Venture Partners, L.P. . . . . . . . . . . . . . .  
Biotech Growth S.A. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Morgan Stanley Venture Partners 111, L.P. and its 

affiliated funds . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Alta Partners . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
PharmaBio Development Inc. . . . . . . . . . . . . . . . . . . . . . . . . . .  

SERIES IV 
PREFERRED 

STOCK PURCHASE PRICE 
- - - - - - - - - - - - - - - - - - - - - - -
555,000 $2,397,600 
345,000 1,490,400 

All shares of our series IV convertible preferred stock, including the shares issued upon the conversion of the notes, including accrued 
dividends on such stock from August 1, 2000 through August 11, 2000, the date of the closing of our initial public offering, automatically 
converted into an aggregate of 4,4 11,003 shares of common stock upon the consummation of our initial public offering. 

2000 DIVIDEND 

In July 2000, we issued a stock dividend on all outstanding shares of series I convertible preferred stock, series I1 convertible preferred stock, 
series I11 convertible preferred stock and series IV convertible preferred stock. In connection with the dividend we issued 187,458 shares of 
series I convertible preferred stock, 790,358 shares of series I1 convertible preferred stock, 629,530 shares series I11 convertible preferred stock 
and 84,394 shares of series.IV convertible preferred stock. The dividend covered the period from August 1, 1999 to July 3 1,2000 with respect 
to the series I, I1 and I11 convertible preferred stock and May 17,2000 to July 31,2000 with respect to the series IV convertible preferred stock. 



MAY 2001 PRIVATE PLACEMENT 

In May 2001, we sold the 4,000,000 shares of our common stock covered by this prospectus at a price per share of $11.OO for a total purchase 
price of $44.0 million. Of the 4,000,000 shares, 1,720,000 shares were sold to the following directors, executive officers and five percent 
stockholders and their affiliates: 

NAME 
.- - -
warburg, Pincus Venture Partners, L.P . . .  
Alta Partners . . . . . . . . . . . . . . . . . . . . . . . . . . .  

. . . . . . . . . . . . . . .PharmaBio Development Inc 
Clive A. Meanwell . . . . . . . . . . . . . . . . . . . . . . .  

. . . . . . . . . . . . . . . . . . . . . . . .T. Scott Johnson 
. . . . . . . . . . . . . . . . . . . . .Glenn P. Sblendorio 

COMMON STOCK 
- - - - - - - - - - - -
1,050,000 

450,000 
200,000 
10,000 
5,000 
5,000 

PURCHASE PRICE 
- - - - - - - - - - - - - -
$11,550,000 
4,950,000 
2,200,000 

110.000 
55,000 
55,000 

CERTAIN RELATIONSHIPS 

In August 1996, we entered into a strategic alliance with PharmaBio Development, Inc., a wholly owned subsidiary of Quintiles Transnational 
Corp. Under the terms of the strategic alliance agreement, PharmaBio and any of its affiliates who work on our projects will, at no cost to us, 
review and evaluate, jointly with us, development programs we design related to potential or actual product acquisitions. The purpose of this 
collaboration is to optimize the duration, cost, specificationi and quality aspects of such programs. PharmaBio and its affiliates have also 
agreed to perform other services with respect to our products, including clinical and non-clinical development services, project management, 
project implementation, pharmacoeconomic services, regulatory affairs and post-marketing surveillance services and statistical, statistical 
programming, data processing and data management services pursuant to work orders agreed to by us and PharmaBio from time.to time. 
Through April 30, 2001, we had entered into approximately 40 work orders with PharrnaBio and had paid PharmaBio a total of $1 1.9 million. 
We have outstanding obligations to PharmaBio of an additional $630,000 under outstanding work orders. 

In addition, under the strategic alliance agreement, if PharmaBio and its affiliates exceed performance milestones agreed upon prior to the 
initiation of services under any work order, we will pay certain bonuses (not to exceed 10% of the net revenues PharmaBio and its affiliates 
received for such services) which, at.the option of PharmaBio, may be paid in shares of our common stock. To date, performance milestones 
have been requested and agreed upon for one work order out of the work orders completed or outstanding, and no such agreed upon milestones 
remain outstanding. 

Innovex 

In January 1997, we entered into a consulting agreement with Innovex, Inc., a subsidiary of Quintiles, which was subsequently superseded by a 
consulting agreement we executed with Innovex in December 1998.Pursuant to the terms of these agreements, Innovex has provided us with , 

consulting services with respect to pharmaceutical marketing and sales. Since December 1997, we have also entered into various clinical 
services agreements with Innovex pursuant to which Innovex has provided project management, clinical monitoring, site management, medical 
monitoring, regulatory affairs, data management and quality assurance services with respect to clinical trials of Angiomax. None of the clinical 
services agreements is currently outstanding. Through April 30,2001, we had paid Innovex $1.8 million under all of these agreements. 

In July 2000, we signed a letter of intent with Innovex to enter into a sales agreement under which Innovex would provide sales and marketing 
services in connection with Angiomax. Although the letter of intent contemplated the negotiation and execution of a binding sales agreement 
and could be terminated at any time by either party if no binding sales agreement was reached, we agreed in the letter of intent that Innovex 
would begin performing its s&vices immediately. These services included recruiting and training up to 52 sales representatives and engaging in 
other agreed-upon activities. 



In December 2000, we signed a master services agreement and a work order with 1nnovex.underwhich Innovex agreed to provide contract 
sales, marketing and commercialization services relating to Angiomax. Under the master services agreement, Innovex may provide additional 
services unrelated to Angiomax pursuant to work orders entered into from time-to-time. Under the master services agreement and the 
Angiomax work order, Innovex will provide the Angiomax sales force, a sales territory management system and operational support for the 
launch of Angiornax. We will provide the marketing plan and marketing materials for the sales force and other sales and marketing support and 
direction for the sales force. For Innovex's services, we have agreed to pay a daily fee for each day worked by the members of the sales force. 
We will reimburse Innovex for expenses incurred in providing the services and for the incentive compensation paid to the sales force by 
Innovex. We have the right to terminate the work order and the master services agreement at any time upon 90 days written notice. We may 
hire members of the sales force, although we may incur additional fees to Innovex. Through April 30, 2001, we had paid Innovex $3.0 million 
for its services under the letter of intent and master services agreement and work order. 

Stack Pharmaceuticals 

In April 2000, we entered into an agreement with Stack Pharmaceuticals, Inc., which is an entity controlled by David Stack, one of our senior 
vice presidents, which we amended in August 2000. Pursuant to the terms of this agreement, as amended, Stack Pharmaceuticals will perform 
infrastructure services for us, which includes providing office facilities, equipment and supplies for our employees based in New Jersey, and 
such consulting, advisory and related services for us as we may agree from time to time. For the infrastructure services, we have agreed to pay 
Stack Pharmaceuticals a services fee of $20,100 per month. The fees for any additional services to be provided to us will be agreed upon with 
Stack Pharmaceuticals prior to the delivery of such services. The term of this agreement continues until April 1,2001, but either party may 
terminate it earlier upon 90 days prior written notice. From January 2000 through March 2000, Stack Pharmaceuticals provided us with 
consulting services under a consulting agreement which expired on March 31, 2000. Through April 30,2001, we had paid Stack 
Pharmaceuticals a total of $502,000 under these agreements. 



PRINCIPAL STOCKHOLDERS 

The following table presents information regarding the beneficial ownership of our common stock as of ~ a y16, 2001 by: 

- each of the individuals listed in the "Summary Compensation Table" above; 

- each of our directors; 

- each person, or group of affiliated persons, who is known by us to beneficially own five percent or more of our common stock; and 

- all current directors and executive officers as a group. 

Beneficial ownership is determined in accordance with the rules of the SEC, and includes voting or investment power with respect to shares. 
Shares of common stock issuable upon exercise of warrants and/or.stock options that are exercisable w i t h  60 days after May 16, 2001 are 
deemed outstanding for computing the percentage ownership of the person holding the warrants and/or options but are not deemed outstanding 
for computing the'percentage ownership of any other person. Unless otherwise indicated below, to our knowledge, all persons named in the 
table have sole voting and investment power with respect to their shares of common stock, except to the extent authority is shared by spouses 
under applicable law. The inclusion of any shares in this table does not constitute an admission of beneficial ownership for the person named 
below. Unless otherwise indicated in the footnotes, the address of each of the individuals named below is: c/o The Medicines Company, One 
Cambridge Center, Cambridge, Massachusetts 02 142. 

5% STOCKHOLDERS: 
Warburg, Pincus Ventures, L.P.(1). . . . . . . . . . . . . . . . . . .  

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . .Biotech Growth S.A.(2) 
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .Alta Partners(3) 

Morgan Stanley Venture Partners 111, L.P. and its 
affiliated funds(4). . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

. . . . . . . . . . . . . . . . . . . . . .PharrnaBio Development, Inc.(5) 
DIRECTORS AND NAMED EXECUTIVE OFFICERS: 
Clive A. Meanwell. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Peyton J. Marshall(6) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
John W. Villiger(7).. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
John M. Nystrom(8) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
John D. Richards 
Leonard Bell(9). . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Dennis B. Gillings(l0). . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Stewart J. Hen(l1) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Anders D. Hove(l2) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
M. Fazle Husain(l3) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
T. Scott Johnson(l4). . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Armin M. Kessler(l5). . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Nicholas J. Lowcock(l6). . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
James E. Thornas(l7) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
All directors and executive officers as a group (17 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .persons).: 

SHARES 
BENEFICIALLY 
OWNED AT 
MAY 16, 
2001 

- - - - - - - - - - - -

BENEFICIAL OWNERSHIP 

SHARES 
UNDERLYING 

OPTIONS AND/OR 
WARRANTS 
EXERCISABLE PERCENTAGE 

WITHIN 60 DAYS BENEFICIALLY 
PRIOR TO JULY 15, OWNED 

2001 AFTER OFFERING 
- - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -

* Represents beneficial ownership of less than 1 percent. 

( I )  Consists of shares with respect to which Warburg, Pincus Ventures, L.P., Warburg, Pincus & Co. and Warburg Pincus LLC share . 

ownership and voting and dispositive power. Warburg, Pincus Ventures is 



managed by Warburg Pincus LLC. Lionel I. Pincus is the managing partner of Warburg, Pincus & CO.and the managing member of Warburg 
Pincus LLC and may be deemed to control both entities. The members of Warburg Pincus LLC are substantially the same as the partners of 
Warburg, Pincus & Co. The address of the Warburg, Pincus entities is 466 Lexington Avenue, New York, New York 10017. This information 
.is based on a Schedule 13G filed by the Warburg, Pincus entities with the Commission on February 14,2001. 

(2) Consists of shares owned directly by Biotech Growth S.A. with respect to which BB Biotech AG and Biotech Growth S.A. share voting and 
dispositive power. Biotech Growth S.A. is a wholly owned subsidiary of BB Biotech AG. The address of Biotech Growth S.A. is Calle 53, ' 

Urbanization Obarrio, Torre Swiss Bank, Piso 16, Panama City, Zona 1, Republic of Panama. This information is based on a Schedule 13G 
filed by BB Biotech AG on behalf of Biotech Growth S.A. with the Commission on February 14, 2001. 

(3) Includes 1,425,594 shares and warrants to purchase 178,987 shares held by Alta BioPharma Partners, L.P., 814,149 shares and warrants to 
purchase 102,218 shares held by The Medicines Company chase Partners (Alta Bio), LLC and 53,731 shares and warrants to purchase 6,746 
shares held by Alta Embarcadero BioPharma Partners, LLC. Alta Partners provides investment advisory services to several venture capital 
funds, including Alta BioPhava Partners L.P., The Medicines Company Chase Partners (Alta Bio), LLC and Alta Embarcadero BioPhanna 
Partners, LLC. The respective general partner and managing members of Alta BioPharma Partners, L.P., The Medicines Company Chase 
Partners (Alta Bio), LLC and Alta Embarcadero BioPharma Partners, LC exercise sole voting and investment power with respect to the shares 
owned by such funds. The principals of Alta Partners are members of Alta BioPhanna Management, LLC (which is the general partner of Alta ' 
BioPharma Partners, L.P.), and AltaIChase BioPharrna Management, LLC (which is the managing member of The Medicines Company Chase 
Partners (Alta Bio), LLC) and Alta Embarcadero BioPhama Partners, LLC. As general partners and managing members of such entities, they 
may be deemed to share voting and investment powers for the shares held by the funds. The principals of Alta Partners disclaim beneficial 
ownership of all such shares held by the foregoing funds, except to the extent of their proportionate pecuniary interests therein. The address of 
Alta Partners is One Embarcadero Center, Suite 4050, San Francisco, California 941 11. 

(4) Includes 1,713,322 shares and warrants to purchase 263,399 shares owned directly by Morgan Stanley Venture Partners 111, L.P., 164,501 
shares and warrants to purchase 25,288 shares owned directly by Morgan Stanley Venture Investors 111, L.P. and 74,954 shares and warrants to 
purchase 11,523 shares owned directly by The Morgan Stanley Venture Partners Entrepreneur Fund, L.P. Morgan Stanley Venture Partners 111, 
L.L.C. is the general partner of Morgan Stanley Venture Partners 111, L.P., Morgan Stanley Venture Investors 111, L.P. and The Morgan Stanley 
Venture Partners Entrepreneur Fund, L.P. (collectively, the "Funds"), and, as such, has the power to vote or direct the vote and to dispose or 
direct the disposition of all of the shares held by the Funds. Morgan Stanley Venture Capital 111, Inc. is the institutional managing member of 
Morgan Stanley Venture Partners 111, L.L.C., and, as such, shares, together with the remaining managing members, the power to direct the 
actions of Morgan Stanley Venture Partners 111, L.L.C. Morgan Stanley Dean Witter & Co., as the sole stockholder of Morgan Stanley Venture 
Capital 111, Inc., controls the actions of Morgan Stanley Venture Capital 111, Inc. Therefore, Morgan Stanley Venture Capital 111, L.L.C., 
Morgan Stanley Venture Capital 111, Inc. and Morgan Stanley Dean Witter & Co.'each may be deemed to have beneficial ownership of the 
shares held collectively by the Funds. The address of the Funds is 1221 Avenue of the Americas, New York, New York 10020. This 
information is based on a Schedule 13G filed by Morgan Stanley Dean Witter & Co., Morgan Stanley Venture Capital 111, Inc., Morgan Stanley 
Venture Partners 111, L.L.C. and the Funds with the Commission on January 26, 2001. 

(5) Includes 1,896,245 shares held by PharmaBio Development Inc., a wholly owned subsidiary of Quintiles Transnational Corp., and warrants 
to purchase 282,385 shares held by Quintiles ~ransnatihnalCorp. The address of PharmaBio Development Inc. is c/o Quintiles Transnational 
Corp., 4709 Creekstone Drive, Suite 200, Durham, North Carolina 27703. This information is based on a Schedule 13G filed by 



Quintiles Transnational Corp. and PharmaBio Development Inc. with the Commission on February 14, 2001. 

(6) Includes 58,400 shares held in custody for the benefit of Dr. Marshall's minor children. 

(7) Includes 209,465 shares and warrants to purchase 3,378 shares held in trust for the benefit of the Villiger Family. 

(8) Includes 10,820 shares held by Dr. Nystrom's children. Dr. Nystrom disclaims beneficial ownership of these shares. 

(9) The address of Dr. Bell is c/o Alexion Pharmaceuticals, Inc., 25 Science Park, Suite 360, Box 15, New Haven, Connecticut 06511 

(10) Does not include 1,896,245 shares held by PhannaBio Development Inc. or warrants to purchase 282,385 shares held by Quintiles 
Transnational Corp., of which Dr. Gillings is the Chairman. Dr. Gillings disclaims beneficial ownership of these shares. The address ofDr. 
Gillings is c/o Quintiles Transactional Corp., 4709 Creekstone Drive, Suite 200, Durham, North Carolina 27703. 

(11) The address of Mr. Hen is c/o Warburg, Pincus, 466 Lexington Avenue, New York, New York 10017. 

(12) Does not include 5,204,837 shares or warrants to purchase 675,925 shares held by Biotech Growth S.A. Dr. Hove is affiliated with 
Bellevue Asset Management, which serves as the non-discretionary investment manager of Biotech Growth S.A. Dr. Hove disclaims beneficial 
ownership of these shares. The address of Dr. Hove is c/o Bellevue Asset Management, One Cambridge Center, Cambridge, Massachusetts 
02142. 

(13) Does not include 1,952,777 shares or warrants to purchase 300,210 shares held by the Funds. Mr. Husain is a vice president of Morgan 
Stanley Ventye Partners 111, Inc., which is the institutional managing member of Morgan Stanley Venture Partners 111, L.L.C., which is a 
general partner of each of the Funds. Mr. Husain disclaims beneficial ownership of these shares. The address of Mr. Husain is c/o Morgan 
Stanley Venture Partners 111, Inc., 1221Avenue of the Americas, New York, New York 10020. 

(14) The address of Dr. Johnson is c/o JSB Partners, 6A Damonmill Square, Concord, Massachusetts 01742. 

(15) Includes 3,000 shares held by Dr. Kessler's wife. 

(16)'Includes 9,379,446 shares and warrants to purchase 1,275,810 shares held by Warburg, Pincus Ventures, L.P. Mr. Lowcock is a Managing 
Director of Warburg Pincus LLC. All shares indicated as owned by Mr. Lowcock are included because of his affiliation with the Warburg, 
Pincus entities. The address of Mr. Lowcock is c/o Warburg, Pincus, Almack House, 28 King Street, St. James, London SWlY 6QW. Mr. 
Lowcock disclaims beneficial ownership of all shares owned by the Warburg, Pincus entities. 

(17) The address of Mr. Thomas is Woods End Road, New Canaan, Connecticut 06840. 



DESCRIPTION OF CAPITAL STOCK 

Our authorized capital stock consists of 75,000,000 shares of common stock, $0.001 par value per share, and 5,000,000 shares of undesignated 
preferred stock, $1.OO par value per share. ' 

The following summary of our capital stock, and some of the provisions of our certificate of incorporation and other agreements to which we 
and our stockholders are parties, is not intended to be complete and is qualified by reference to our certificate of incorporation and any other 
agreements included as exhibits to or incorporated'by reference into the registrationstatement of which this prospectus is a part. See "Where 
You Can Find More Information." 

COMMON STOCK 

As of May 15,2001, the day immediately prior to the private placement of the 4,000,000 shares of common stock covered by this prospectus, 
there were 30,404,826 shares of our common stock outstanding held by 127 stockholders of record. 

The holders of our common stock are entitled to one vote for each share held on all matters,submitted to a vote of the stockholders and do not 
have any cumulative voting rights. Accordingly, holders of a majority of the shares of common stock entitled to vote in any election of 
directors may elect all of the directors standing for election. Holders of our common stock are entitled to receive proportionally any dividends 
declared by our board of directors, subject to any preferential dividend rights of outstanding preferred stock. 

In the event of our liquidation, dissolution or winding up, holders of our common stock are entitled to share ratably in all assets remaining after 
payment of all debts and other liabilities, subject to the prior rights of any outstanding preferred stock. Holders of our common stock have no 
preemptive, subscription, redemption or conversion rights. All outstanding shares of our common stock are validly issued, hl ly  paid and 
nonassessable. The shares to be issued by us in this offering will be, when issued and paid for, validly issued, fully paid and nonassessable. The 
rights, preferences and privileges of holders of our common stock are subject to, and may be adversely affected by, the rights of holders of 
shares of any series of preferred stock that we may designate and issue in the future. 

PREFERRED STOCK 

Under the terms of our certificate of incorporation, our board of directors is authorized to issue shares of preferred stock in one or more series 
without stockholder approval. The board has discretion to determine the rights, preferences, privileges and restrictions, including voting rights, 
dividend rights, conversion rights, redemption privileges and liquidation preferences of each series of preferred stock. There are currently no 
shares of preferred stock outstanding. 

The purpose of authorizing our board of directors to issue preferred stock and determine its rights and preferences is to eliminate delays 
associated with a stockholder vote on specific issuances. The issuance of preferred stock, while providing desirable flexibility in connection 
with possible acquisitions and other corporate purposes, could make it more difficult for a third party to acquire, or could discourage a third-
party from acquiring, a majority of our outstanding voting stock. 

WARRANTS 

As of May 15, 2001, we had outstanding common stock purchase warrants entitling their holders to purchase an aggregate of 3,269,564 shares 
of common stock at an exercise price of $5.92 per share. In October 1999, we issued warrants exercisable at any time prior to October 19, 2004 
for 1,013,877 shares of our common stock in connection with the sale of 8% convertible promissory notes in the aggregate principal amount of 
$6.0 million. In March 2000, we issued warrants exercisable at any time prior to March 2,2005 for 2,255,687 shares of our common stock in 
connection with the sale of 8% convertible promissory notes in the aggregate principal amount of $13.3 million. 



ANTI-TAKEOVER PROVISIONS OF DELAWARE LAW AND CHARTER AND BY-LAW PROVISIONS 

Delaware Law 
i 

We are subject to the provisions of Section 203 of the Delaware General Corporate Law. In general, the statute prohibits a publicly held 
Delaware corporation from engaging in any business combination with any interested stockholder for a period of three years following the date , 

that the stockholder became an interested stockholder unless: 

-prior to the date, the board of directors of the corporation approved either the business combination or the transaction that resulted in the 
stockholder becoming an interested stockholder; 

' - upon consummation of the transaction that resulted in the stockholder becoming an interested stockholder, the interested stockholder owned at 
least 85% of the voting stock of the corporation outstanding at the time the transaction commenced, excluding those shares owned by persons 
who are directors and also officers, and employee stock plans in'which employee participants do not have the right to determine confidentially 
whether shares held under the plan will be tendered in a tender or exchange offer; or 

- on or subsequent to the date, the business combination is approved by the boafd of directors and authorized at an annual or special meeting of 
stockholders, and not by written consent, by the affirmative vote of at least two-thirds of the outstanding voting stock that is not owned by the 
interested stockholder. 

Section 203 defines "business combination" to include: 

- any merger or consolidation involving the corporation and the interested stockholder; 

- any sale, transfer, pledge or other disposition involving the interested stockholder of 10% or more of the assets of the corporation; 

- in general, any transaction that results in the issuance or transfer by the corporation of any stock of the corporation to the interested 
stockholder; or 

- the receipt by the interested stockholder of the benefit of any loans, advances, guarantees, pledges or other financial benefits provided by or 
through the corporation: 

In general, Section 203 defines an interested stockholder as an entity or person beneficially owning 15% or more of the outstanding voting 
stock of the corporation and any entity or person affiliated with or controlling or controlled by the entity or person. 

Charter and By-law Provisions 

Our charter and our amended and restated by-laws provide for the division of our board of directors into three classes as nearly equal in size as 
possible with staggered three-year terms. See "Management -- Board Composition." Under our charter and by-laws, any vacancy on the board 
of directors, including a vacancy resulting from an enlargement of the board of directors, may only be filled by vote of a majority of the 
directors then in office. The classification of the board of directors and the limitation on and filling of vacancies could make it more difficult 
for a t h ~ dparty to acquire, or discourage a third party from acquiring, control of our company. 

Our charter and by-laws also provide that any action required or permitted to be taken by our stockholders at an annual or special meeting of 
stockholders may only be taken if it is properly brought before such meeting and may not be taken by written action in lieu of a meeting. Our 
by-laws further provide that special meetings of the stockholders may only be called by the chairman of our board of directors, our president or 
a majority of our board. In order for any matter to be considered "properly brought" before a meeting, a stockholder must comply with certain 
requirements regarding advance notice and provide us with certain information. These provisions could have the effect of delaying until the 
next stockholders meeting stockholder actions which are favored by the holders of a majority of our outstanding voting securities. 



The General Corporation Law of Delaware provides generally that the affirmative vote of a majority of the shares entitled to vote on any matter 
is required to amend a corporation's certificate of incorporation or by-laws, unless a corporation's certificate of incorporation or by-laws, as the 
case may be, requires a greater percentage. Our charter and our by-laws require the affirmative vote of holders of at least 50% of the votes 
which all the.stockholders would be entitled to cast in any annual election of directors or class of directors to amend or repeal any of the 
provisions described in the prior two paragraphs. 

Our certificate of incorporation contains certain provisions permitted under the General Corporation Law of Delaware relating to the liability of 
directors. These provisions eliminate a director's'liability for monetary damages for a breach of fiduciary duty, except in certain circumstances 
involving wrongful acts, such as the breach of a director's duty of loyalty or acts or omissions which involve intentional misconduct or a 
knowing violation of law. Further, our certificate of incorporation contains provisions to indemnify our directors and officers to the fullest 
extent permitted by the General Corporation Law of Delaware. We believe that these provisions will assist us in attracting and retaining 
qualified individuals to serve as directors. 

TRANSFER AGENT AND REGISTRAR 

Mellon Investor Services, LLC serves as the transfer agent and registrar for our common stock. 

NASDAQ NATIONAL MARKET LISTING 

Our shares of common stock are listed on the Nasdaq National Market under the symbol "MDCO". 



SHARES ELIGIBLE FOR FUTURE SALE 

Following the closing of the private placement of the 4,000,000 shares of common stock covered by this prospectus on May 16,2001, we had 
outstanding an aggregate of 34,406,826 shares of common stock and currently exercisable warrants to purchase 3,269,564 shares of common 
stock. Of those shares, the 6,900,000 shares sold in our initial public offering and all of the 4,000,000 shares sold in this offering will be freely 
tradable without restriction or hrther registration under the Securities Act, unless these shares are purchased by affiliates. Generally, the 
balance of the outstanding shares of common stock are "restricted securities." Restricted securities may be sold in the public market only if 
registered or if they qualify for an exemption from registration under the Securities Act. 

As of May 15, 2001, there were outstanding options to purchase 3,497,581 shares of common stock. 

REGISTRATION RIGHTS 

Pursuant to a registration rights agreement dated August 12, 1998, as amended, the holders of approximately 18,572,874 shares of common 
stock and warrants exercisable for 3,269,564 shares of common stock are entitled to require us to register their shares under the Securities Act. 
Under this agreement, if we propose to register any of our securities under the Securities Act, either for our account or for the account of other 
security holders exercising registration rights, the holders are entitled to notice of the registration and to include their shares of common stock 
in the registration. Additionally, such holders may, on up to three occasions, require us to register their shares of common stock under the 
Securities Act, and we are required to use our best efforts to effect any such registration. We are responsible for paying the expense of any such 
registration. Further, such holders may require us to file nine additional registration statements on Form S-3 at our expense. These registration 
rights are subject to conditions and limitations, including 
(i) the right of the underwriters of an offering to limit the number of shares included in such registration (ii) the right of the underwriters to 
lock-up the share's of such holders for a period of 120 days after the effective date of any registration statement filed by us and (iii) our right 
not to effect a requested registration within 180 days following an offering of our securities pursuant to a Form S-3. The parties to the 
registration rights agreement waived their rights to notice of, and to include their shares of common stock in, this registration. 

Pursuant to stock purchase agreements dated as of May 11, 2001, we granted registration rights with respect to 4,000,000 shares of our 
common stock sold in a private placement. This prospectus is a part of the registration statement filed with the SEC to register the resale of 
these shares. We are obligated to keep the registration statement effective until the earlier of (i) May 16, 2003, 
(ii) the date on which the selling stockholders may sell all of the shares covered by this prospectus without restriction by the volume limitations 
of Rule 144(e) of the Securities Act, or (iii) such time as all of the shares covered by this prospectus have been sold pursuant to and in 
accordance with the registration statement. . . -



PLAN OF DISTRIBUTION 

The shares covered by this prospectus may be offered and sold from time to time by the selling stockholders. The term "selling stockholders" 
includes donees, pledgees, transferees or other successors-in-interest selling shares received after the date of this prospectus fiom a selling 
stockholder as a gift, pledge, partnership distribution or other non-sale related transfer. The selling stockholders will act independently of us in 
making decisions with respect to the timing, manner and size of each sale. Such sales may be made on one or more exchanges or in the over-
the-counter market or otherwise, at prices and under tenns then prevailing or at prices related to the then current market price or in negotiated 
transactions. The selling stockholders may sell their shares by one or more of, or a combination of, the following methods: 

-purchases by a broker-dealer as principal and resale by such broker-dealer for its own account pursuant to this prospectus; 

- ordinary brokerage transactions and transactions in whlch the broker solicits purchasers; 

- block trades in which the broker-dealer so engaged will attempt to sell the shares as agent but may position and resell a portion of the block as 
principal to facilitate the transaction; 

- an over-the-counter distribution in accordance with the rules of the Nasdaq National Market; 

- in privately negotiated transactions; and 

- in options transactions. 

In addition, any shares that qualify for sale pursuant to Rule 144 may be sold under Rule 144 rather than pursuant to this prospectus. 

To the extent required, this prospectus may be amended or supplemented from time to time to describe a specific plan of distribution. In 
connection.with distributions of the shares or otherwise, the selling stockholders may enter into hedging transactions with broker-dealers or 
other financial institutions. In connection with such transactions, broker-dealers or other financial institutionsmay engage in short sales of the 
common stock in the course of hedging the positions they assume with selling stockholders. The selling stockholders may also sell the common 
stock short and redeliver the shares to close out such short positions. The selling stockholders may also enter into option or other transactions 
with broker-dealers or other financial institutions which require the delivery to such broker-dealer or other financial institution of shares offered 
by this prospectus, which shares such broker-dealer or other financial institution may resell pursuant to thls prospectus (as supplemented or 
amended to reflect such transaction). The selling stockholders may also pledge shares to a broker-dealer or other financial institution, and, upon 
a default, such broker-dealer or other financial institution, may effect sales of the pledged shares pursuant to this prospectus (as supplemented 
or amended to reflect such transaction). 

In effecting sales, broker-dealers or agents engaged by the selling stockholders may arrange for other broker-dealers to participate. Broker-
dealers or agents may receive commissions, discounts or concessions from the selling stockholders in amounts to be negotiated immediately 
prior to the sale. 

In offering the shares covered by this prospectus, the selling stockholders and any broker-dealers who execute sales for the selling stockholders 
may be deemed to be "underwriters" within the meaning of the Securities Act in connection with such sales. Any profits realized by the selling 
stoc@olders and the compensation of any broker-dealer may be deemed to be underwriting discounts and commissions. 

In order to comply with the securities laws of certain states, if applicable, the shares must be sold in such jurisdictions only through registered 
or licensed brokers or dealers. In addition, in certain states the shares may not be sold unless they have been registered or qualified for sale in 
the applicable state or an exemption from the registration or qualification requirement is available and is complied with. 

We have advised the selling stockholders that the anti-manipulation rules of Regulation M under the Exchange Act may apply to sales of shares 
in the market and to the activities of the selling stockholders and their affiliates. In addition, we will make copies of this prospectus available to 
the selling stockholders for the 



purpose of satisfying the prospectus delivery requirements of thesecurities Act. The selling stockholders may indemnify any broker-dealer that 
participates in transactions involving the sale of the shares against certain liabilities, including liabilities arising under the Securities Act. 

At the time a articular offer of shares is made, if required, a prospectus supplement will be distributed that will set forth the number of shares 
being offered and the terms of the offering, including the name of any underwriter, dealer or agent, the purchase price paid by any underwriter, 
any discount, commission and other item constituting compensation, any discount, commission or concession allowed or reallowed or paid to 
any dealer, and the proposed selling price to the public. 

We have agreed to indemnify the selling stockholders against certain liabilities, including certain liabilities under the Securities Act. 

We have agreed with the selling stockholders to keep the Registration Statement of which this prospectus constitutes a part effective until the 
earlier of (i) May 16,2003, (ii) the date on which the selling stockholders may sell all the shares covered by this prospectus without restriction 
by the volume limitations of Rule 144(e) of the Securities Act, or (iii) such time as all of the shares covered by this prospectus have been sold 
pursuant to and in accordance with the registration statement. 

LEGAL MATTERS 

Certain legal matters with respect to the validity of the shares of common stock offered hereby has been passed upon us by Hale and Dorr LLP, 
Boston, Massachusetts. Partners of Hale and Dorr LLP beneficially own an aggregate of 19,292 shares of our common stock and warrants 
exercisable for 1,554 additional shares of common stock. 

EXPERTS 

Ernst & Young LLP, independent auditors, have audited our consolidated financial statements as of December 3 1, 1999and 2000 and for each 
of the three years in the period ended December 31, 2000, as set forth in their report. We have included our financial statements in the 
prospectus and elsewhere in the registration statement in reliance on Ernst & Young LLP's report, given on their authority as experts in 
accounting and auditing. 

WHERE YOU CAN FIND MORE INFORMATION 

We file reports, proxy statements and other documents with the SEC. You may read and copy any document we file at the SEC's public 
reference room at Judiciary Plaza Building, 450 Fifth Street, N.W., Room 1024, Washington, D.C. 20549. You should call 1-800-SEC-0330 for 
more information on the public reference room. Our SEC filings are also available to you on the SEC's Internet site at http://www.sec.gov. 

This prospectus is part of a registration statement that we filed with the SEC. The registration statement contains more information than this 
prospectus regarding us and our common stock, including certain exhibits and schedules. You can obtain a copy of the registration statement 
from the SEC at the address listed above or from the SEC's Internet site. 
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REPORT OF INDEPENDENT AUDITORS 

Board of Directors and Stockholders 
The Medicines Company 

We have audited the accompanying consolidated balance sheets of The Medicines Company (a company in the development stage) as of 
December 31, 1999and 2000, and the related consolidated statements of operations, redeemable preferred stock and stockholders' 
equity/(deficit), and cash flows, for each of the three years in the period ending December 31,2000, and for the period July 31, 1996 (date of 

. inception) to December 31, 2000. These financial statements are the responsibility of the Company's management. Our responsibility is to 
express an opinion on these financial statements based on our audits. 

We conducted our audits in accordance with auditing standards generally accepted in the United States. Those standards require that we plan 
and perform the audit to obtain reasonable assurance about whether the financial statements are free of material misstatement. An audit 
includes examining, on a test basis, evidence supporting the amounts and disclosures in the financial statements. An audit also includes 
assessing the accounting principles used and significant estimates made by management, as well as evaluating the overall financial statement 
presentation. We believe that our audits provide a reasonable basis for our opinion. 

In our opinion, the consolidated financial statements referred to above present fairly, in all material respects, the consolidated financial position 
of The Medicines Company at December 3 1, 1999 and 2000, and the consolidated results of its operations and its cash flows for each of the 
three years in the period ended December 31,2000, and for the period July 31, 1996(date of inception) to December 31, 2000, in conformity 
with accounting principles generally accepted in the United States. 

/s/ ERNST & YOUNG LLP 

Boston, Massachusetts 
February 1 3 ,  2001 ,  excep t  
f o r  t h e  e i g h t h  paragraph 
of  Note 2 ,  a s  t o  which 
t h e  d a t e  i s  February 20 ,  2 0 0 1  



THE MEDICINES COMPANY 
(A COMPANY IN THE DEVELOPMENT STAGE) 

CONSOLIDATED BALANCE SHEETS 

DECEMBER 31, 
. . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

1999 2000 
- - - - - - - - - - - - - - - - - - - - - - - - -

ASSETS 
current assets: 
Cash and cash equivalents. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Marketable securities. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Accrued interest receivable. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

~nventory. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
. . . . . . . . . . . . . . . . .Prepaid expenses and other current assets 

Total current assets. . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Fixed assets, net . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Other assets.. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Total assets . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

LIABILITIES AND STOCKHOLDERS' EQUITY (DEFICIT) , 
Current liabilities: 
Accounts payable . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Accrued expenses. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Total current liabilities. . . . . . . . . . . . . . . . . . . . . . . . .  
Convertible notes. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Commitments and contingencies 
Redeemable Convertible Preferred Stock, $1 par value; 

31,550,000 and 5,000,000 shares authorized at December 31, 
1999 and 2000, respectively; shares issued and 
outstanding: 22,962,350 and none at December 31, 1999 and 
2000, respectively; at redemption value (Liquidation value 
of $86,167,821 and $0 at December 31, 1999 and 2000, 
respectively). . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Stockholders' equity/(deficit): 
Common stock, $.001 par value, 36,000,000 and 75,000,000 

shares authorized at December 31, 1999 and 2000, 
respectively; shares issued and outstanding: 833,400 
and 30,320,455 at December 31, 1999 and'2000, 
respectively. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Additional paid-in capital. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Deferred stock compensation. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Deficit accumulated during the development stage. . . . . . . . . .  
Accumulated other comprehensive income (loss). . . . . . . . . . . . .  

Total stockholders' equity (deficit). . . . . . . . . . . . . .  

Total liabilities and stockholders' equity 
(deficit). . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

See accompanying notes. 



THE MEDICINES COMPANY 
(A COMPANY IN THE DEVELOPMENT STAGE) 

CONSOLIDATED STATEMENTS OF OPERATIONS 

PERIOD 
JULY 31, 1996 

YEAR ENDED DECEMBER 31, (DATE OF 
-------------------------.-------------------INCEPTION) TO 

1998 1999 2000 DECEMBER 31, 2000 
- - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -

Operating expenses: 
Research and development. . . . .  $ 24,004,606 $ 30,344,892 $ 39,572,297 $ 110,793,397 
Selling, general and 

administrative. . . . . . . . . . . .  6,248,265 5,008,387 15,033,585 29,411,917 
- - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -

Total operating 
expenses. . . . . . . . . . .  30,252,871 35,353,279 54,605,882 140,205,314 

- - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
Loss from operations. . . . . . . . . . .  (30,252,871) (35,353,279) (54,605,882) (140,205,314) 

Other income (expense): 
. . . . . . . . . . . . . .Interest income 1,302,073 837,839 2,704,126 5,593,904 

Interest expense . . . . . . . . . . . . .  - - (197,455) (19,390,414) (19,617,104) 
- - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -

Net loss. . . . . . . . . . . . . . . . . . . . . . .  (28,950,798) (34,712,895) (71,292,170) (154,228,514) 
Dividends and accretion to 
redemption value of 

. . .redeemable preferred stock .(3,958,903). (5,893,016) (30,342,988) (42,331,520) 

Net loss attributable to common 
. . . . . . . . . . . . . . . . .stockholders $(32,909,701) $(40,605,911) $(101,635,158) $ (196,560,034)------------ ------------------------ ------------ -------------------------- --------------------------

Basic and diluted net loss 
attributable to common 
stockholders per common 
share. . . . . . . . . . . . . . . . . . . . . . . .  $ (6.03) $ (80.08) $ (8.43) 

Unaudited pro forma basic and 
diluted net loss attributable 
to common stockholders per 
common share. . . . . . . . . . . . . . . . .  $ - - $ (1.94) $ (2.10) 

Shares usedin computing net 
loss attributable to common 
stockholders per common 
share: 
Basic and diluted. . . . . . . . . . . .  5,454,653 507,065 12,059,275 
Unaudited pro forma basic and 

diluted . . . . . . . . . . . . . . . . . . .  17,799,876, 24,719,075 - -

See accompanying notes. 



THE MEDICINES COMPANY 
(A COMPANY INTHE DEVELOPMENT STAGE) 

CONSOLIDATED STATEMENTS OF REDEEMABLE 
PREFERRED STOCK AND STOCKHOLDERS' EQUITY (DEFICIT) 

FOR THE PERIOD JULY 31,1996 (DATE OF INCEPTION) TO DECEMBER 31,2000 

REDEEMABLE 
PREFERRED STOCK 

. . . . . . . . . . . . . . . . . . . . . .  
SHARES AMOUNT 
- - - - - - - - - - - - - - - - - - -

REDEEMABLE CONVERTIBLE 
PREFERRED STOCK 

------------.--------------

SHARES AMOUNT 
-------.---- - - - - - - - - - - - -

S - -

COMMON STOCK 
. . . . . . . . . . . . . . . . . . . .  
SHARES . AMOUNT 

- - - - - - - - - - - - - - - - -
2,042,175 $ 2,042Issuance of common stock. . . . . . . . . . . . . . . . . . . . . . . .  

Issuance of redeemable preferred stock. . . . . . . . . .  
Accretion of preferred stock to redemption 
value. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Net loss. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Balance at December 31, 1996. . . . . . . . . . . . . . . . . . .  
Employee stock purchases. . . . . . . . . . . . . . . . . . . . . . . .  
Issuance of common stock. . . . . . . . . . . . . . . . . . . . . . . .  
Issuance of redeemable preferred stock. . . . . . . . . .  
Dividends on preferred stock. . . . . . . . . . . . . . . . . . . .  
Accretion of preferred stock to redemption 
value . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Net loss. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Currency translation adjustment . . . . . . . . . . . . . . . . .  
Unrealized gain on marketable securities. . . . . . . .  
Comprehensive loss. . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Balance at December 31, 1997. . . . . . . . . . . . . . . . . . .  
Employee stock purchases. . . . . . . . . . . . . . . . . . . . . . . .  
Repurchase of common stock. . . . . . . . . . . . . . . . . . . . . .  
.Exchange of redeemable preferred stock for 
redeemable convertible referred stock. . .  
Issuance of redeemable cbnvertible preferred 
stock. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Dividends on preferred stock. . . . . . . . . . . . . . . . . . . .  
Accretion of preferred stock to redemption 
value . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Net loss. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Currency translation adjustment . . . . . . . . . . . . . . . . .  
Unrealized loss on marketable securities. . . . . . . .  
Comprehensive loss . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Balance at December 31, 1998. . . . . . . . . .  

DEFICIT 
ACCUMULATED TOTAL 
DURING THE COMPREHENSIVE STOCKHOLDERS' 
DEVELOPMENT INCOME EQUITY 

STAGE (LOSS) (DEFICIT) 
....................................... 

$ - - $ 2,797 

ADDITIONAL 
PAID-IN 

DEFERRED 
STOCK 

CAPITAL 
----.---.---

$ 755 

COMPENSATION 
............ 

$ -.Issuance of common stock. . . . . . . . . . . . . . . . . . . . . . . .  
Issuance of redeemable preferred stock. . . . . . . . . .  
Accretion of preferred stock to redemption 
value . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Net loss. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Balance at December 31, 1996. . . . . . . . . . . . . . . . . . .  
Employee stock purchases. . . . . . . . . . . . . . . . . . . . . . . .  
Issuance of common stock. . . . . . . . . . . . . . . . . . . . . . . .  
Issuance of redeemable preferred stock. . . . . . . . . .  
Dividends on preferred stock. . . . . . . . . . . . . . . . . . . .  
Accretion of preferred stock to redemption 
value . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Net loss. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Currency translation adjustment . . . . . . . . . . . . . . . . .  
Unrealized gain on marketable securities. . . . . . . .  

Comprehensive loss. . . . . . .  

Balance at December 31, 1997. . . . . . . . . . . . . . . . . . .  
Employee stock purchases. . . . . . . . . . . . . . . . . . . . . . . .  
Repurchase of common stock. . . . . . . . . . . . . . . . . . . . . .  
Exchange of redeemable preferred stock for 
redeemable convertible preferred stock. . . . . . . . .  
Issuance of redeemable convertible preferred 
stock. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Dividends on preferred stock. . . . . . . . . . . . . . . . . . . .  
Accretion of preferred stock to redemption 
value . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Net loss. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Currency translation adjustment . . . . . . . . . . . . . . . . .  
Unrealized loss on marketable securities. . . . . . . .  

Comprehensive loss. . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Balance at December 31, 1998. . . . . . . .  

see accompanying notes. 



THE MEDICINES COMPANY 
(A COMPANY IN THE DEVELOPMENT STAGE) 

CONSOLIDATED STATEMENTS OF REDEEMABLE 
PREFERRED STOCK AND STOCKHOLDERS' EQUITY (DEFICIT) -- (CONTINUED) 

REDEEMABLE REDEEMABLE CONVERTIBLE 
PREFERRED STOCK PREFERRED STOCK COMMON STOCK ADDITIONAL 

. . . . . . . . . . . . . . . . . . . . . .  . . . . . . . . . . . . . . . . . . . . . . . . . . .  . . . . . . . . . . . . . . . . . . . .  PAID-IN 
SHARES AMOUNT SHARES AMOUNT SHARES AMOUNT CAPITAL 
- - - - - - - - - - - - - - - - - - - - - - - - - - - - - - ------------.- - - - - - - - - - - - - - - - - -.----------

Repurchase of common stock . . . . . .  (56,378) (56) (21) 
Dividends on preferred stock. . . .  1,468,729 5,351,178 
Accretion of preferred stock to 
redemption value . . . . . . . . . . . . . . .  541,765 
Issuance of warrants associated 
with convertible notes. . . . . . . . .  
Net loss. . . . . . . . . . . . . . . . . . . . . . . .  
Currency.trans1ation 
adjustment. . . . . . . . . . . . . . . . . . . . .  
Unrealized loss on marketable 
securities. . . . . . . . . . . . . . . . . . . . .  
Comprehensive loss. . . . . . . . . . . . . .  

.------- - - - - - - - - - - - ---.-------- - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
Balance at December 31, 1999. . .  - - - - 22,962,350 833,400 834 339,14485,277,413 
Repurchase of common stock . . . . . .  (22,205) (22) 
Employee Stock purchases. . . . . . . .  227,525 226 286,068 
Issuance of redeemable 
convertible preferred stock. . . .  5,946,366 25,688,284 
Accretion and-dividend on 
preferred stock. . . . . . . . . . . . . . . .  
Beneficial conversion of 
redeemable convertible 
preferred stock. . . . . . . . . . . . . . . .  
Issuance of warrants associated 
with convertible notes. . . . . . . . .  
Issuance of common stock through 
initial public offering. . . . . . .  

Conversion of preferred stock to 
common stock. . . . . . . . . . . . . . . . . . .  
Deferred compensation expense 
associated with stock 
options . . . . . . . . . . . . . . . . . . . . . . . .  
Adjustments to deferred 
compensation for 
terminations. . . . . . . . . . . . . . . . . . .  

Amortization of deferred 
compensation. . . . . . . . . . . . . . . . . . .  
Net loss. . . . . . . . . . . . . . . . . . . . . . . .  
Currency translation 
adjustment . . . . . . . . . . . . . . . . . . . . .  
Unrealized loss on marketable 
securities. . . . . . . . . . . . . . . . . . . . .  
Comprehensive loss. . . . . . . . . . . . . .  

- - - - - - - - - - - - - - - - - - - -
Balance at December 31, 
2000 ... . . . . . . . . . . . . . . . . . . . . . . . .  

ACCUMULATED TOTAL 
DEFERRED DURING THE COMPREHENSIVE STOCKHOLDERS' 
STOCK, 

COMPENSATION 
- - - - - - - - - - - -

Repurchase of common stock. . . . . .  
Dividends on preferred stock. . . .  
Accretion of preferred stock to 

. . . . . . . . . . . . . . .redemption value 
Issuance of warrants associated 
with convertible notes... . . . . . .  
Net loss. . . . . . . . . . . . . . . . . . . . . . . .  
Currency translation 

. . . . . . . . . . . . . . . . . . . . .adjustment 
Unrealized loss on marketable 
securities. . . . . . . . . . . . . . . . . . . . .  

Comprehensive loss. . . . . . . . . . . .  

Balance at December 31. 1999. . .  
Repurchase of common stock. . . . . .  
Employee Stock purchases. . . . . . . .  
Issuance of redeemable. 
convertible preferred stock. . . .  
Accretion and dividend on 

. . . . . . . . . . . . . . . .preferred stock 
Beneficial conversion of 
redeemable convertible 
preferred stock. . . . . . . . . . . . . . . .  
Issuance of warrants associated 
with convertible notes. . . . . . . . .  
Issuance of common stock through 
initial public offering. . . . . . . .  

Conversion of preferred stock to 
c o m n  stock. . . . . . . . . . . . . . . . . . .  
Deferred compensation expense 
associated with stock ' 

options. . . . . . . . . . . . . . . . . . . . . . . .  
Adjustments to deferred 
compensation for 

. . . . . . . . . . . . . . . . . . .terminations 
Amortization of deferred 

. . . . . . . . . . . . . . . . . . .compensation 

DEVELOPMENT 
STAGE 

- - - - - - - - - - - - - -

INCOME EQUITY 
(LOSS) (DEFICIT)' 

-.--------------..-------

(77) 
(5,351,251) 



Net loss . . . . . . . . . . . . . . . . . . . . . . . .  
Currency translation 
adjustment . . . . . . . . . . . . . . . . . . . . .  
Unrealized loss on marketable 
securities . . . . . . . . . . . . . . . . . . . . .  

Comprehensive loss 

Balance at December 31. 
2000 . . . . . . . . . . . . . . . . .  

See accompanying notes. 



THE MEDICINES COMPANY 
(A COMPANY IN THE DEVELOPMENT STAGE) 

CONSOLIDATED STATEMENTS OF CASH FLOWS 

YEAR ENDED DECEMBER 31, 
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

1998 1999 2000 
- - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -

Cash flows from operating activities: 
Net loss. . . . . . . . . . . . . . . . . . . . . . . . . . .  $(28,950,798) $(34,712,895) $(71,292,170) 
Adjustments to reconcile net loss 

to net cash used in operatins 

PERIOD JULY 31, 1996 
(DATE OF INCEPTION) TO 
DECEMBER 31, 2000 

. . . . . . . . . . . . . . . . . . . . . .  

activities: 
. . . .Depreciation and amortization 

Amortization of discount on 
. . . . . . . . . . . . . .convertible notes 

Amortization of deferred stock 
. . . . . . . . . . . . . . . . . . .compensation 

. . . . . . . .Loss on sales of fixed assets 
Changes in operating assets and 
liabilities: 

. . . . . . . .Accrued interest receivable 
Inventory. . . . . . . . . . . . . . . . . . . . . . . . . .  
Prepaid expenses and other current 
assets. . . . . . . . . . . . . . . . . . . . . . . . . . .  

. . . . . . . . . . . . . . . . . . . . . . .Other assets 
. . . . . . . . . . . . . . . . . . .Accounts payable 
. . . . . . . . . . . . . . . . . . .Accrued expenses 

Net cash used in operating 
activities. . . . . . . . . . . . . . . . . . . . . . .  

Cash flows from investing activities: 
Purchases of marketable 
securities. . . . . . . . . . . . . . . . . . . . . . .  

Maturities and sales of marketable 
securities. . . . . . . . . . . . . . . . . . . . . . .  

Purchase of fixed assets . . . . . . . . . . .  

Net cash provided by (used in) 
investing activities. . . . . . . . . . . . . . .  

Cash flows from financing activities: 
Proceeds from issuance of 
convertible notes and warrants. . .  

Proceeds from issuance of preferred 
stock, net'. . . . . . . . . . . . . . . . . . . . . . .  

Proceeds from issuance of common 
stock, net . . . . . . . . . . . . . . . . . . . . . . .  

Repurchases of common stock . . . . . . . .  
Dividends paid in cash . . . . . . . . . . . . .  

Net cash provided by financing 
activities. . . . . . . . . . . . . . . . . . . . . . . . .  

Effect of exchange rate changes on 
cash. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Increase (decrease) in cash and cash 
equivalents. . . . . . . . . . . . . . . . . . . . . . . .  

Cash and cash equivalents at' 
beginning of period . . . . . . . . . . . . . . . .  

Cash and cash equivalents at end of 
. . . . . . . . . . . . . . . . . . . . . . . . . . . . .period 

Non-cash transactions: 
Dividends on preferred stock. . . . . . .  

Supplemental disclosure of cash flow 
information: 
Interest paid . . . . . . . . . . . . . . . . . . . . .  

See accompanying notes. 



THE MEDICINES COMPANY 
(A COMPANY IN THE DEVELOPMENT STAGE) 

NOTES TO CONSOLIDATED FINANCIAL STATEMENTS 
DECEMBER 31,2000 

1. NATURE OF BUSINESS 

The ~edic inesCompany (the Company) was incorporated in Delaware on July 31, 1996. The Company is a pharmaceutical company engaged 
in the acquisition, development and commercialization of late-stage development drugs.,The Company is a development-stage enterprise, as 
defined in Statement of Financial Accounting Standards No. 7, and has, since inception, been developing business plans, acquiring product 
rights, conducting initial commercialization activities, obtaining financing, performing research and development, conducting regulatory 
activities and recruiting and training personnel. In December 2000, The U.S. Food and Drug Administration (FDA) approved Angiomax(R) 
(bivalirudin), the Company's lead product, for use as an anticoagulant in patients with unstable angina undergoing percutaneous translurninal 
coronary angioplasty (PTCA). 

2. SIGNIFICANT ACCOUNTING POLICIES 

Basis of Presentation 

The consolidated financial statements include the accounts of the Company and its wholly owned subsidiaries. All significant intercompany 
balances and transactions have been eliminated in consolidation. 

Use of Estimates 

The preparation of financial statements in conformity with accounting principles generally accepted in the United States requires management 
to make estimates and assumptions that affect the reported amounts of assets and liabilities and the reported amounts of expenses during the 
reporting period. Actual results could differ from those estimates. 

Risks and Uncertainties 

The Company is subject to risks common to companies in the pharmaceutical industry including, but not limited to, uncertainties related to 
regulatory approvals, dependence on key products, and protection of proprietary rights. 

Concentrations of Credit Risk 

Financial instruments that potentially subject the Company to concentration of credit risk include cash, cash equivalents and marketable 
securities. The Company believes it minimizes its exposure to potential concentrations of credit risk by placing investments in high-quality 
financial instruments. At December 31, 2000, approximately $23,300,000 of the cash and cash equivalents balance was invested in the Merrill 
Lynch Premjer Institutional Fund, a no-load money market fund. 

Cash, Cash Equivalents and Marketable Securities 

The Company considers all highly liquid investments purchased with an original maturity of three months or less to be cash equivalents. Cash 
equivalents consist of investments in money market funds, corporate bonds and taxable auction-securities.These investments are carried at 
cost, which approximates fair value. 

Marketable securities consist of securities with original maturities of greater than three months. The Company classifies its marketable 
securities as available-for-sale. securities under this classification are recorded at fair market value and unrealized gains and losses are recorded 
as a separate component of stockholders' equity. The estimated fair value of the marketable securities is determined based on quoted market 
prices or rates for similar instruments. At December 3 1, 1999 and 2000, marketable securities 



THE MEDICINES COMPANY 
(A COMPANY IN THE DEVELOPMENT STAGE) 

NOTES TO CONSOLIDATED FINANCIAL STATEMENTS - (CONTINUED) 

consisted of investments in corporate bonds with maturities of less than one year and are summarized as follows: 

UNREAL1ZED 
COST GAIN (LOSS) FAIR VALUE 

- - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
December 31, 1999 . . . . . . . . . . . . . . . . . . . . . . . . . . . .  $ 541,400 $ (2.126) $ 539,274 
December 31, 2000 . . . . . . . . . . . . . . . . . . . . . . . . . . . .  $42,559,337 $(36,608) $42,522,729 

There were no sales of available-for-sale securities during the years ended December 3 1, 1999 and 2000, although there were maturities of such 
securities as disclosed in the accompanying consolidated statement of cash flows. 

The Medicines Company currently holds a $3.0 million principal investment in Southern California Edison 5 718% bonds due January 15, 
2001, which is accounted for in accordance with Statement of Financial StandardsNo. 115, "Accounting for Certain Investments in Debt and 
Equity Securities." We classify these securities as available-for-sale and carry them at fair market value based on the quoted mafiet price. We 
have exposure to market risk related to the fluctuation of the Southern California Edison bonds' price, which fluctuation has increased 
significantly as a result of events which occurred after December 3 1, 2000, including the non-payment of principal and interest on the bonds at 
maturity on January 15,2001. At March 28,2001, the value of the Company's investment in these Southern California Edison bonds had 
declined to approximately $2.5million. 

Advertising Costs 

The Company expenses advertising costs as incurred. Advertising costs were approximately $1,491,000, $484,000 and $807,000 for the years 
ended December 31, 1998, 1999 and 2000, respectively. 

Inventory 

The Company records inventory upon the transfer of title from its vendor. Inventory is stated at the lower of cost or market with cost 
determined using a weighted average of actual costs. All costs associated with the manufacture of Angiomax bulk drug product and finished 
product to which title transferred to the Company prior to FDA approval of Angiomax was expensed as research and development. On 
December 15,2000, the Company received FDA approval for Angiomax and any Angiomax bulk drug product to which the Company took 
title after that date is recorded as inventory. 

Fixed Assets 

Fixed assets are stated at cost. Depreciation is provided using the straight-line method based on estimated useful lives or, in the case of 
leasehold improvements, over the lesser of the useful lives or the lease terms. 

Stock-Based Compensation 

Statement of Financial Accounting Standards No. 123, "Accounting for Stock-Based Compensation" ("SFAS 123") encourages, but does not 
require, companies to record compensation cost for stock-based employee compensation plans at fair value. The Company has elected to 
account for stock-based compensation using the intrinsic value 'method prescribed in Accounting Principles Board Opinion No. 25, 
"Accounting for Stock Issued to Employees'' ("APB 25"). 



THE MEDICINES COMPANY 
(A COMPANY IN THE DEVELOPMENT STAGE) 

NOTES T O  CONSOLIDATED FINANCIAL STATEMENTS - (CONTINUED) 

Translation of Foreign Currencies 

The functional currencies of the Company's foreign subsidiaries are the local currencies; British pound sterling, Swiss franc and New Zealand 
dollar. The Company translates its foreign operations using a current exchange rate. In accordance with Statement of Financial Accounting 
Standards No. 52, assets and liabilities are exchanged using the current exchange rate as of the balance sheet date. Expenses and items of 
income are exchanged using a weighted average exchange rate over the period ended on the balance sheet date. Adjustments resulting from the 
translation of the financial statements of the Company's foreign subsidiaries into U.S. dollars are excluded fiom the determination of net loss 
and are accumulated in a separate component of stockholders' deficit. Foreign exchange transaction gains and losses are included in the results 
of operations and are not material to the Company's consolidated financial statements. 

Income Taxes 

Deferred tax assets and liabilities are determined based on differences between fmancial reporting and income tax bases of assets and liabilities, 
as well as net operating loss canyforwards, and are measured using the enacted tax rates and laws that will be in effect when the differences 
reverse. Deferred tax assets are reduced by a valuation allowance to reflect the uncertainty associated with ultimate realization. 

Comprehensive Incorne/(Loss) 

The Company reports comprehensive income/loss and its components in accordance with the-provisions of SFAS No. 130, "Reporting 
Comprehensive Income." Comprehensive income/loss includes all changes in equity for cumulative translations adjustments resulting fiom the 
consolidation of foreign subsidiaries' financial statements and unrealized gains and losses on available-for-sale securities. 

.Recent Accounting Pronouncements 

In December 1999, the Securities and Exchange Commission (SEC) issued Staff Accounting Bulletin 101, "Revenue Recognition in Financial 
Statements" (SAB 101), which provides guidance related to revenue recognition based on interpretations and practices followed by the SEC. 
SAB 101,as  amended, is effective beginning the fourth quarter of calendar fiscal years beginning after December 15, 1999 and requires 
companies to report any changes in revenue recognition as a cumulative change in accounting principle at the time of implementation. 
Adoption of SAB 101 did not have a material impact on the Company's financial position or results of operations, since the Company has no 

' revenues to date. 

In June 1998, the Financial Accounting Standards Board issued SFAS No. 133, "Accounting for Derivative Instruments and Hedging 
Activities." The effective date of this statement was deferred to fiscal years beginning after June 15, 2000 by SFAS No. 137, "Accounting for 
Derivative Instruments and Hedging Activities -- Deferral of the Effective Date of SFAS No. 133."The adoption of this new standard is not 
expected to have a material impact on the Company's fmancial condition or results of operations. 

Net Loss Per Share 

Basic net loss per share is computed using the weighted average number of shares of common stock outstanding during the period reduced, 
where applicable, for outstanding, yet unvested, shares. Diluted net loss per share includes the effect of stock options, warrants and redeemable 
convertible preferred stock and convertible notes outstanding during the period, if dilutive. Since the Company has a net loss for all periods 
presented, the effect of all potentially dilutive securities is antidilutive. Accordingly, basic and diluted net loss per share are the same. 



THE MEDICINES COMPANY 
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NOTES TO CONSOLIDATED FINANCIAL STATEMENTS -- (CONTINUED) 

Unaudited Pro Forma Net Loss Per Share 

Unaudited pro forrna net loss per share is computed using the weighted average number of common shares outstanding, including the pro forma 
effects of automatic conversion of all outstanding redeemable convertible preferred stock and accrued dividends and convertible notes and 
accrued interest through each balance sheet date into shares of the Company's common stock effective upon the closing of the Company's 
initial public offering, as if such conversion had occurred at the date of original issuance. 

Segments 

The Company is a development stage company focused on the acquisition, development and commercialization of late-stage development 
drugs. The Company has license rights to three potential products, Angiomax, CTV-05 and IS-159. The Company manages its business and 
operations as one segment. There are no revenues to date for any potential products and the Company's assets are not identifiable to its three 
potential products. 

3. MANAGEMENT'S PLANS AND FINANCING 

The Company is a development stage company and has incurred substantial losses since inception. To date, the Company has funded its 
operations through the issuance of debt and equity. The Company expects to continue to expend substantial amounts for continued product 
research, development and initial commercialization activities for the foreseeable future and management's plans with respect to funding this 
development are to secure additional equity, if possible, and to secure collaborative partnering arrangements that will provide available cash 
fimding for operations. 

Should additional equity financing or collaborative partnering arrangements be unavailable to the Company, management will restrict certain of 
the Company's planned activities and operations, as necessary, to sustain operations and conserve cash resources. 

4. FIXED ASSETS 

Fixed assets consist of the following: 

DECEMBER 31, 
ESTIMATED . . . . . . . . . . . . . . . . . . . . . . .  

LIFE (YEARS) 1999 . 2000 
-----.------.- - - - - - .- - - - - - - - - - -

Furniture, fixtures and equipment . . . . . . . . . . . . . .  3 $ 323,685 $ 547,748 
Computer hardware and software . . . . . . . . . . . . . . . . .  3 213,376 728,333 
Leasehold improvements . . . . . . . . . . . . . . . . . . . . . . . . .  5 216,064 243,060 

- - - - - - - .- - - - - - - - - - -
753,125 1,519,141 

. . . . . . . . . . . . . . . . .Less: Accumulated depreciation (323,064) (553,309) 
- - - - - - - - - - - - - - - - - - -
$ 430,061 $ 965,832 
------------------ --------------------

Depreciation expense was approximately $98,000, $208,000 and $277,000 for the years ended December 31, 1998, 1999 and 2000, 
respectively. 



THE MEDICINES COMPANY 
(ACOMPANY IN THE DEVELOPMENT STAGE) 

NOTES TO CONSOLIDATED FINANCIAL STATEMENTS - (CONTINUED) 

5. ACCRUED EXPENSES 

Accrued expenses consist of the following at December 31: 

1999 2000 
- - - - - - - - - - - - - - - - - - - -

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .Development services $3,283,767 $5,998,117 
Other . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  : . . . . . .  . . . . . . . . .  396,526 3,138,817 

- - - - - - - - - - - - - - - - - - - -
$3,680,293 $9,136,934-------------------- --------------------

6. CONVERTIBLE NOTES 

In October 1999, the Company issued $6,000,000 of 8% Convertible Notes ("the Notes") and 1,013,877Common Stock Purchase Warrants 
("the Warrants") to existing investors, raising proceeds of $6,000,000. The Notes were redeemable on January 15, 2001 and pay interest serni-
annually at a rate of 8% per annum. The Notes were convertible into shares of stock of the Company upon a subsequent sale of stock of the 
Company provided that such sale resulted in aggregate gross proceeds of at least $6,000,000. The Notes were convertible into a number of 
shares of stock determined by dividing the outstanding principal and interest on the date of the subsequent sale by the price per share of such 
sale. Each Warrant provides the holder with the right to purchase one share of Common Stock of the Company at a price of $5.92 per share at 
any time prior to October 19,2004. The exercise price and the number of shares underlying the Warrants could be adjusted in certain 
circumstances related to future issuances of capital stock. The Company recorded $325,355 as the fair value of the Warrants using the Black-
Scholes method and the estimated fair value of the Company's Common Stock on the date of the issuance of warrants, and $5,674,645 as the 
value of the Notesbon the issuance date. The discount on the Notes was amortized to interest expense over the expected term of the Notes, 
which the Company anticipated to be to June 2000. Since the Notes were issued in October 1999, the carrying amount approximates their fair 
value at December 3 1, 1999.Upon completion of the Company's sale of Series IV Preferred Stock in May 2000, the principal and accrued 
interest on the Notes was converted into 1,393,909 shares of Series IV Preferred Stock. 

In March 2000, the Company issued $13,348,779 of 8% Convertible Notes ("the Notes") and 2,255,687 Common Stock Purchase Warrants 
("the Warrants") to current stockholders, raising proceeds of $13,348,779. The Notes were redeemable on January 15,2001 and accrue interest 
'semi-annually at a rate of 8% per annum. The Notes were convertible into shares of stock of the Company upon a subsequent private sale of 
stock of the Company provided that such sale results in aggregate gross proceeds of at least $6,000,000. The Notes were convertible into a 
number of shares of stock determined by dividing the outstanding principal and interest on the date of the subsequent sale by the price per share 
of such sale. Each Warrant provides the holder with the right to purchase one share of Common Stock of the Company at a price of $5.92 per 
share at any time prior to March 2005. The exercise price and the number of shares underlying the Warrants could be adjusted in certain 
circumstances related to future issuances of stock. The Company recorded approximately $18,800,000 as the value of the Warrants using the 
Black-Scholes method and the estimated fair value of the Company's common stock on the date of the issuance of the warrants. The discount 
on the Notes was amortized over the expected term of the Notes, which the Company anticipated to be to June 2000. For the year ended 
December 31, 2000, amortization of the discount was approximately $18,800,000 and is included with the interest expense in the 
accompanying financial statements. Upon completion of the Company's sale of Series IV Preferred Stock in May 2000, the principal and 
accrued interest on the Notes was converted into 3,141,457 shares of Series IV Preferred Stock. 
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NOTES TO CONSOLIDATED FINANCIAL STATEMENTS - (CONTINUED) 

7. REDEEMABLE PREFERRED STOCK AND STOCKHOLDERS' EQUITY 

On June 29, 2000, the Company's Board of Directors approved a reverse split of .73 shares for every one share of common stock then 
outstanding. The reverse stock split became effective on August 4, 2000. The accompanying financial statements and footnotes, including all 
share and per share amounts,.reflect the reverse stock split. 

Series I, Series 11, Series 111and Series IV Redeemable Convertible Preferred Stock 

During 1999 and 2000, the Company had designated four series of redeemable convertible preferred stock. A summary of the Series I, Series 
11, Series I11 and Series IV Redeemable Convertible Preferred Stock is as follows. 

DECEMBER 31, 
. . . . . . . . . . . . . . . . . . . . . . . . . .  

1999 2000 
- - - - - - - - - - - - - - - - - - - - - -

Series I, $1 par value, 3,550,000 shares authorized at 
December 31, 1999 and none at December 31, 2000, 2,678,005 
shares and none issued and outstanding as of December 31, 
1999 and 2000, respectively ($5,512,225liquidation value 
at December 31, 1999 and $0 at December 31, 2000) . . . . . . . . .  

Series 11, $1 par value, 15,850,000 shares authorized at 
December 31, 1999 and none at December 31, 2000, 
11,290,928 shares and none issued and outstanding as of 
December 31, 1999 and 2000, respectively ($40,670,864 
liquidation value at December 31, 1999 and $0 at December 
31, 2000) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Series 111, $1 par value, 12,150,000 shares authorized at 
December 31, 1999 and none at December 31, 2000, 8,993,417 
shares and none issued and outstanding as of December 31, 
1999 and 2000, respectively ($39,984,732 liquidation value 

. . . . . . . . .. at December 31, 1999 and $0 at December 31, 2000) 
Series IV, $1 par value, 12,150.0,OO shares authorized during 

December 31, 2000 and none at December 31, 1999, none 
issued and outstanding as of December 31, 2000 . . . . . . . . . . . .  

Total . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

In August 1998, the Company executed an agreement (the "Exchange Agreement") under which 8,892,912 shares of common stock and 41,992 
shares of Series A Redeemable.Preferred Stock were exchanged for 2,506,000 shares of Series I Redeemable Convertible Preferred Stock and 
10,565,714 shares of Series I1 Redeemable Convertible Preferred Stock.,Holdersof Series A Redeemable Preferred Stock were entitled to 
receive preferential cumulative annual dividends payable in additional shares of Series A Redeemable Preferred Stock at the rate of 7% per 
a'nnum of the stated value. Prior to the Exchange Agreement, dividends earned from January 1, 1998 through the date of the Exchange 
Agreement were paid to the holders of Series A Redeemable Preferred Stock. During 1997, certain preferred shareholders waived their right to 
a portion of earned dividends and the Company paid agreed-upon amounts through December 3 1, 1997. To the extent that all or any part of the 
Stock would have resulted in the issuance of a fractional share of the Series A Preferred stock, the amount of such fraction, multiplied by the 
stated value, was paid in cash. 

On May 17,2000, the Company issued 1,411,000 shares of Series IV Redeemable Convertible Preferred Stock for net proceeds of $6,095,520. 
In addition, on May 17,2000, the convertible notes and accrued interest were converted into 4,535,366 shares of Series IV Redeemable 
convertible Preferred Stock. The Series IV preferred stock carries terms and conditions similar to the Series I, 11, I11 preferred stock. The Series 
IV preferred stock was convertible into common stock at a 1-for-0.73 conversion rate and automatically converted upon the closing of the sale 
of shares of common stock in an underwritten public offering. The Series IV Redeemable Convertible Preferred Stock issued on May 17, 2000 
contained a beneficial conversion feature 
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based on the estimated fair market value of common stock .intowhich it is convertible. In accordance with EITF 98-5, the total amount of such 
beneficial conversion is approximately $25,450,000. The beneficial conversion is analogous to a dividend and was recognized during 2000 
when issued. Simultaneously with the closing of the Company's initial public offering, 30,659,957 shares of Redeemable Convertible Preferred 
Stock then outstanding (including accrued dividends for the period August 1, 2000 to August 11, 2000) were converted into 22,381,735 shares 
of common stock. 

A summary of the rights, preferences and privileges of the Series I, Series 11, Series 111and Series IV Redeemable Convertible Preferred Stock 
("Series Preferred Stock") is as follows: 

Dividends. The holders of each series of Series Preferred Stock are entitled to receive, prior to any distribution to the holders of c o n k o n  
Stock, preferential cumulative dividends payable in additional shares of such series of Series Preferred Stock at a rate of 7% per share per 
annum of the liquidation value of such series of Series Preferred Stock. Such dividends were paid annually commencing on July 3 1, 1999. 

Liquidation. In the event of any liquidation, dissolution or winding up of the Company (either voluntary or involuntary), the holders of Series 
Preferred Stock are entitled to receive, out of the assets of the Company available for distribution to its stockholders, a per share amount equal 
to $2.00 per share in the case of the Series I Preferred Stock, $3.50 per share in the case of the Series I1 Preferred Stock and $4.32 in the case of 
the Series I11 and Series IV Preferred Stock, plus any accrued but unpaid dividends (the liquidation value). These distributions will be made 
prior to any distributions to other stockholders. Any amounts remaining after making such distributions will be distributed to the holders of 
Common Stock and Series Preferred Stock on parity with each other. If the remaining assets of the Company available for distribution to its 
stockholders are insufficient to pay all of the holders of Series Preferred Stock, distributions will be made first to the Series IV Preferred 
Stockholders, then to Series I11 Preferred Stockholders and then to the Series I and I1 Preferred Stockholders on a pro-rata basis. 

Conversion. Holders of shares of Series Preferred Stock have the right to convert their shares at any time into shares of Common Stock. The 
conversion rate for each series of Series Preferred Stock is 0.73-for-1. The conversion rate for each series of Series Preferred Stock is subject 
(i) to proportional adjustments for splits, reverse splits, recapitalizations, etc., and (ii) to formula-weighted average adjustments in the event that 
the Company issues additional shares of Common Stock or securities convertible into or exercisable for Common Stock at a purchase price less 
than the applicable conversion price then in effect, other than the issuance of shares to directors, officers, employees and consultants pursuant 
to stock plans approved by the Board of Directors and certain other exceptions. Each share of Series Preferred Stock will be automatically 
converted into shares of Common Stock upon the closing of the sale of shares of Common Stock at a price of at least $8.90 per share (subject to 
appropriate adjustment for stock dividends, stock splits, combinations and other similar recapitalizations affecting such shares).in an 
underwritten public offering pursuant to an effective registration statement under the Securities Act of 1933, resulting in at least $15,000,000 of 
gross proceeds to the Company. 

Redemption. The Company will redeem the outstanding shares of Series Preferred Stock in three equal annual installments commencing July 
31, 2002 at a price equal to the liquidation value of such shares. 

Voting. Generally, holders of shares of Series Preferred Stock vote on all matters, including the election of directors, with the holders of shares 
of Common Stock on an as-converted basis, except where a class vote is required by law. 
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Accretion. Series Preferred Stock is accreted to its redemption value to recognize issuance costs over the period from issuance to redemption 
using the interest method and to reflect accrued but unpaid dividends. 

Common Stock 

Common Stockholders are entitled to one vote per share and dividends when declared by the Board of Directors, subject to the preferential 
rights of preferred stockholders. 

Upon the completion of its Initial Public Offering ("IPO") on August 1 I ,  2000, the Company sold 6,000,000 shares of its common stock at a 
price of $16.00 per share. In addition, on September 8, 2000, the underwriters of the IPO exercised their over-allotment option and purchased 
an additional 900,000 shares of common stock at a price of $16.00 per share. The company received proceeds of approximately $101.4 million, 
net of underwriting discounts and conlrnissions, and expenses. Simultaneously with the closing of the IPO, 30,659,957 shares of Redeemable 
Convertible Preferred Stock then outstanding (including accrued dividends for the period August 1, 2000 to August 11,2000) were converted 
into 22,381,735 shares of common stock. 

During 1996, 1997 and 1998,certain employees of the Company purchased 335,800, 627,070 and 32,850 shares of common stock, 
respectively, for $0.001 per share. These shares are subject to restriction and vesting agreements that limit transferability and allow the 
Company to repurchase unvested shares at the original purchase price. The shares vest ratably over a four-year period that generally begins on 
each employee's hire date. During 1998, 1999 and 2000, the Company repurchased 107,979, 56,378 and 22,205 shares, respectively, of 
unvested common stock for $0.001 per share. There were 62,722 shares of common stock unvested at December.31, 2000. 

Stock Plans 

In April 1998, the Company adopted the 1998 Stock Incentive Plan (the "Plan"), which provides for the grant of stock options, restricted stock 
and other stock-based awards to employees, directors and consultants. The plan allows for the issuance of up to 1,083,259 shares of common 
stock through April 2008. The Board of Directors determines the term of each option, the option price, the number of shares for which each 
option is granted and the rate at which each option is exercisable. During 1999, the Board of Directors amended all outstanding grants to allow 
holders the opportunity to exercise options prior to vesting. Exercised options that are unvested are subject to repurchase by the Company at the 
original exercise price: Options granted under the plan generally vest in increments over four years. 

In January 2000, the Board of Directors approved an amendment to the Plan to increase the number of shares available under the Plan to 
1,448,259. In May 2000, the Board of Directors approved an amendment to the Plan to increase the number of shares available under the Plan 
to 4,368,259. In addition, the Board of Directors also approved the 2000 Employee Stock Purchase Plan which provides for the issuance of up 
to 255,500 shares of common stock to participating employees and the 2000 Directors Stock Option Plan which provides for the issuance of up 
to 250,000 shares of common stock to the Company's directors. Both the 2000 Employee Stock Purchase Plan and the 2000 Directors Stock 
Option Plan have received stockholder approval. 

Prior to the Company's initial public offering, the Board of Directors of the company determined the fair value of the Company's common stock 
in its good faith judgment at each option grant date for grants under the Plan considering a number of factors including the financial and 
operating performance of the company, recent transactions in the Company's common and preferred stock, if any, the values of similarly 
situated companies and the lack of marketability of the cornpan$%common stock. Following the Company's initial public offering, the fair 
value is determined based on the traded value of the ~ o m ~ a n ~ ' i ' & m m o n. ~ .  stock. 

. ,.:: 
,.-. . :  
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During the period January 1,2000 to September 3 1,2000, the Company issued 2,273,624 options at exercise prices below the estimated fair 
value of the Company's common stock as of the date of grant of such options based on the price of the Company's common stock in connection 
with the Company's initial public offering. The total deferred compensation associated with these options is approximately $17.3 million. 
Included in the results of operations for the year ended December 3 1, 2000 is compensation expense of approximately $3.7 million associated 
with such options. 

The Company has elected to follow APB 25 in accounting for its stock options granted to employees because the alternative fair value 
accounting provided for under SFAS 123, requires the use of option valuation models that were not developed for use in valuing employee 
stock options. Because the exercise price of the Company's stock options generally equals the market price of the underlying stock on the date 
of grant, no compensation is recognized under APB 25. Had compensation costs for the Plan been determined based on the fair value at the 
grant dates as calculated in accordance with SFAS 123, the Company's net loss for the year ended December 31, 1999 and 2000 would have 
been increased to the pro forma amounts indicated below. 

Net loss attributable to common stockholders 
reported . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Net loss attributable to common stockholders 
f o m a . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Net loss per share attributable to common 
stockholders - - As reported . . . . . . . . . . . . . . . .  

Net loss per share attributable to common 
stockholders - - Pro forma . . . . . . . . . . . . . . . . . .  

YEARS ENDED DECEMBER 31, 
-------------.------------.-------.-------

1998 1999 2000 
- - - - - - - - - - - - - - - - - - - - - - ----.-------

- - AS 
. . . . . .  $32,909,701 $40,605,911 $101,635,158 
- - Pro 
. . . . . .  $32,965,764 .$40.771,828 $106,150,604 

The fair value of each option grant was estimated on the date of grant'using the Black-Scholes option-pricing model with the following 
weighted average assumptions: 

YEARS ENDED DECEMBER 31, 
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

1998 1999 2000 
- - - - - - - - - - - - - - - - - - - - - - - - - - - - - -

Expected dividend yield . . . . . . . . . . . . . . . . . . . . . . . . .  0% 0% 0% 
Expected stock price volatility . . . . . . . . . . . . . . . . .  70% 70% 70% 
Risk-free interest rate . . . . . . . . . . . . . . . . . . . . . . . . .  4.70% 5.45% 6.32% 
Expected option term . . . . . . . . . . . . . . . . . . . . . . . . . . . .  3.38 years 3.30 years 3.35 years 
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A summary of stock option activity under the 1998 Stock Incentive Plan and the 2000 Directors Stock Option Plan are as follows: 

Outstanding, December 31, 1997 . . . . . . . . . . . . . . . . . . . . . . . . . .  
Granted . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Exercised . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Canceled . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Outstanding, December 31, 1998 . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Granted . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  : . . .  . . . . . . . . .  
Canceled . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

. . . . . . . . . . . . . . . . . . . . . . . . . . .Outstanding, December 31, 1999 
Granted . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Exercised . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .Canceled 

Outstanding, December 31, 2000 . . . . . . . . . . . . . . .  

Available for future grant at December 31, 2000 

NUMBER OF 
SHARES 

- - - - - - - - -
- -

734,745 
(2.037) 

(27,437) 
- - - - - - - - -
705,271 
239,075 
(175,380) 

- - - - - - - - -

WEIGHTED AVERAGE 
EXERCISE PRICE 

- - - - - - - - - - - - - - - -
$ - -
1.11 
0.64 
0.88 

. - - - - -
1.12 
1.23 
1.05 

- - - - -
1.16 
9.80 
1.26 
1.22 

- - - - -
$9.43 
----------

The weighted average per share fair value of options granted during 1998, 1999 and 2000 was $0.55, $0.62 and $10.34, respectively. The 
weighted average fair value and exercise price of options granted during 2000 which were granted with exercise prices below the fair market 
value were $9.35 and $4.68, respectively. The weighted average fair value and exercise price of options granted during 2000 which were 
granted with exercise prices equal to the fair market value were $13.19 and $24.96, respectively. 

The following table summarizes information about stock options from the 1998 Stock Incentive Plan and the 2000 Directors Stock Option Plan 
outstanding at December 3 1, 2000: 

RANGE OF 
EXERCISE PRICES 
- - - - - - - - - - - - - - -
$ 0.69 - - $ 3.08 
$ 4.79 - - $ 4.79 
$ 5.92 - - $12.00 
$19.88 - - $24.00 
$24.13 - - $30.63 

OPTIONS OUTSTANDING 
------.----.---.---------------------

WEIGHTED 
AVERAGE WEIGHTED 

NUMBER REMAINING AVERAGE 
OUTSTANDING CONTRACTUAL EXERCISE 
AT 12/31/00 LIFE (YEARS) PRICE 
- - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -

911,673 8.72 $ 1.63 
850,450 9.39 $ 4.79 
631,231 9.52 $ 6.69 
183,750 9.85 $22.76 
638,050 9.93 $25.60 

- - - - - - - - - - - - - - - - - - -
3,215,154 9.36 $ 9.43 
------------------ -------- ------------

OPTIONS 
- - - - - - - - - - - -

NUMBER 
OUTSTANDING 
AT 12/31/00 

Common Stock Reserved for Future Issuance 

VESTED 
.- - - - - - - - - -

WEIGHTED 
AVERAGE 
EXERCISE 
PRICE 

- - - - - - - -
$1.46 
$4.79 
$5.92 

- -

At December 31,2000, there were 7,913,763 shares of common stock reserved for future issuance under the Employee Stock Purchase Plan, 
for conversion of the Common Stock Warrants and for grants made under the 1998 Stock Incentive Plan and the 2000 Director Stock Option 
Plan. 
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8. NET LOSS AND UNAUDITED PRO FORMA NET LOSS PER SHARE 

The following table sets forth the computation of basic and diluted, and unaudited pro forma basic and diluted net loss per share for the . 

respective periods. The unaudited pro forma basic and diluted net loss per share gives effect to the conversion of the redeemable convertible 
preferred stock and the convertible notes and accrued interest as if converted at the date of original issuance. 

YEAR ENDED DECEMBER 31, 
--------------.------------------------------

1998 1999 2000 
- - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -

Basic and Diluted 
Net loss.. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  $ (28,950,798) $ (34,712;895) $ (71,292,170) 
Dividends and accretion on redeemable 

. . . . . . . . . . . . . . . . . . .convertible preferred stock (3,958,903) (5,893,016) (30,342,988) 
---------.--- - - - - - - - - - - - - - - - - - - - - - - - -

Net loss attributable to common stockholders. . . .  $(32,909,701) $(40,605,911) $(101,635,158)
------------------------ ------------------------ --------------------------

. . . . . .Weighted average common shares outstanding 6,075,948 850,238 12,225,537 
Less: unvested restricted common shares 
outstanding. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  (621,295) (343,173) (166,262) 

-----.------- - - - - - - - - - - - - - - - - - - - - - - - -
Weighted average common shares used to compute 
net loss per share. . . . . . . . . . . . . . . . . . . . . . . . . . . .  5,454,653 507,065 12,059,275 

------------------------ ------------------------ --------------------------
. . . . . . . . . . . .Basic and diluted net loss per share $ (6.03) $ (80.08) $ (8.43)

------------------------ ------------------------ --------------------------
Unaudited Pro forma basic and diluted 

Net loss. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  $ (34,712,895) $ (71,292,170) 
Interest expense on convertible notes. . . . . . . . . . .  197,455 19,390,414 

- - - - - - - - - - - - - - - - - - - - - - - - -
Net loss used to compute pro forma net loss per 

share. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  $(34,515,440) $ (51,901,756)
------------------------ --------------------------

Weighted average common shares used to compute 
net loss per share. . . . . . . . . . . . . . . . . . . . . . . . . . . .  507,065 12,059,275 

Weighted average number of common shares 
assuming the conversion of all redeemable 
convertible preferred stock and convertible 
notes and accrued interest at the date of 
original issuance. . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Weighted average common shares used to compute 
pro forma net loss per share. . . . . . . . . . . . . . . .  

Unaudited pro forma basic and diluted net loss 
per share . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Options to purchase 768,966 and 3,215,154 shares of common stock have not been included in the computation of diluted net loss per share'for 
the years ended December 31, 1999 and 2000, respectively, as their effects would have been antidilutive. Warrants to purchase 1,013,877 and 
3,269,564 shares of common stock were excluded from the computation of diluted net loss per share for the year ended December 31, 1999 and 
2000, respectively, as their effect would be antidilutive. 
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9. INCOME TAXES 

The significant components of the Company's deferred tax assets are as follows: 

DECEMBER 31, 
. . . . . . . . . . . . . . . . . . . . . . . . . . . .  

1999 2000 
-----.------- - - - - - - - - - - -

D e f e r r e d  tax assets:  
N e t  o p e r a t i n g  loss c a r r y f o r w a r d s  . . . . . . . . . . . . . . . . . . . . . .  $ 30,864,000 $ 48,494,000 
R e s e a r c h  a n d  d e v e l o p m e n t  c redi t  . . . . . . . . . . . . . . . . . . . . . . .  2,074,000 3,576,000 
I n t a n g i b l e  assets . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  1,139,000 1,233,000 
O t h e r  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  36,000 86,000 

- - - - - - - - - - - - - - - - - - - - - - - -
34,113,000 53,389,000 

V a l u a t i o n  a l l o w a n c e  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  (34,113,000) (53,389,000)
- - - - - - - - - - - - - - - - - - - - - - - -

N e t  d e f e r r e d  tax assets . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  $ - - $ - -
------------------------ ------------------------

The Company has increased its valuation allowance by $19,276,000 in 2000 to provide a full valuation allowance for deferred tax assets since 
the realization of these future benekts is not considered more likely than not. The amount of the deferred tax asset considered realizable is 
subject to change based on estimates of future taxable income during the carryforward period. If the Company achieves profitability, these 
deferred tax assets would be available to offset fiture income taxes. The future utilization of net operating losses and credits may be subject to 
limitation based upon changes in ownership under the rules of the Internal Revenue Code. The Company will assess the need for the valuation 
allowance at each balance sheet date based on all available evidence. 

At December 31,'2000, the Company had federal net operating loss carryforwards available to reduce taxable income, and federal research and 
development tax credit carryforwards available to reduce future tax liabilities, which expire as follows: 

YEAR OF EXPIRATION 
---------.--------

2011 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
2012 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
2018 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
2019 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
2020 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

FEDERAL NET 
OPERATING' LOSS 
CARRYFORWARDS 
- - - - - - - - - - - - - -

$ 930,000 
15,260,000 
27,876,000 
33,802,000 
44,282,000 

- - - - - - - - - - - -
$122,150,000 
------------------------

FEDERAL RESEARCH 
AND DEVELOPMENT 

TAX CREDIT 
CARRYFORWARDS 
------.---------

$ 22,000 
527,000 
425,000 

1,002,000 
1,300,000 

- - - - - - - - - -
$3,276,000 
--------------------

For state purposes, net operating loss carryforward~of approximately $116,042,000expire in the years 2001 through 2004. State research and 
development tax credit carryforwards are approximately $300,000. % . 

10. LICENSE AGREEMENTS 

Angiomax 

In March 1997, the Company entered into an agreement with Biogen, Inc. for the license of the anticoagulant pharmaceutical, bivalirudin (now 
known as Angiomax). Under the terms of the agreement, the Company acquired exclusive worldwide rights to the technology, patents, 
trademarks, inventories and know- how related to Angiomax. In exchange for the license, the Company paid $2 million on the closing date and 
is 
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obligated to pay up to an additional $8 million upon reaching certain Angiomax sales milestones, including the first commercial sale of 
Angiornax for the treatment of AM1 in the United States and Europe. In addition, the Company shall pay royalties on future sales of Angiomax 
and on any sublicense royalties earned until the later of (1) 12 years after the date of the first commercial sale of the product in a country or (2) 
the date in which the product or its manufacture, use or sale is no longer covered by a valid claim of the licensed patent right in such country. 
The agreement also stipulates that the Company use commercially reasonable efforts to meet certain milestones related to the development and 
commercialization of Angiomax, including expending at least $20 million for certain development and commercialization activities, which we 
met in 1998. The license and rights under the agreement remain in force until our obligation to pay royalties ceases. Either party may terminate 
for material breach, and the Company may terminate the agreement for any reason upon 90 days prior written notice. During December 2000, 
the Company received approval from the U.S. Food and Drug Administration (FDA) for the sale of Angiomax for certain indications. 

In August 1999, the Company entered into an agreement with Gynelogix, Inc. for the license of the biotherapeutic agent CTV-05, a strain of 
human lactobacillus currently under clinical investigation for applications in the areas of urogenital and reproductive health. Under the terms of 
the agreement, the Company acquirld exclusive worldwide rights to the patents and know-how related to CTV-05. In exchange for the license, 
the Company has paid $400,000 and is obligated to pay an additional $100,000 upon reaching certain development and regulatory milestones 
and to fund agreed-upon operational costs of Gynelogix related to the development of CTV-05 on a monthly basis subject to a limitation of 
$50,000 per month. In addition, the Company is obligated to pay royalties on future sales of CTV-05 and on any sublicense royalties earned 
until the date on which the product is no longer covered by a valid claim of the licensed patent rights in a country. The agreement also 
stipulates that the Company must use commercially reasonable efforts in pursuing the development, commercialization and marketing of CTV-
05 to maintain the license. The license and rights under the agreement remain in force until our obligation to pay royalties ceases. Either party 
may terminate the agreement for material breach, and may terminate the agreement for any reason upon 60 days prior written notice. 

In July 1998, the Company entered into an agreement with Irnmunotech S.A. for the license of the pharmaceutical IS-159 for the treatment of 
acute migraine headache. Under the terms of the agreement, the Company acquired exclusive worldwide rights to the patents and know-how 
related to IS-159. In exchange for the license, the Company paid $1 million on the closing date and is obligated to pay up to an additional $4.5 
million upon reaching certain development and regulatory milestones. In addition, the Company shall pay royalties on future sales of IS-159 
and on any sublicense royalties earned until the date on which the product is no longer covered by a valid claim of the licensed patent rights in 
a country. The agreement also stipulates that the Company must use commercially reasonable efforts in pursuing the development, 
commercialization and marketing of IS-159 and meet certain development and regulatory milestones to maintain the license. The licenses and 
rights under the agreement remain in force until the company's obligation to pay royalties ceases. Either party may terminate the agreement for 
material breach, and the Company may terminate the agreement for any reason upon 60 days prior written notice. * 
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11. STRATEGIC ALLIANCES 

UCB 

In December 1999, the Company entered into a commercial supply agreement with UCB-Bioproducts S.A. ("UCB") to develop and supply 
AngioGx bulk drug substance. Under the terms of the agreement, UCB Bioproducts is also responsible for developing the Chemilog process 
in coordination with the Company and obtaining regulatory approval for use of the process. The Company has agreed to partially fund UCB 
Bioproducts' development activities. The funding is due upon the completion by UCB Bioproducts of development milestones. If UCB 
Bioproducts successfully completes each of these development milestones, the Company anticipates total development funding to be 
approximately $9.1 million. During 1999 and 2000, expenses incurred for such services were approximately $811,000 and.$560,000, 
respectively, of which approximately $469,000 and $789,000 was recorded in accounts payable and accrued expenses at December 31, 1999 
and 2000, respectively. In addition, the Company has agreed to purchase Angiomax bulk drug product exclusively from UCB Bioproducts at 
agreed upon prices for a period of seven years from the date of the first commercial sale of Angiomax produced under the Chemilog process. 
~ o l l o & n ~the expiration of the agreement, or if the Company terminates the agreement prior to itS expiration, UCB Bioproducts will transfer 
the development technology to the Company. If the Company engages a third party to manufacture Angiomax using this technology, the 
Company will be obligated to pay UCB Bioproducts a royalty based on the amount paid by the Company to the third-party manufacturer. 

During 1999, the Company placed an order with UCB Bioproducts for the manufacture of Angiomax bulk drug product. Manufacture of $14.2 
million of this material was completed in 2000, of which $12.2 million was expensed during the period. All costs associated with the 
manufacture of Angiomax bulk drug product and finished products to which title was transferred to the Company prior to the date of FDA 
approval of Angiomax were expensed as research and development. The Company recorded Angiomax bulk drug product to which title 
transferred after the date of FDA approval of Angiomax as inventory. In November 2000, the Company placed additional orders with UCB 
Bioproducts for the manufacture of Angiomax bulk drug product. Under the terms of these orders, the Company is scheduled to take title to 
material and become obligated to make payments totaling approximately $24.0 million in fiscal 2001 and early fiscal 2002. 

Lonza 

In September 1997, the Company entered into an agreement with Lonza AG ("Lonza") for the development of a new commercial 
manufacturing process for an advanced intermediate compound used in the manufacturing of Angiomax ("Angiomax intermediate"). In 
November 1998, the Company entered into an additional agreement with Lonza for the engineering, procurement and installation of equipment 
for the initial manufacturing of the Angiornax intermediate using the new process. The agreement also contemplated the purchase of the 
Angiomax intermediate from Lonza at specified prices for an anticipated two-year period following initial production and stipulated the basic 
principles of a long-term commercial supply contract. In January 2000, the Company notified Lonza of its intention to terminate the agreement. 
As a result of the termination, the Company retained certain ownership rights to intellectual property and was responsible for reimbursement of 
all costs incurred under the terms of the agreement through the date of notice. Approximately $1,572,000 was recorded in accounts payable and 
accrued expenses at December 31, 1999. There was no outstanding obligation to Lonza at December 31,2000. 

PharmaBio 

In August 1996, the Company entered into a strategic alliance with one of its stockholders, PharmaBio Development Inc. ("PharmaBio"), a 
wholly owned subsidiary of Quintiles Transnational Corporation ("Quintiles"). Under the terms of the strategic alliance agreement, PharrnaBio 
and any of its affiliates who 
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work on the Company's projects will, at no'cost to the Company, review and evaluate, jointly with the Company, development program 
designed by the Company related to ~otentialor actual product acquisitions. The purpose of this collaboration is to optimize the duration, cost, 
specifications and quality aspects of such program. PharmaBio and its affiliates have also agreed to perform other services with respect to our 
products, including clinical and non-clinical development services, project management, project implementation, pharmacoeconomic services, 
regulatory affairs and post marketing surveillance services and statistical, statistical programming, data processing and data management 
services pursuant to work orders agreed to by the Company and PharmaBio from time to time. Through December 31,2000,the Company has 
entered in approxinlately 40 work orders with PhannaBio and has paid PharmaBio a total of $10.9 million. During 1998, 1999 and 2000, 
expenses incurred for such services were approximately $1.7 million, $3.7 million and $2.3 million, respectively, of which approximately $1.2 
million and $813,000 was recorded in accounts payable and accrued expenses at December 3 1, 1999 and 2000, respectively. At December 31, 
2000, the Company had open orders with PharmaBio for.such services that reflect estimated aggregate future payments of approximately $3.4 
million. 

Innovex 

In January 1997, the Company entered into a consulting agreement with Innovex, Inc. ("Innovex"), a subsidiary of Quintiles, which was 
subsequently superceded by a consulting agreement executed with Innovex in December 1998. Pursuant to the terms of the agreement, Innovex 
provides the Company with consulting services with respect to pharmaceutical marketing and sales. Since December 1997,the Company has 
also entered into various clinical services agreements with Innovex pursuant to which Innovex has provided project management, clinical 
monitoring, site management, medical monitoring, regulatory affairs, data management and quality assurance services with respect to clinical 
trials of Angiomax. None of the clinical services agreements is currently outstanding. Through December 31,2000 the Company has paid 
Innovex $1.8 million under these agreements. 

In December 2000, the Company signed a master services agreement and a work order with Innovex under which Innovex agreed to provide 
contract sales, marketing and cornrnercialization services relating to Angiomax. Under the master services agreement, Innovex may provide 
additional services unrelated to Angiomax pursuant to work orders entered into from time to time. Under the master services agreement and the 
Angiornax work order, Innovex will provide the Angiomax sales force of 52 representatives, a sales territory management system and 
operational support for the launch of Angiomax. The Company will provide the marketing plan and marketing materials for the sales force and 
other sales and marketing support and direction.for the sales force. For Innovex services, the Company has agreed to a daily fee for each day 
worked by the members of the sales force. The Company will reimburse Innovex for expenses incurred in providing the services and for the 
incentive compensation paid to the sales force of Innovex. The company has the right to terminate the work order and the master services 
agreement at any time upon 90 days prior written notice. The Company may hire members of the sales force, although the Company may incur 
additional fees to Innovex. Through December 31, 2000, the Company had paid Innovex $1.1 million for its services under the master services 
agreement and work order. Total fees for 2001 under this agreement are estimated to be approximately $8.2 million subject to adjustments in 
the size of the sales force and other commercial factors. 

During 1998, 1999and 2000, expenses incurred for services provided by Innovex were approximately $943,000, $616,000 and $1.7 million 
respectively, of which approximately $102,000, $280,000 and $440,000 were recorded in accounts payable and accrued expenses at December 
31, 1998, 1999 and 2000, respectively. 
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Stack Pharmaceuticals 

In April 2000, the Company entered into an agreement with Stack Pharmaceuticals, an entity controlled by David Stack, one of the Company's 
senior vice presidents, which was amended in August 2000. Pursuant to the terms of this agreement, as amended, Stack Pharmaceuticals will 
perform infrastructure services for us, which includes providing office facilities, equipment and supplies for the Company's employees based in 
New Jersey, and such consulting, advisory and related services for the Company as may be agreed upon from time to time. For the 
infrastructure services, the Company has agreed to pay Stack Pharmaceuticals a service fee of $20,100 per month. The term of thls agreement 
continues until April 1, 2001, but either party may terminate it earlier upon 90 days prior written notice. From January 2000 through March 
2000, Stack Pharmaceuticals provided the Company with consulting services under a consulting agreement that expired on March 31, 2000. 
Through December 31, 2000, the Company had paid Stack Pharmaceuticals $407,000 under these agreements. The was no outstanding 
obligation to Stack Pharmaceuticals at December 31, 2000. 

12. COMMITMENTS AND CONTINGENCIES 

The Company leases its facilities in Cambridge, Massachusetts and Parsippany, New Jersey and certain office furniture and equipment at those 
facilities under operating leases. The leases for the Cambridge and Parsippany facilities expire in August 2003 and September 2005; 
respectively. Future annual minimum payments under all non-cancelable operating leases are $590,000, $712,000, $429,000, $210,000 and 
$160,000 in 2001,2002,2003,2004 and 2005, respectively. Rent expense was approximately $326,000, $442,000 and $504,000 for the years 
ended December 31, 1998, 1999 and 2000, respectively. 

The Company is involved in ordinary and routine matters and litigation incidental to its business. There are no such matters pending that the 
Company expects to be material in relation to its financial condition or results of operations. 

13. EMPLOYEE BENEFIT PLAN 

401(k) Plan 

The Company has an employee savings and retirement plan which is qualified under Section 401 of the Internal Revenue Code. Our employees 
may elect to reduce their current compensationby up to the statutorily prescribed limit and have the amount of such reduction contributed to 
the 401(k) plan. The Company may make matching or additional contributions to the 401(k) plan in amounts to be determined annually by the 
board of directors. The Company has not made any matching or additional contributions to date. 

14. SELECTED QUARTERLY FINANCIAL DATA (UNAUDITED) 

The following table presents selected quarterly financial data for the years ended December 31, 1999 and 2000. 
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- - - - - - - - - - -
MARCH 31, 

1999 
- - - - - - - - -

Total operating 
expenses . . . . . . . . . . . . . . .  $ 8,483 

Net loss . . . . . . . . . . . . . . . . .  (8,137) 
Net loss attributable to 

common stockholders . . . .  (9,573) 
Basic and diluted net 

THREE MONTHS ENDED 
---.----------------.-----------------------------------------

JUNE 30, SEPT. 30, DEC. 31, MARCH 31, JUNE 30. 
1999 1999 1999 2000 2000 

- - - - - - - - . -.-------- - - - - - - - - - - - - - - - - - - - - - - - -
(IN THOUSANDS, EXCEPT PER SHARE DATA) 

SEPT. 30, ' DEC. 31, 
2000 2000 

- - - - - - - - - - - - - - - - -

loss attributable to 
common stockholders per 
common share.. . . . . .. . . . $(21.09) $ (25.62) $ (19.21) $(13.45) $ (32.91) $ (68.65) $ (0.67) $ (0.74) 

Pro forma basic and 
diluted net loss 
attributable to common 
stockholders per common 
share . . . . . . . . . . . . . . . . . .  (0.48) (0.66) (0.49) (0.33) (0.55) (0.38) (0.34) (0.74) 

The net loss for each quarter of 2000 was higher compared to the corresponding quarter of 1999. There were higher research and development 
costs in every quarter of 2000 associated with increased enrollment rates in the HERO-2 trial in AMI, in the third and fourth quarters of 2000 
related to the initiation of the REPLACE clinical trial program in angioplasty, and in the first and fourth quarters of 2000 in connection with the 
receipt of Angiomax bulk drug substance to which title was taken prior to FDA approval. These increases in research and development costs 
were partly offset by lower development costs in all quarters of 2000 related to the discontinuation of the sernilog manufacturing program and 
reduction in the IS-159 activities. Higher selling, general and administrative expenses associated with the commercial launch of Angiomax also 
contributed to the higher net loss in the last three quarters of 2000 as compared to the corresponding quarters of 1999. Higher interest expense 
in the first two quarters of 2000 resulted from the amortization of the discount on convertible notes issued in October 1999 and March 2000. In 
the second quarter of 2000, we recorded a dividend on the beneficial conversion associated with the issuance of convertible preferred stock in 
May 2000. In addition, in all the quarters of 2000, amortization of deferred compensation on the grant of stock options also contributed to the 
higher 2000 quarterly losses. 



THE MEDICINES COMPANY 

CONDENSED CONSOLIDATED BALANCE SHEET 
(UNAUDITED) 

MARCH 31, 
2001 

- - - - - - - - - - - - -
ASSETS 
Current assets: 
Cash and cash equivalents. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Marketable securities. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Accrued interest receivable. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Accounts receivable. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .Inventory 

Prepaid expenses and other current assets. . . . . . . . . . . . . . . . .  

Total current assets. . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Fixed assets, net . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Other assets. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Total assets . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

LIABILITIES AND STOCKHOLDERS' EQUITY 
Current liabilities: 
Accounts payable . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Accrued expenses . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Total current liabilities. . . . . . . . . . . . . . . . . . . . . . . . .  
Stockholders' equity: 
Common stock, $.001 par value, 75,000,000 shares 

authorized at March 31, 2001; 30,391,948 issued and 
outstanding at March 31, 2001: . . . . . . . . . . . . . . . . . . . . . . . . . .  

Additional paid-in capital . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Deferred compensation. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Accumulated deficit . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Accumulated other comprehensive loss. . . . . . . . . . . . . . . . . . . . . .  

Total stockholders' equity. . . . . . . . . . . . . . . . . . . . . . .  

Total liabilities and stockholders' equity. . . . . . . .  

See accompanying notes to condensed consolidated financial statements. 
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CONDENSED CONSOLIDATED STATEMENTS OF OPERATIONS 
(UNAUDITED) 

Net revenue . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Operating expenses: 
Cost of revenue. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Research,anddevelopment. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Selling, general and administrative. . . . . . . . . . . . . . . . . . . . . . .  

Total operating expenses. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Loss from operations. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Other income (expense): 

Interest income. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Interest expense. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Net loss. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Dividends and accretion to redemption value of redeemable 
preferred stock. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

. . . . . . . . . . . . . . . .Net loss attributable to common stockholders 

Basic and diluted net loss attributable to common 
stockholders per common share. . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Unaudited pro forma basic and diluted net loss attributable 
to common stockholders per common share. . . . . . . . . . . . . . . . . . .  

Shares used in computing net loss attributable to common 
stockholders per common share: 
Basic and diluted . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Unaudited pro forma basic and diluted . . . . . . . . . . . . . . . . . . . . .  

See accompanying notes to condensed consolidated financial statements. 

THREE MONTHS ENDED MARCH 31, 
. . . . . . . . . . . . . . . . . . . . . . . . . . . .  

2000 2001 
- - - - - - - - - - - - - - - - - - - - - - - -
$ - - $ 1,861,288 
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CONDENSED CONSOLIDATED STATEMENTS OF CASH FLOWS 
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THREE MONTHS ENDED MARCH 31, 
. . . . . . . . . . . . . . . . . . . . . . . . . . . .  

2001 2000 
- - - - - - - - - - - - - - - - - - - - - - - -

Cash flows from operating activities: 
Net loss. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Adjustments to reconcile net loss to net cash used in 

operating activities: 
Depreciation. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

. . . . . . . . . .Amortization of discount on convertible notes 
. . . . . . . . . . . .Amortization of deferred stock compensation 

Loss on sales of fixed assets. . . . . . . . . . . . . . . . . . . . . . . . . .  
Changes in operating assets and liabilities: 

. . . . . . . . . . . . . . . . . . . . . . . . . .Accrued interest receivable 
Accounts receivable. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
~nventory. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Prepaid expenses and other current assets. . . . . . . . . . . .  
Other assets. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Accounts payable . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Accrued expenses. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Net cash used in operating activities. . . . . . . . . . . . .  
Cash flows from investing actfvities: 

. . . . . . . . . . . . . . . . . . . . . . . .Purchases of marketable securities 
. . . . . . . . . . . . .Maturities and sales of marketable securities 

Purchase of fixed assets. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Net cash provided by investing activities . . . . . . . . .  
Cash flows from financing activities: 
Proceeds from issuance of convertible notes and 

warrants. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
. . . . . . . . . . . . . .Proceeds from issuances of common stock, net 

Repurchases of common stock. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Net cash provided by financing activities . . . . . . . . .  
. . . . . . . . . . . . . . . . . . . . .Effect of exchange rate changes on cash 

Increase (decrease) in cash and cash equivalents ' . . . . . . . . . . . .  
Cash and cash equivalents at beginning of period . .:. . . . . . . . .  

Cash and cash equivalents at end of period . . . . . . . . . . . . . . . .  

See accompanying notes to condensed consolidated financial statements. 
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NOTES TO UNAUDITED CONDENSED CONSOLIDATED FINANCIAL STATEMENTS 

1. NATURE OF BUSINESS 

The Medicines Company (the Company) was incorporated in Delaware on July 3 1, 1996. The Company is a ~harmaceuticalcompany engaged 
in the acquisition, development and cornrnercializationof late-stage development drugs. As a result of the U.S. Food and Drug Administration 
approval of Angiomax (bivalirudin) for use as an anticoagulant in patients with unstable angina undergoing percutaneous transluminal coronary 
angioplasty in December 2000, and the commencement of sales of Angiomax in the first quarter of 2001, the Company is no longer considered 
to be a development-stage enterprise, as defined in Statement of Financial Accounting Standards No. 7. 

2. SUMMARY OF SIGNIFICANT ACCOUNTING POLICIES 

Basis of Presentation 

The accompanying condensed consolidated financial statements have been prepared in accordance with accounting principles generally 
accepted in the United States for interim financial information and with the instructions to Form 10-Q.Accordingly, they do not include all the 
information and footnotes required by accounting principles generally accepted in the United States for complete financial statements. In the 
opinion of management, the accompanying financial statements include all adjustments, including normal recurring accruals, considered 
necessary for a fair presentation of the Conlpany's financial position, results of operations, and cash flows for the periods presented. 

The results of operations for the three months ended March 31, 2001 are not necessarily indicative of the results that may be expected for the 
entire fiscal year ended December 31, 2001. These condensed consolidated financial statements should be read in conjunction with the audited 
financial statements included in the Company's Annual Report on Form 10-K for the year ended December 31,2000, filed with the Securities 
and Exchange Commission. 

Cash, Cash Equivalents and Marketable Securities 

The Company considers all highly liquid investments purchased with an original maturity of three months or less to be cash equivalents. Cash 
equivalents consist of investments in money market funds, corporate bonds and taxable auction securities. These investments are carried at 
cost, whch approximates fair value. Marketable securities consist of securities with original maturities of greater than three months. The 
Company classifies its marketable securities as available-for-sale. Securities under this classification are recorded at fair market value and 
unrealized gains and losses are recorded as a separate component of stockholders' equity. 

The Medicines Company currently holds a $3.0 million principal investment in Southern California Edison 5 718% bonds which was due 
January.15,2001,which is accounted for in accordance with Statement of Financial Standards No. 115, "Accounting for Certain Investments in 
Debt and Equity Securities." The Company classifies these securities as available-for-sale and carries them at fair market value based on the 
quoted market price. The Company has exposure to market risk related to the fluctuation of the Southern California Edison bonds' price, which 
fluctuation has increased significantly as a result of events which occurred after December 31, 2000, including the non-payment of principal 
and interest on the bonds at maturity on January 15,2001. At March 31, 2001, the value of the Company's investment in these Southern 
California Edison bonds had declined to approximately $2.5 million. Subsequent to March 3 1, 2001, payment of interest was resumed on the 
Southern California Edison bonds. 

Revenue Recognition 

The Company recognizes revenue from product sales when there is pervasive evidence that an arrangement exists, delivery has occurred, the 
price is fixed and determinable, and c~ l l ec t i b i l i~~is reasonably assured. Revenue is recorded net of applicable allowances, including estimated 
allowances for returns, rebates and other discounts. 
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3. NET LOSS AND UNAUDITED PRO FORMA NET LOSS PER SHARE 

The following table sets forth the computation of basic and diluted, and unaudited pro forma basic and diluted, net loss per share for the three 
months ended March 3 1,2001 and 2000. The unaudited pro forma basic and diluted net loss per share for the three months ended March 31, 
2000 gives effect to the conversion of redeemable convertible preferred stock and accrued dividends and convertible notes and accrued interest 
as if converted at the date of original issuance. All redeemable convertible preferred stock and convertible notes were converted during 2000. 
Accordingly, the basic and diluted net loss per share and unaudited pro forma basic and diluted net loss per share for the three months ended 
March 31,2001 are the same. 

Basic and diluted 
Net loss. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Dividends and accretion to redemption value of redeemable 
preferred stock. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Net loss attributable to common stockholders. . . . . . . . . . . . . . .  

Weighted average common shares outstanding. . . . . . . . . . . . . . . . .  
Less: unvested restricted common shares Outstanding. . . . . . . .  

Weighted average common shares used to compute net loss per 
share. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Basic and diluted net loss per share. . . . . . . . . . . . . . . . . . . . . . . .  

Unaudited pro forma basic and diluted net loss. . . . . . . . . . . . . .  
Interest expense on convertible notes. . . . . . . . . . . . . . . . . . . . . . .  
Dividends and accretion to redemption value of redeemable 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .preferred stock 

. . . . . . .Net loss used to compute pro forma net loss per share 

Weighted average common shares used to compute net loss per 
share . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Weighted average number of common shares assuming the 
conversion of.allredeemable convertible preferred stock 
and convertible notes and accrued interest at the date of 
original issuance. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Weighted average common shares used to compute pro forma net 
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .loss per share 

Unaudited pro forma basic and diluted pro forma net loss per 
share. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

THREE MONTHS ENDED MAR. 31 ,  
--------------------.-------

2001 2000 
- - - - - - - - - - - - - - - - - - - - - - - -

Options to purchase 3,287,175 and 1,159,355 shares.ofcommon stock as of March 31,2001 and 2000, respectively, have not been included in 
the computation of diluted net loss per share as their effect would have been antidilutive. Outstanding warrants to purchase 3,269,564 shares of 
common stock as of March 3 1,2001 wire also excluded from the computation of diluted net loss per share as their effect would have been 
antidilutive. 

During the three months ended March 31, 2000, the Company issued options to purchase 587,942 shares of common stock, respectively, at 
exercise prices below the estimated fair value of the Company's common stock as of the date of grant of such options, based on the estimated 
price (as of the date of grant) of the Company's common stock iqconnection with the Company's initial public offering. The total deferred 
compensation associated with options granted during the three months ended March 31, 2000 was approximately $3.9 million. 
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Included in the results of operations for the three months ended March 31,2001 and 2000 is compensation expense of approximately $1.1 
million and $150,000, respectively, associated with options issued in 2000 at exercise prices below the estimated fair value of the Company's 
common stock as of the date of grant of such options. 

4. COMPREHENSIVE INCOME LOSS 

Comprehensive losses for the three months ended March 3 1,2001 and 2000 were $19,45 1,000 and $19,253,000 respectively. Comprehensive 
loss is comprised primarily of net loss and unrealized losses on marketable securities. 

5. RECENT ACCOUNTING PRONOUNCEMENTS 

In June 1998, the Financial Accounting Standards Board issued SFAS No. 133, "Accounting for Derivative Instruments and Hedging 
Activities." The effective date of this statement was deferred to fiscal years beginning after June 15,2000 by SFAS No. 137, "Accounting for 
Derivative Instruments and Hedging Activities -- Deferral of the Effective Date of SFAS NO. 133." The Company adopted this new standard 
and it did not have a material impact on the Company's financial condition or results of operations. 

6 .  SUBSEQUENT EVENTS 

On May 16,2001, the Company sold 4,000,000 shares of common stock in a private placement at $11.OO per share. The net proceeds from this 
sale were approximately $41.8 million. The Company expects to register the shares of common stock sold in the private placement. 

On May 16, 2001, the Company sold approximately $1.0 million of Southern California Edison 5 718% bonds and realized a loss of 
approximately $270,000. The Company continues to hold approximately$2.0 million of these bonds. 



PART I1 

INFORMATION NOT'REQUIREDIN PROSPECTUS 

ITEM 13. OTHER EXPENSES OF ISSUANCE AND DISTRIBUTION 

The following table sets forth the costs and expenses, incurred by the Registrant in connection with the sale of Common Stock being registered. 
All amounts are estimated except the SEC registration fee. 

AMOUNT TO 
BE PAID 

- - - - - - - - -
SEC registration fee . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  $ 13,430. 
Printing and mailing . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  15,000 
Legal fees and expenses . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  50,000 
Accounting fees and expenses . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  20,000 
Miscellaneous . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  11,570

- - - - - - - -
Total . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  $110,000

----------------

ITEM 14. INDEMNIFICATION OF DIRECTORS AND OFFICERS 

The Registrant's Certificate of Incorporation (the "Certificate") provides that, except to the extent prohibited by the Delaware General 
Corporation Law (the "DGCL"), the Registrant's dire,ctorsshall not be personally liable to the Registrant or its stockholders for monetary 
damages for any breach of fiduciary duty as directors of the Registrant. Under the DGCL, the directors have a fiduciary duty to the Registrant 
which is not eliminated by this provision of the Certificate and, in appropriate circumstances, equitable remedies such as injunctive or other 
forms of nonmonetary relief will remain available. In addition, each director will continue to be subject to liability under the DGCL for breach 
of the director's duty of loyalty to the Registrant, for acts or omissions which are found by a court of competent jurisdiction to be not in good 
faith or involving intentional misconduct, for knowing violations of law, for actions leading to improper personal benefit to the director, and for 
payment of dividends or approval of stock repurchases or redemptions that are prohibitcd by DGCL. This provision also does not affect the 
directors' responsibilities under any other laws, such as the Federal securities laws or state or Federal environmental laws. The Registrant has 
obtained liability insurance for its officers and directors. 

Section 145 of the DGCL empowers and corporation to indemnify its directors and officers and to purchase insurance with respect to liability 
arising out of their capacity or status as directors and officers, provided that this provision shall not eliminate or limit the liability of a director: 
(i) for any breach of the director's duty of loyalty to the corporation or its stockholders, (ii) for acts or omissions not in good faith or which 
involve intentional misconduct or a knowing violation of law, (iii) arising under Section 174 of the DGCL, or (iv) for any transaction from 
which the director derived an improper personal benefit. The DGCL provides further that the indemnification permitted thereunder shall not be 
deemed exclusive of any other rights to which the directors and officers may be entitled under the corporation's bylaws, nay agreement, a vote 
of stockholders or otherwise. The Certificate eliminates the personal liability of directors to the fullest extent permitted by Section 102(b)(7) of 
the DGCL and provides that the Registrant shall fully indemnify any person who was or is a party or is threatened to be made a party to any 
threatened, pending or completed action, suit or proceeding (whether civil, criminal, administrative or investigative) by reason of the fact that 
such person is or was a director or officer of the Registrant, or is or was serving at the request of the Registrant as a director or officer of 
another corporation, partnership, joint venture, trust, employee benefit plan or other enterprise, against expenses (including attorney's fees), 
judgments, fines and amounts paid in settlement actually and reasonably incurred by such person in connection with such action, suit or 
proceeding. 

At present, there is no pending litigation or proceeding involving any director, officer, employee or agent as to which indemnification will be 
required or permitted under the Certificate. The Registrant is not aware of any threatened litigation or proceeding that may result in a claim for 
such indemnification. 



ITEM 15. RECENT SALES OF UNREGISTERED SECURITIES 

Set forth below in chronological order is a description of the Registrant's sales of unregistered securities since January 1, 1998. The sales made 
to investors were made in accordance with Section 4(2) or Regulation D of the Securities Act. Sales to all of our employees, directors and 
officers were deemed to be exempt from registration under the Securities Act in reliance on Rule 701 promulgated under Section 3(b) of the 
Securities Act as transactions under compensatory benefit plans and contracts relating to compensation provided under Rule 701. 

In August 1998, we declared a stock dividend on all outstanding shares series A preferred stock and issued an additional 1,686 shares of series 
A preferred stock. The dividend covered the period from June 1, 1998 through August 3 1, 1998. 

In August 1998, the holders of our series A preferred stock exchanged the shares of series A preferred stock and common stock issued to them 
as part of the transaction which occurred in 1996 and 1997 and the shares of series A preferred stock issued to them in connection with the 
dividends declared in 1997 and 1998 for shares of series I convertible preferred stock and series I1 convertible preferred stock. In connection 
with the exchanges, we issued an aggregate of 2,506,000 shares of series I preferred stock and 10,565,714 shares of series I1 preferred stock. 

In ~u~ust '1998,we issued an aggregate of 8,399,593 shares of series 111convertible preferred stock for an aggregate purchase price of 
$36,286,241, or $4.32 per share, to investors, including Warburg, Pincus, Morgan Stanley, I-Ianseatic,Biotech Growth S.A., Alta Partners, 
Clive Meanwell and Peyton Marshall. 

In July 1999, we issued a stock dividend on all outstanding shares of series I preferred stock, series I1 preferred stock and series 111preferred 
stock. In connection with the dividend we issued 172,005 shares of series I preferred stock, 725,214 shares of series I1 preferred stock and 
571,510 shares of series 111preferred stock. The dividend covered the period from August 8, 1998 with respect to the series I and I1 preferred 
stock and August 12, 1998 with respect to the series I11 preferred stock, to July 31, 1999. 

In October 1999, we issued 8% convertible promissory notes in the aggregate original principal amount of $6,000,000 to existing investors. In 
connection with the issuance of these notes, we also issued common stock purchase warrants to purchase 1,013,877 shares of common stock at 
a price of $5.92 per share at any time prior to October 19, 2004. 

In March 2000, we issued 8% convertible promissory notes in the aggregate original principal amount of $13,348,779 to existing investors. In 
connection with the issuance of these notes, we also issued common stock purchase warrants to purchase 2,255,687 shares of common stock at. 
a price of $5.92 per share at any time prior to March 2,2005. 

In May 2000, the outstanding principal amount of the notes issued in October 1999 and March 2000 and the accrued interest thereon were 
converted into an aggregate of 4,535,366 shares of our series IV convertible preferred stock. 

In May 2000, we issued an aggregate of 1,411,000 shares of series IV convertible preferred stock for an aggregate purchase price of $6,095,520 
to Warburg, Pincus, Biotech Growth S.A., Morgan Stanley, Alta Partners, PharrnaBio and Hanseatic. 

In July 2000, we issued a stock dividend on all outstanding shares of series I preferred stock, series I1 preferred stock, series I11 preferred stock 
and series IV preferred stock. In connection with the dividend we issued 187,458 shares of series I preferred stock, 790,358 shares of series I1 
preferred stock, 629,530 shares of series I11 preferred stock and 84,394 shares of series IV preferred stock. The dividend covered the period 
from August 1, 1999 to July 31, 2000 with respect to the series I, I1 and I11 preferred stock and May 17, 2000 to July 31, 2000 with respect to 
the series IV preferred stock. 

In August 2000, we issued a stock dividend on all outstanding shares of series I preferred stock, series I1 preferred stock, series I11 preferred 
stock and series IV preferred stock. In connection with the dividend we issued 5,572 shares of series I preferred stock, 23,491 shares of series I1 
preferred stock, 18,711 shares of 



series 111 preferred stock and 11,726 shares of series IV preferred stock. The dividend covered the period from August 1, 2000 to August 11, 
2000, the date of the closing of our initial public offering. On August 11, 2000, all outstanding shares of series I preferred stock, series 11 
refe eked stock, series I11 preferred stock and series IV preferred stock automatically converted into an aggregate of 22,381,735 shares of 
common stock upon the consumhation of our initial public offering. 

In May 2001, we issued an aggregate of 4,000,000 shares of common stock for an aggregate purchase price of $44.0 million, or $1 1.OO per 
share, to investors, including Warburg, Pinus, Alta Partners, PhannaBio Development Inc., Clive A. Meanwell, T. Scott Johnson and Glenn P. 
Sblendorio. 

As of May 15,2001,58,138 shares of common stock outstanding were subject to our right of repurchase. The shares were purchased for $0.001 
per share. We have issued 318,128 shares of common stock upon the exercise of stock options at a weighted average exercise price of $1.33. In 
addition, options to purchase 3,497,581 shares of common stock were outstanding under our 1998 stock incentive plan and our 2000 outside 
director stock option plan. 

ITEM 16. EXHIBITS AND FINANCIAL STATEMENT SCHEDULES 

(a) Exhibits 

NUMBER 
- - - - - -
3.1'* 

DESCRIPTION 
- - - - - - - - - - -

Third Amended and Restated Certificate of Incorporation of 
the registrant 
Amended and Restated By-laws of the registrant 
Opinion of Hale and Dorr LLP 
1998 Stock Incentive Plan 
Form of 2000 Employee Stock Purchase Plan 
Amended and Restated Registration Rights Agreement, dated as 
of August 12, 1998, as amended to date, by and among the 
registrant and the other parties set forth on the signature 
pages thereto 
Third Amended and Restated Stockholders' Agreement, dated as 
of August 12, 1998, as amended to date, by and among the 
registrant and the other parties set forth on the signature 
pages thereto 
Chemilog Development and Supply Agreement, dated as of 
December 20, 1999, by and between the registrant and UCB 
Bioproducts S.A. 
License Agreement, dated as of June 6, 1990, by and between 
Biogen, Inc. and Health Research, Inc., as assigned to the 
registrant 
License Agreement dated March 21, 1997, by and between the 
registrant and Biogen, Inc. 
Development and Commercialization Agreement, dated August 
16, 1999, by and between the registrant and GyneLogix, Inc. 
Consulting Agreement, dated December l., 1998, by and between 
Innovex Inc. and the registrant 
Alliance Agreement, dated August 1996, by and between the 
registrant and PharmaBio Development Inc., as amended 
Services Agreement dated April 1, 2000 by and between the 
registrant and Stack Pharmaceuticals, Inc. 
Employment agreement dated September 5, 1996 by and between 
the registrant and Clive Meanwell 
Employment agreement dated March 10, 1997 by and between the 
registrant and John Villiger 
Employment agreement dated September 29, 1998 by and between 
the registrant and John Nystrom 
Employment agreement dated October 20, 1997 by and between 
the registrant and Peyton Marshall 
Employment agreement dated March 30, 2000 by and between the 
registrant and David Stack 



NUMBER 
- - - - - -
10.17** 

DESCRIPTION 
- - - - - - - - - - -

Lease for One Cambridge Center dated March 15, 1997 by and 
between Boston Properties, Inc. and the registrant, as 
amended 
Form of Common Stock Purchase Warrant dated October 19, 1999 
Form of Common Stock Purchase Warrant dated March 2, 2000 
Form of 2000 Outside Director Stock Option Plan 
Letter of Intent dated July 20, 2000 by and between Innovex 
Inc. and the registrant 
Amendment No. 1 dated as of August 8 ,  2000 to,the Services 
Agreement between the registrant and Stack Pharmaceuticals, 
Inc. 
Master Services Agreement effective as of November 17, 2000 
between Innovex Inc. and the registrant 
Sales Force Work Order #a475 effective as of November 17, 
2000 between Innovex Inc. and the registrant 
Employment Agreement dated as of April 1, 2000 by and 
between the registrant and Thomas P. Quinn, as amended 
Employment Agreement dated October 16, 1997 by and between 
the registrant and John D. Richards 
Lease for 5 Sylvan Way dated August 15, 2000 by and between 
the registrant and Mack-Cali Morris Realty L.L.C. 
Form of Stock Purchase Agreement between the registrant and-
the selling stockholders dated May 11, 2001 
Subsidiaries of the registrant 
Consent of Ernst & Young LLP, Independent Auditors 
Consent of Hale and Dorr LLP (included in Exhibit 5.1) 
Powers of Attorney (included on page 11-61 

+ Confidential treatment was granted for certain portions of this Exhibit pursuant to Rule 406 promulgated under the Securities Act. 

++Confidential treatment has been sought for certain portions of this Exhibit pursuant to Rule 24(b) promulgated under the Securities 
Exchange Act. 

* Incorporated by reference to the registration statement on Form S-1 
(registration no. 333-53280) 

** Incorporated by reference from the exhibits to the registration statement on Form S-1 (registration no. 333-37404). 

*** Incorporated by reference from the exhibits to the registrant's quarterly report on Form 10-Q for the quarter ended September 30, 2000. 

**** Incorporated by reference from the exhibits to the registrant's annual report on Form 10-K for the year ended December 31, 2000. 

(b) Financial Statement Schedules. 

None. 

ITEM 17. UNDERTAKINGS 

The undersigned Registrant hereby undertakes: 

(1) To file, during any period in which offers or sales are being made, a post-effective amendment to this registration statement: 

(i) To include any prospectus required by Section 10(a)(3) of the Securities Act of 1933, as amended (the "Securities Act"); 

11-4 



(ii) To reflect in the prospectus any facts or events arising after the effective date of this registration statement (or the most recent post-effective 
amendment thereof) which, individually or in the aggregate, represent a hndamental change in the information set forth in this registration 
statement. Notwithstanding the foregoing, any increase or decrease in the volume of securities offered (if the total dollar value of securities 
offered would not exceed that which was registered) and any deviation from the low or high end of the estimated maximum offering range may 
be reflected in the form of prospectus filed with the Commission pursuant to Rule 424(b) if, in the aggregate, the changes in volume and price 
represent no more than 20 percent change in the maximum aggregate offering price set forth in the "Calculation of Registration Fee" table in 
the effective registration statement; and 

(iii) To include any material information with respect to the plan of distribution not previously disclosed in this registration statement or any 
material change to such information in this registration statement; 

provided, however, that paragraph (l)(i) and (l)(ii) do not apply if the information required to be included is a post-effective amendment by 
those paragraphs is contained in periodic reports filed by the Company pursuant to 
Section 13 or Section 15(d) of the Securities Exchange Act of 1934, as amended (the "Exchange Act"), that are incorporated by reference in 
this Registration Statement. 

(2) That, for the purposes of determining any liability under the Securities Act, each post-effective amendment that contains a form of 
prospectus shall be deemed to be a new registration statement relating to the securities offered therein, and the offering of such securities at the 
time shall be deemed to be the initial bona fide offering thereof. 

(3) To remove from registration by means of a post-effective amendment any of the securities being registered which remain unsold at the 
termination of the offering. 

Insofar as indemnification to liabilities arising under the Securities Act may be permitted to directors, officers and controlling of the 
Registrant pursuant to the Delaware General Corporation Law, the Certificate of Incorporation of the Registrant, the Underwriting Agreement, 
or otherwise, the Registrant has been advised that in the opinion of the Securities and Exchange Commission such indemnification is against 
public policy as expressed in the Securities Act, and is, therefore, unenforceable. In the event that a claim for indemnification against such 
liabilities (other than the payment by the Registrant of expenses incurred or paid by a director, officer or controlling person of the Registrant in 
the successful defense of any action, suit or proceeding) is asserted by such director, officer or controlling person in connection with the 
securities being registered hereunder, the Registrant will, unless in the opinion of counsel the matter has been settled by the controlling 
precedent, submit to a court of appropfiate jurisdiction the question of whether such indemnification by it is against public policy as expresied 
in the act and will be governed by the final adjudication of such issue. 



SIGNATURE 

Pursuant to the requirements of the Securities Act of 1933, the Registrant has duly caused this Registration Statement to be ,signedon its behalf 
by the undersigned; thereunto duly authorized in.the City of Cambridge, Commonwealth of Massachusetts, on this 23 day of May, 2001. 

THE MEDICINES COMPANY 

By: /s/ CLIVE A. MEANWELL 
.-----------------------------------

Clive A. Meanwell 
Chief Executive Officer and 

President 

POWER OF ATTORNEY 

We, the undersigned directors and/or officers of The Medicines Company (the "Company"), hereby severally constitute and appoint Clive A. 
Meanwell, Chief Executive Officer, and Peyton J. Marshall, Chief Financial Officer, and each of them individually, our true and lawful 
attorneys, with full powers to any of them, and to each of them singly, fo sign for us and in our names in the capacities indicated below the 
Registration Statement on Form S-1 filed herewith, and any and all pre-effective and post-effective amendments to said Registration Statement 
(including any post-effective amendment to convert this Registration Statement to a Registration Statement on Form S-3), and to file or cause 
to be filed the same, with all exhibits thereto and other documents in connection therewith, with the Securities and Exchange Commission, 
granting unto said attorneys, and each of them, full power and authbrity to do and perform each and every act and thing requisite and necessary 
to be done in connection therewith, as fully to all intents and purposes as each of them might or could do in person, and hereby ratifying and 
confirming all that said attorneys, and each of them, or their substitute or substitutes, shall do or cause to be done by virtue of this Power of 
Attorney. 

Pursuant to the requirements of the Securities Act of 1933, as amended, this Registration Statement has been signed by the following persons in 
the capacities indicated on May 23, 2001: 

SIGNATURE TITLE (S) 
- - - - - - - .- - - - - - - - -

/s/ CLIVE A. MEANWELL 
--------.-------.--.-----------------------------.---Chief Executive Officer and President 

Clive A. Meanwell (Principal Executive Officer) 

/s/ PEYTON J. MARSHALL 
--------------------------------.----------------.---Chief Financial Officer (Principal Financial 

Peyton J. Marshall and Accounting' Officer) 

/s/ LEONARD BELL 
-----------------------.-----------.-----------------

Leonard Bell Director 

/s/ DENNIS B. GILLINGS 
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Dennis B. Gillings Director 

/s/ STEWART J. HEN 
-------------------------------------------------.---

Stewart J. Hen Director 

/s/ ANDERS D. HOVE 
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Anders D. Hove Director 

/s/ M. FAZLE HUSAIN 
--------------------------------------..---------.---

M. Fazle Husain Director 



. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
T. Scott Johnson Director 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Armin M. Kessler Director 

/s/ NICHOLAS J. LOWCOCK 

Nicholas J. Lowcock Director 

/s /  JAMES E. THOMAS 
------------..-------------------------------.-------

James E. Thomas Director 

TITLE (S) 
- - - - - - - -



EXHIBIT INDEX 

NUMBER 
- - - - - -
3.1" 

DESCRIPTION 
- - - - - - - - - - -

Third Amended and Restated Certificate of Incorporation of 
the registrant 
mended and Restated By-laws of the registrant 
Opinion of Hale and Dorr LLP 
1998 Stock Incentive Plan 
Form of 2000 Employee Stock Purchase Plan 
Amended.and Restated Registration Rights Agreement, dated as 
of August 12, 1998, as amended to date, by and among the 
registrant and the other parties set forth on the signature 
pages thereto 
Third Amended and Restated Stockholders' Agreement, dated as 
of August 12, 1998, as amended to date, by and among the 
registrant and the other parties set forth on the signature 
pages thereto 
Chemilog Development and Supply Agreement, dated as of 
.December 20, 1999, by and between the registrant and UCB 
Bioproducts S.A. 
License Agreement, dated as of June 6, 1990, by and between 
Biogen, Inc. and Health Research, Inc.. as assigned to the 
registrant 
License Agreement dated March 21, 1997, by and between the 
registrant and Biogen, Inc. 
Development and Commercialization Agreement. dated August 
16, 1999, by and between the registrant and GyneLogix, Inc. 
Consulting Agreement, dated December 1, 1998, by and between 
Innovex Inc. and the registrant 
Alliance Agreement, dated August 1996. by and between the 
registrant and PhaxmaBio Development Inc., as amended 
Services Agreement dated April 1, 2000 by and between the 
registrant and Stack Pharmaceuticals, Inc. 
Employment agreement dated September 5, 1996 by and between 
the registrant and Clive Meanwell 
Employment agreement dated March 10, 1997 by and between the 
registrant and John Villiger 
Employment agreement dated September 29, 1998 by and between 
the registrant and John Nystrom 
Employment agreement dated October 20, 1997 by and between 
the registrant and Peyton Marshall 
Employment agreement dated March 30, 2000 by and between the 
registrant and David Stack 
Lease for One Cambridge Center dated March 15, 1997 by and 
between Boston Properties, Inc. and the registrant, as 
amended 
Form of Common Stock Purchase Warrant.dated October 19, 1999 
Form of Common Stock Purchase Warrant dated March 2, 2000 
Form of 2000 Outside Director Stock Option Plan 
Letter of Intent dated July 20, 2000 by and between Innovex 
Inc. and the registrant 
Amendment No. 1 dated as of August 8, 2000 to the Services 
Agreement between the registrant and Stack Pharmaceuticals, 
Inc. 
Master Services Agreement effective as of November 17, 2000 
between Innovex Inc. and the registrant 



NUMBER 
- - - - - -

++10.24** 

DESCRIPTION 
- - - - - - - - - - -

* *  Sales Force Work Order #a475 effective as of November 17, 
2000 between Innovex Inc. and the registrant 
Employment Agreement dated as of April 1, 2000 by and 
between the registrant and Thomas P. Quinn, as amended 
Employment Agreement dated October 16, 1997 by and between 
the registrant and John D. Richards 
Lease for 5 Sylvan Way dated August 15, 2000 by and between 
the registrant and Mack-Cali Morris Realty L.L.C. 
Form of Stock Purchase Agreement between the registrant and 
the selling stockholders dated May 11, 2001 
Subsidiaries of the registrank 
Consent of Ernst & Young LLP, Independent Auditors 
Consent of Hale and Dorr LLP (included in Exhibit 5.1) 
Powers of Attorney (included on page 11-6) 

+ Confidential treatment was granted for certain portions of this Exhibit pursuant to Rule 406 promulgated under the Securities Act. 

ttConfidential treatment has been sought for certain portions of this Exhibit pursuant to Rule 24(b) promulgated under the Securities 
Exchange Act. 

* Incorporated by reference from the exhibits to the registration statement on Form S-1 (registration no. 333-53280) 

** Incorporated by reference from the exhibits to the registration statement on Form S-1 (registration no. 333-37404). 

*** Incorporated by reference from the exhibits to the registrant's quarterly report on Form 10-Q for the quarter ended September 30, 2000. 

**** Incorporated by reference from the exhibits to the registrant's annual 

report on Form 10-K for the year ended December 31,2000. 



Exhibit 5.1 

[HALEAND DORR LLP LETTERHEAD] 

May 22,2001 

The Medicines Company 
One Cambridge Center 
Cambridge, MA 02 142 

Re: Registration Statement on Form S-1 

Ladies and Gentlemen: 

This opinion is hrnished to you in connection with a Registration Statement on Form S-1 (the "Registration Statement") to be filed with the 
Securities and Exchange Commission (the "Commission") under the Securities Act of 1933, as amended (the "Securities Act"), for the 
registration of an aggregate of 4,000,000 shares of Common Stock, $0.001 par value per share (the "Shares"), of The Medicines Company, a 
Delaware corporation (the "Company"). All bf the Shares are being registered on behalf of certain stockholders of the Company (the "Selling 
Stockholders"). 

We are acting as counsel for the Company in connection with the registration for resale of the Shares. We have examined signed copies of the 
Registration Statement to be filed with the Commission. We have also examined and relied upon the minutes of meetings of the stockholders 
and the Board of Directors of the Company as provided to us by the Company, stock record books of the Company as provided to us by the 
Company, the Certificate of Incorporation and By-Laws of the Company, each as restated and/or amended to date, and such other documents as 
we have deemed necessary for purposes of rendering the opinion hereinafter set forth. 

In our examination of the foregoing documents, we have assumed the genuineness of all signatures, the authenticity of all documents submitted 
to us as originals, the conformity to original documents of all documents submitted to us as copies, the authenticity of the originals of such 
latter documents and the legal competence of all signatories to such documents. 

Our opinion below, insofar as it relates to the Shares being fully paid, is based solely on a certificate of the Chief Financial Officer of the 
Company confirming the Company's receipt of the consideration called for by the applicable resolutions authorizing the issuance of the Shares. 



The Medicines Company 
May 22,2001 

Page 2 

We assume that the appropriate action will be taken, prior to the offer and sale of the Shares, to register and qualify the Shares for sale under all 
applicable state securities or "blue sky" laws. 

We express no opinion herein as to the laws of any state or jurisdiction other than the state laws of the Commonwealth of Massachusetts, the 
General Corporation Law of the State of Delaware and the federal laws of the United States of America. 

Based upon and subject to the foregoing, we are of the opinion that the Shares have been duly authorized for issuance and are validly issued, 
fully paid and nonassessable. 

It is understood that this opinion is to be used only in connection with the offer and sale of the Shares while the Registration Statement is in 
effect. 

Please note that we are opining only as to the matters expressly set forth herein, and no opinion should be inferred as to any other matters. This 
opinion is based upon currently existing statutes, rules, regulations and judicial decisions, and we disclaim any obligation to advise you of any 
change in any of these sources of law or subsequent legal or factual developments which might affect any matters or opinions set forth herein. 

We hereby consent to the filing of this opinion with the Commission as an exhibit to the Registration Statement in accordance with the 
requirements of Item 601(b)(5) of Regulation S-K under the Securities Act and to the use of our name therein and in the related prospectus 
under the caption "Legal Matters." In giving such consent, we do not hereby admit that we are in the category of persons whose consent is 
required under Section'7 of the Securities Act or the rules and regulations of the Commission. 

Very truly yours, 

/ s /  Hale and Dorr LLP 

HALE AND DORR LLP 



Exhibit 10.28 

STOCK PURCHASE AGREEMENT 

The Medicines Company 
One Canibridge Center 
Cambridge, Massachusetts 02 142 

Ladies & Gentlemen: 

The undersigned, (the "Investor"), hereby confirms its agreement with you as follows: 

1. This Stock Purchase.Agreement (the "Agreement") is made as of May 11, 2001 between The Medicines Company, a Delaware corporation 
(the "Company"), and the Investor. 

2. The Company has authorized the sale and issuance of up to 4,000,000 shares (the "Shares") of common stock of the Company, $0.001 par 
value per share (the "Common Stock), to certain investors in a private placement (the "Offering"). 

3. The Company and the Investor agree that the Investor will purchase from the Company and the Company will issue and sell to the Investor 
Shares, for a purchase price of $11.00 per share, or an aggregate purchase price of $ ,pursuant to the Terms 

and Conditions for Purchase of Shares attached hereto as Annex I and incorporated herein by reference as if fully set forth herein. Unless 
otherwise requested by the Investor, certificates representing the Shares purchased by the Investor will be registered in the Investor's name and 
address as set forth below. 

4. The Investor represents that, except as set forth below, (a) it has had no position, office or other material relationship within the past three 
years with the Company or persons known to it to be affiliates of the Company, (b) neither it, nor any group of which it is a member or to 
which it is related, beneficially owns (including the right to acquire or vote) any securities of the Company and (c) it has no direct or indirect 
affiliation or association with any NASD member as of the date hereof. Exceptions: 

............................................................................... 
(If no exceptions, write "none." If left blank, response will be deemed to be "none.") 

Please confirm that the foregoing correctiy sets forth the agreement between us by signing in the space provided below for that purpose. By 
executing this Agreement, you acknowledge that the Company may use the information in paragraph 4 above and the name and address 
information below in preparation of the Registration Statement (as defined in Annex 1). 

[Remainder of Page Intentionally Left Blank] 



[SIGNATUREPAGE TO STOCK PURCHASE AGREEMENT] 

AGREED AND ACCEPTED: 

THE MEDICINES COMPANY Investor: 
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

By: 
--.----------------------------------------

. . . . . . . . . . . . . . . . . . . . . . . . . .  
By: Print Name: 
Title: --------.--------------------------

Title: 
--------------------------.-------------

Address : 
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Tax ID NO. :. 

Contact name: 
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Telephone: 
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
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ANNEX I 

TERMS AND CONDITIONS FOR PURCHASE O F  SHARES 

1. AUTHORIZATION AND SALE OF THE SHARES. Subject to these Terms and Conditions for Purchase of Shares (the "Terms and 
Conditions"), the Company has authorized the sale of up to 4,000,000 Shares. The Company reserves the right to increase or decrease thls 
number. 

2. AGREEMENT TO SELL AND PURCHASE THE SHARES; SUBSCRIPTION DATE. 

2.1 At the Closing (as defined in Section 3), the Company will sell to the Investor, and the Investor will purchase from the Company, upon the 
terms and conditions hereinafter set forth, the number of Shares set forth in Section 3 of the Stock Purchase Agreement to which these Terms 
and Conditions are attached at the purchase price set forth therein. 

2.2 The Company may enter into the same form of Stock Purchase Agreement, including these Terms and Conditions, with certain other 
investors (the "Other Investors") and expects to complete sales of Shares to them. (The Investor and the Other Investors are hereinafter 
sometimes collectively referred to as the "Investors," and the Stock Purchase Agreement to which these Terms and Conditions are attached and 
the Stock Purchase Agreemknts (including attached Terms and Conditions) executed by the Other Investors are hereinafter sometimes 
collectively referred to as the "Agreements.") The Company may accept executed Agreements from Investors for the purchase of Shares 
commencing upon the date on which the Company provides the Investors with the proposed purchase price per Share and concluding upon the 
date (the "Subscription Date") on which the Company has (i) executed Agreements with Investors for the purchase of at least 4,000,000 Shares, 
and (ii) notified the Investors in writing that it is no longer accepting additional Agreements from Investors for the purchase of Shares. The 
Company may not enter into any ~greementsafter the Subscription Date. 

3. DELIVERY OF THE SHARES AT CLOSING. The completion of the purchase and sale of the Shares (the "Closing") shall occur (the 
"Closing Date") on May 16, 2001, at the offices of the Company's counsel. At the Closing, the Company shall deliver to the Investor one or 
more stock certificates representing the number of Shares set forth in Section 3 of the Stock Purchase Agreement, each such certificate to be 
registered in the name of the Investor or, if so indicated on the signature page hereto, in the name of a nominee designated by the Investor. 

The Company's obligation to issue the Shares to the lnvestor shall be subject to thc following conditions, any one or more of which may be 
waived by the Company: (a) receipt by the Company of a certified or official bank check or wire transfer of funds in the full amount of the 
purchase price for the Shares being purchased hereunder as set forth in Section 3 of the Stock Purchase Agreement; (b) completion of the 
purchases and sales under the Agreements with the Other Investors; and (c) the accuracy of the representations and warranties made by the 
Investors and the fulfillment of those undertakings of the Investors to be hifilled prior to the Closing. 

The Investor's obligation to purchase the Shares shall be subject to the following conditions, any one or more of which may be waived by the 
Investor: 
(a) Investors shall have executed Agreements for the purchase of at least 4,000,000 Shares, (b) the representations and warranties of the 
Company set forth herein shall be true and correct as of the Closing Date in all material respects and (c) the Investor shall have received such 
documents as such Investor shall reasonably have requested, including, a standard opinion of Company Counsel as to the matters set forth in 
Section 4.2 and as to exemption from the registration requirements of the Securities Act of 1933, as amended (the "Securities Act"), of the sale 
of the Shares. 

4. REPRESENTATIONS, WARRANTIES AND COVENANTS OF THE COMPANY. The Company hereby represents and warrants to, and 
covenants with, the Investor, as follows: 

4.1 ORGANIZATION. The Company is duly organized and validly existing in good standing under the laws of the jurisdiction of its 
organization. Each of the Company and its Subsidiaries (as defined in Rule 405 under the Securities Act) has full power and authority to own, 
operate and occupy its properties and to conduct its business as presently conducted and as described in the documents filed by the Company 
under the Securities Exchange Act of 1934, as amended (the "Exchange Act"), since the end of its most recently completed fiscal year through 
the date hereof, including, without limitation, its report on Form 



10-K for the year ended December 31,2000 and its current report on Form 10-Q for the quarter ended March 31,2001 (the "Exchange Act 
Documents"), and is registered or qualified to do business and in good standing in each jurisdiction in which the nature of the business 
conducted by it or the location of its properties owned or leased by it requires such qualification and where the failure to be so qualified would 
have a material adverse effect upon the condition (financial or otherwise), earnings, business or business prospects, properties or operations of 
the Company and its Subsidiaries, considered as one enterprise (a "Material Adverse Effect"), and no proceeding has been instituted in any 
such jurisdiction, revoking, limiting or curtailing, or seeking to revoke, limit or curtail, such power and authority or qualification. 

4.2 DUE AUTHORIZATION AND VALID ISSUANCE. The Company has all requisite power and authority to execute, deliver and perform 
its obligations under the Agreements, and the Agreements have been duly authorized and validly executed and delivered by the Company and 
constitute legal, valid and binding agreements of the Company enforceable against the Company in accordance with their terms, except as 
rights to indemnity and contribution may be limited by state or federal securities laws or the public policy underlying such laws, except as 
enforceability may be limited by applicable bankruptcy, insolvency, reorganization, moratorium or similar laws affecting creditors' and 
contracting parties' rights generally and except as enforceability.may be subject to general principles of equity (regardless of whether such 
enforceability is considered in a proceeding in equity or at law). The Shares being purchased by the Investor hereunder will, upon issuance and 
payment therefor pursuant to the terms hereof, be duly authorized, validly issued, fully-paid and nonassessable. 

4.3 NON-CONTRAVENTION. The execution and delivery of the Agreements, the issuance and sale of the Shares under the Agreements, the 
hlfillment of the terms of the Agreements,and the consummation of the transactions contemplated thereby will not (A) conflict with or . 

constitute a violation of, or default (with the passage of time or otherwise) under, (i) any material bond, debenture, note or other evidence of 
indebtedness, lease, contract, indenture, mortgage, deed of trust, loan agreement, joint venture or other agreement or instrument to which the 
Company or any Subsidiary is a party or by which it or any of its Subsidiaries or their respective properties are bound, (ii) the charter, by-laws 
or other organizational documents of the Company or any Subsidiary, or (iii) any law, administrative regulation, ordinance or order of any 
court or governmental agency, arbitration panel or authority applicable to the Company or any Subsidiary or their respective properties, except 
in the case of clauses (i) and 
(iii) for any such conflicts, violations or defaults which are not reasonably likely to have a Material Adverse Effect or (B) result in the creation 
or imposition of any lien, encumbrance, claim, security interest or restriction whatsoever upon any of the material properties or assets of the 
Company or any Subsidiary or an acceleration of indebtedness pursuant to any obligation, agreement or condition contained in any material 
bond, debenture, note or any other evidence of indebtedness or any material indenture, mortgage, deed of trust or any other agreement or 
instrument to which the Company or any Subsidiary is a party or by which any of them is bound or to which any of the material property or 
assets of the Company or any Subsidiary is subject. No consent, approval, authorization or other order of, or registration, qualification or filing 
with, any regulatory body, administrative agency, or other governmental body in the United States or any other person is required for the 
execution and delivery of the Agreements and the valid issuance and sale of the Shares to be sold pursuant to the Agreements, other than such 
as have been made or obtained, and except for any post-closing securities filings or notifications required to be made under federal or state 
securities laws. 

4.4 CAPITALIZATION. The capitalization of the Company as of March 31,2001 is as set forth in the most recent applicable Exchange Act 
Documents, increased as set forth in the next sentence. The Company has not issied any capital stock since that date other than pursuant to (i) 
employee benefit plans disclosed in the Exchange Act Documents, or (ii) outstanding warrants, options or other securities disclosed in the 
Exchange Act Documents. The Shares to be sold pursuant to the Agreements have been duly authorized, and when issued and paid for in 
accordance with the terms of the Agreements will be duly and validly issued, fully paid and nonassessable. The outstanding shares of capital 
stock of the Company have been duly and validly issued and are fully paid and nonassessable, have been issued in compliance with all federal 
and state securities laws, and were not issued in violation of any preemptive rights or similar rights to subscribe for or purchase securities. 
Except asset forth in or contemplated by the Exchange Act Documents or options granted after March 3 1, 2001, there are no outstanding rights 
(including, without limitation, preemptive rights), warrants or options to acquire, or instruments convertible into or exchangeable for, any 
unissued shares of capital stock or other equity interest in the Company or any Subsidiary, or any contract, commitment, agreement, 
understanding or arrangement of any kind to which the Company is a party or of which the Company has knowledge and relating to the 
issuance or sale of any capital stock of the Company or any Subsidiary, any such convertible or exchangeable securities or any such rights, 
warrants or options. Without limiting the foregoing, except as set forth in the Exchange Act Documents, no preemptive right, co-sale right, 
right of first refusal, registration right, or other similar right exists with respect to the Shares or the issuance and sale thereof. No further 
approval or authorization of any stockholder, the Board of Directors of the 



Company or others is required for the issuance and sale of the Shares. The Company owns the entire equity interest in each of its Subsidiaries, 
Eree and clear of any pledge, lien, security interest, encumbrance, claim or equitable interest, other than as described in the Exchange Act 
Documents. Except as disclosed in the Exchange Act Documents, there are no stockholders agreements, voting agreements or other similar 
agreements with respect to the Common Stock to which the Company is a party or, to the knowledge of the Company, between or among any 
of the Company's stockholders. 

4.5 LEGAL PROCEEDINGS. There is no material legal or governmental proceeding pending or, to the knowledge of the Company, threatened 
to which the Company or any Subsidiary is or may be a party or of which the business or property of the Company or any Subsidiary is subject 
that is not disclosed in the Exchange Act Documents. 

4.6 NO VIOLATI0NS:Neither the Company nor any Subsidiary is in violation of its charter, bylaws, or other organizational document, or in 
violation of any law, administrative regulation, ordinance or order of any court or governmental agency, arbitration panel or authority 
applicable to the Company or any Subsidiary, which violation, individually or in the aggregate, would be reasonably likely to have a Material 
Adverse Effect, or is in default (and there exists no condition which, with the-passage of time or otherwise, would constitute a default) in any 
material respect in the performance of any bond, debenture, note or any other evidence of indebtedness in any indenture, mortgage, deed of 
trust or any other material agreement or instrument to which the Company or any Subsidiary is a party or by which the Company or any 
Subsidiary is bound or by which the properties of the Company or any Subsidiary are bound, which would be reasonably likely to have a 
Material Adverse Effect upon the business or financial condition of the Company and its Subsidiaries, considered as one enterprise. 

4.7 GOVERNMENTAL PERMITS, ETC. Each of the Company and its Subsidiaries has all necessary franchises, licenses, certificates, permits 
and other authorizations from any foreign, federal, state or local government or governmental agency, department, or body that are currently 
necessary for the operation of the business of the Company and its Subsidiaries as currently conducted and as described in the Exchange Act 
Documents except where the failure to currently possess could not reasonably be expected to have a Material Adverse Effect. 

4.8 INTELLECTUAL PROPERTY. Except as specifically disclosed in the Exchange Act'Documents (i) each of the Company and its 
Subsidiaries owns or possesses sufficient rights to use all material patents, patent rights, trademarks, copyrights, licenses, inventions, trade 
secrets, trade names and know-how (collectively, "Intellectual Property") described or referred to in the Exchange Act Documents as owned or 
possessed by it or that are necessary for the conduct of its business as now conducted or as proposed to be conducted as described in the 
Exchange Act Documents except where the failure to currently own or possess would not have a Material Adverse Effect, (ii) neither the 
Company nor any of its Subsidiaries has received any notice of infringement, or to the best knowledge of the Company after due inquiry 
neither the Company nor any of its Subsidiaries is infringing, or has any knowledge of, any asserted infringement by the Company or any of its 
Subsidiaries of, any rights of a thrd party with respect to any Intellectual Property that, individually or in the aggregate, would have a Material 
Adverse Effect and (iii) neither the Company nor any of its Subsidiaries has received any notice of, or has any knowledge of, infringement by a 
third party with respect to any Intellectual Property rights of the Company or of any Subsidiary that, individually or in the aggregate, would 
have a Material Adverse Effect. 

4.9 FINANCIAL STATEMENTS. The financial statements of the Company and the related notes contained in the Exchange Act Documents 
present fairly, in accordance with generally accepted accounting principles, the financial position of the Company and its Subsidiaries as of the 
dates indicated, and the results of its operations and cash flows for the periods therein specified consistent with the books and records of the 
Company and its Subsidiaries except that unaudited interim fmancial statements were or are subject to nonnal and recurring year-end 
adjustments which are not expected to be material in amount. Such financial statements (including the related notes) have been prepared in 
accordance with generally accepted accounting principles applied on a consistent basis throughout the periods therein specified, except as may 
be included in the notes to such financial statements, or the case of unaudited statements, as.may be permitted by the SEC on Form 10-Q under 
the Exchange Act and except as disclosed in the Exchange Act Documents. The other financial information contained in the Exchange Act 
Documents has been prepared on a basis consistent with the financial statements of the Company. 

4.10 NO MATERIAL ADVERSE CHANGE. Except as disclosed in the Exchange Act Documents, since March 31, 2001, there has not been 
(i) any material adverse change in the financial condition or earnings of the Company and its Subsidiaries considered as one enterprise, (ii) any 
material adverse event affecting the Company or its Subsidiaries, (iii) any obligation, direct or contingent, that is material to the Company and 
its Subsidiaries considered as one enterprise, incurred by the Company, except 



obligations incurred in the ordinary course of business, (iv) any dividend or distribution of any kind declared, paid or made on the capital stock 
of the Company or any of its Subsidiaries, or (v) any loss or damage (whether or not insured) to the physical property of the Company or any of 
its Subsidiaries which has been sustained which has a Material Adverse Effect. 

4.11 DISCLOSURE. The representations and warranties of the Company contained in this Section 4 as of the date hereof and as of the Closing 
Date, did not and shall not contain an untrue statement of a material fact or omit to state a material fact required to be stated therein or 
necessary to make the statements therein, in light of the circumstances under which they were made, not misleading. In addition, since January 
5,2001, the date that the Company filed its registration statement on Form S-1 which was subsequently withdrawn on March 19,2001, there 
have been no changes in the Company's business or financial condition that are material to the investment decision of the Investor in the 
Offering and have not been disclosed in the Exchange Act Documents. 

4.12 NASDAQ COMPLIANCE. The Company's Common Stock is registered pursuant to Section 12(g) of the Exchange Act and is listed on 
The Nasdaq Stock Market, Inc. National Market (the "Nasdaq National Market"), and the Company has taken no action designed to, or likely to 
have the effect of, terminating the registration of the Common Stock under the Exchange Act or de-listing the Common Stock from the Nasdaq 
National Market, nor has the Company received any notification that the Securities and Exchange Commission (the "SEC") or the National 
Association of Securities Dealers, Inc. ("NASD") is contemplating terminating such registration or listing. 

4.13 REPORTING STATUS. The Company has filed in a timely manner all documents that the Company was required to file under the 
Exchange Act during the period from August 8, 2000, the closing date of the Company's initial public offering, to the date of this Agreement. 
The following documents complied in all material respects with the SEC's requirements as of their respective filing dates, and the information 
contained therein'as of the date thereof did not contain an untrue statement of a material fact or omit to state a material fact required to be stated 
therein or necessary to make the statements therein in light of the circumstances under which they were made not misleading: 

(a) amendment no. 1 to the proxy statement pursuant to Section 14(a) of the Exchange Act, filed on May 3, 2001; 

(b) the proxy statement pursuant to Section 14(a) of the Exchange Act, filed on April 30, 2001; 

(c) the annual report on Form 10-K for the year ended December 31,2000, filed on April 2,200 1; 

(d) the quarterly report on Form 10-Q for the quarter ended March 3 1, 2001 filed on May 10,2001; 

(e) the quarterly report on Form 10-Q for the quarter ended September 30,2001, filed on November 8,2001; 

(f) the quarterly report on Form 10-Q for the quarter ended June 30,2000, filed on September 19,2000; 

(g) the registration on Form 8-A, under the Exchange Act, filed July 28, 2000; and 

(h) All other documents, if any, filed by the Company with the SEC since August 8, 2000 pursuant to the reporting requirements of the 
Exchange Act. 

4.14 LISTING. The Company shall comply with all requirements of the National Association of Securities Dealers, Inc. with respect to the 
issuance of the Shares and the listing thereof on the Nasdaq National Market. 

4.15 NO MANIPULATION OF STOCK. The Company has not taken and will not, in violation of applicable law, take, any action designed to 
or that might reasonably be expected to cause or result in stabilization or manipulation of the price of the Common Stock to facilitate the sale or 
resale of the Shares. 



4.16 COMPANY NOT AN "INVESTMENT COMPANY". The Company has been advised of the rules and requirements under the Investment 
Conlpany Act of 1940, as amended (the "Investment Company Act"). The Company is not, and immediately after receipt of payment for the 
Shares will not be, an "investment company" or an entity "controlled" by an "investmentcompany" within the meaning of the Investment 
Company Act and shall conduct its business in a manner so that it will not become subject to the Investment Company Act. 

5. REPRESENTATIONS, WARRANTIES AND COVENANTS OF THE INVESTOR. 

5.1 The Investor represents and warrants to, and covenants with, the Company that: (i) the Investor is an "accredited investor" as defined in 
Regulation D under the Securities Act and the Investor is also knowledgeable, sophisticated and experienced in making, and is qualified to 
make decisions with respect to investments in shares presenting an investment decision'like that ilivolved in the purchase of the Shares, 
including investments in securities issued by the Company and investments in comparable companies, and has requested, received, reviewed 
and considered all information it deemed relevant in making an Informed decision to purchase the Shares; (ii) the Investor is acquiring the 
number of Shares set forth in Section 3.of the Stock Purchase Agreement in the ordinary course of its business and for its own account for 
investment only and with no present intention of distributing any of such Shares or any arrangement or understanding with any other persons 
regarding the distribution of such Shares; (iii) the Investor will not, directly or indirectly, offer, sell, pledge, transfer or otherwise dispose of (or 
solicit any offers to buy, purchase or otherwise acquire or take a pledge of) any of the Shares except in compliance with the Securities Act, 
applicable state securities laws and the respective rules and regulations promulgated thereunder; (iv) the Investor has answered all questions on 

' the Investor Questionnaire for use in preparation of the Registration Statement and the answers thereto are true, correct and complete as of the 
date hereof and will be true, correct and complete as of the Closing Date; (v) the Investor will notify the Company immediately of any change 
in any of such information until such time as the Investor has sold all of its Shares or until the Company is no longer required to keep the 
Registration Statement effective; and (vi) the Investor has, in connection with its decision to purchase the number of Shares set forth in 
Section 3 of the Stock Purchase Agreement, relied only upon the Exchange Act Documents and the representations and warranties of the 
Company contained herein. The Investor understands that its acquisition of the Shares has not been registered under the Securities Act or 
registered or qualified under any state securities law in reliance on specific exemptions therefrom, which exemptions may depend upon, among 
other things, the bona fide nature of the Investor's investment intent as expressed herein. Investor has completed or caused to be completed and 
delivered to the Company the Investor Questionnaire, which questionnaire is true, correct and complete in all material respects. 

5.2 The Investor acknowledges, represents and agrees that no action has been or will be taken in any jurisdiction outside the United States by 
the Company that would permit an offering of the Shares, or possession or distribution of offering materials in connection with the issue of the 
Shares, in any jurisdiction outside the United States where legal action by the Company for that purpose is required. Each Investor outside the 
United States will comply with all applicable laws and regulations in each foreignjurisdiction in which it purchases, offers, sells or delivers 
Shares or has in its possession or distributes any offering material, in all cases at its own expense. 

5.3 The Investor hereby covenants with the Company not to make any sale of the Shares without complying with the provisions of this 
Agreement and without causing the prospectus delivery requirement under the Securities Act to be satisfied, and the Investor acknowledges 
that the certificates evidencing the Shares will be imprinted with a legend that prohibits their transfer except in accordance therewith. The 
Investor acknowledges that there may occasionally be times when the Company determines that it must suspend the use of the Prospectus 
forming a part of the Registration Statement, as set forth in Section 7.2(c). 

5.4 The Investor further represents and warrants to, and covenants with, the Company that (i) the Investor has full right, power, authority and 
capacity to enter into this Agreement and to consummate the transactions contemplated hereby and has taken all necessary action to authorize 
the execution, delivery and performance of this Agreement, and (ii) this Agreement constitutes a valid and binding obligation of the Investor 
enforceable againsithe Investor in accordance with its terms, except as enforceability may be limited by applicable bankruptcy, insolvency, 
reorganization, moratorium or similar laws affecting creditors' and contracting parties' rights generally and except as enforceability may be 
subject to general principles of equity (regardless of whether such enforceability is considered in a proceeding in equity or at law) and except as 
the indemnification agreements of the Investors herein may be legally unenforceable. 



5.5 Investor will not use any of the restricted Shares acquired pursuant to this Agreement to cover any short position in the Common Stock of 
the Company if doing so would be in violation of applicable securities laws. 

5.6 The Investor understands that nothing in the Exchange Act Documents, this Agreement or any other materials presented to the Investor in 
connection with the purchase and sale of the Shares constitutes legal, tax or investment advice. The Investor has consulted such legal, tax and 
investment advisors as it, in its sole discretion, has deemed necessary or appropriate in connection with its purchase of Shares. 

5.7 The Investor understands that the Company filed a registration statement on Form S-1 under the Securities Act on January 5,2001, as 
amended on January 26,2001 and February 23,2001, for a public offering of shares of the Company's Common Stock, that such public 
offering was never completed and has been abandoned and that such registration statement was withdrawn on March 19,2001. The Investor 
understands that the Shares have not been registered under the Securities Act by reason of their issuance in a transaction exempt from the 
registration requirements of the Securities Act pursuant to Section 4(2) or Regulation D promulgated thereunder and, as a result, the Investor 
will not have the protection of Section 11 of the Securities Act (15 U.S.C. 77k) with respect to the purchase of the Shares. 

6. SURVIVAL OF REPRESENTATIONS, WARRANTIES AND AGREEMENTS. Notwithstanding any investigation made by any party to 
this Agreement, all covenants, agreements, representations and warranties made by the Company and the Investor herein shall survive the 
execution of this Agreement, the delivery to the Investor of the Shares being purchased and the payment therefor. 

7. REGISTRATION OF THE SHARES; COMPLIANCE WITH THE SECURITIES ACT. 

7.1 REGISTRATION PROCEDURES AND OTHER MATTERS. The Company shall: 

(a) subject to redeipt of necessary information from the Investors after prompt request from the Company to the Investors to provide such 
information, prepare and file with the SEC, within 10 days after the Closing Date, a registration statement on Form S-1 (the "S-1 Registration 
Statement") to enable the resale of the Shares by the Investors from time to time through the automated quotation system of the Nasdaq 
National Market or in privately-negotiated transactions; 

(b) use its reasonable best efforts, subject to receipt of necessary information from the Investors after prompt request from the Company to the 
Investors to provide such information, to cause the S-1 Registration Statement to become effective within 30 days after the S-1 Registration 
Statement is filed by the Company such efforts to include, without limiting the generality of the foregoing, preparing and filing with the SEC in 
such 30-day period any financial statements that are required to be filed prior to the effectiveness of such S-1 Registration Statement; 

(c) use its reasonable best efforts, subject to receipt of necessary information\from the Investors after prompt request from the Company to the 
Investors to provide such information, to prepare and file with the SEC, within 10 days after the Company first becomes eligible to file a 
registration statement on Form S-3, a registration statement on Form S-3 (the "S-3 Registration StatementW).toenable the resale of the Shares 
by the Investors from time to time through the automated quotation system of the Nasdaq National Market or in privately-negotiated 
transactions; and to use its reasonable best efforts to cause the S-3 Registration Statement to become effective as soon as practicable thereafter, 
such efforts to include, without limiting the generality of the foregoing, preparing and filing with the SEC as promptly as practicable any 
financial statements that are required to be filed prior to the effectiveness of such S-3 Registration Statement (the term "Registration Statement" 
shall mean the S-1 Registration Statement until the S-3 Registration Statement is declared effective by the SEC, after which time it shall mean 
the S-3 Registration Statement). 

(d) use its reasonable best efforts to prepare and file with the SEC such amendments and supplements to the Registration Statement and the 
Prospectus used in connection therewith as may be necessary to keep the Registration Statement current, effective and free from any material 
misstatement or omission to state a material fact for a period not exceeding, with respect to each Investor's Shares purchased hereunder, the 
earlier of (i) the second anniversary of the Closing Date, (ii) the date on which the Investor may sell all Shares then held by the Investor 
without restriction by the volume limitations of Rule 144(e) of the Securities Act, or (iii) such time as all Shares purchased by such Investor in 
this Offering have been sold pursuant to a registration statement; 



(e) f inish to the Investor with respect to the Shares registered under the Registration Statement such number of copies of the Registration 
Statement, Prospectuses and Preliminary Prospectuses in conformity with the requirements of the Securities Act and such other documents as 
the Investor may reasonably request, in order to facilitate the public sale or other disposition of all or any of the Shares by the Investor; 
provided, however, that the obligation of the Company to deliver copies of Prospectuses or Preliminary Prospectuses to the Investor shall be 
subject to the receipt by the Company of reasonable assurances from the Investor that the Investor will comply with the applicable provisions 
of the Securities Act and of such other securities or blue sky laws as may be applicable in connection with any use of such Prospectuses or 
Preliminary Prospectuses; 

(f) file documents required of the Company for normal blue sky clearance in states specified in writing by the Investor and use its reasonable 
best efforts to maintain such blue sky qualifications during the period the Company is required to maintain the effectiveness of the Registration 
Statement pursuant to Section 7.l(d); provided, however, that the Company shall not be required to qualify to do business or consent to service 
of process in any jurisdiction in which it is not now so qualified or has not so consented; 

(g) bear all expenses in connection with the procedures in paragraph (a) through (f) of this Section 7.1 and the registration of the Shares 
pursuant to the Registration Statement; and 

(h) advise the Investor, promptly after it shall receive notice or obtain knowledge of the issuance of any stop order by the SEC delaying or 
suspending the effectiveness of the Registration Statement or of the initiation or threat of any proceeding for that purpose; and it will promptly 
use its reasonable best efforts to prevent the issuance of any stop order or to obtain its withdrawal at the earliest possible moment if such stop 
order should be issued. 

Notwithstanding anything to the contrary herein, the Registration Statement shall cover only the Shares. In no event at any time before the 
Registration Statement becomes effective with respect to the Shares shall the Company publicly announce or file any other registration 
statement, other than registration statements on Form S-8, without the prior written consent of a majority in interest of the Investors. 

The Company understands that the Investor disclaims being an underwriter, but the Investor being deemed an underwriter by the SEC shall not 
relieve the Company of any obligations it has hereunder; PROVIDED, HOWEVER that if the Company receives notification from the SEC 
that the Investor is deemed an underwriter, then .theperiod by which the Company is obligated to submit an acceleration request to the SEC 
shall be extended to the earlier of (i) the 90th day after such SEC notification, or (ii) 120 days after the initial filing of the Registration 
Statement with the SEC. 

7.2 TRANSFER OF SHARES AFTER REGISTRATION; SUSPENSION. 

(a) The Investor agrees that it will not effect any disposition of the Shares or its right to purchase the Shares that would constitute a sale withn 
the meaning of the Securities Act except as contemplated in the Registration Statement referred to in Section 7.1 and as described below or as 
otherwise permitted by law, and that it will promptly notify the Company of any changes in the information set forth in the Registration 
Statement regarding the Investor or its plan of distribution. 

(b) Except in the event that paragraph (c) below applies, the Company shall (i) if deemed necessary by the Company, prepare and file from 
time to time with the SEC a post-effective amendment to the Registration Statement or a supplement to the related Prospectus or a supplement 
or amendment to any document incorporated therein by reference or file any other required document so that such Registration Statement will 
not contain an untrue statement of a material fact or omit to state a material fact required to be stated therein or necessary to make the 
statements therein not misleading, and so that, as thereafter delivered to purchasers of the Shares being sold thereunder, such Prospectus will 
not contain an untrue statement of a material fact or omit to state a material fact required to be stated therein or necessary to make the 
statements therein, in light of the circumstances under which they were made, not misleading; (ii) provide the Investor copies of any documents 
filed pursuant to Section 7.2(b)(i); and (iii) inform each Investor that the Company has complied with its obligations in Section 7.2(b)(i) (or 
that, if the Company has filed a post-effective amendment to the Registration Statement which has not yet been declared effective, the 
Company will notify the Investor to that effect, will use its reasonable best efforts to secure the effectiveness of such 



post-effective amendment as promptly as possible and will promptly notify the Investor pursuant to Section 7.2(b)(i) hereof when the 
amendment has become effective). 

(c) Subject to paragraph (d) below, in the event (i) of any request by the SEC or any other federal or state governmental authority during the 
period of effectiveness of the Registration Statement for amendments or supplements to a Registration Statement or related Prospectus or for 
additional information; (ii) of the issuance by the SEC or any other federal or state governmental authority of any stop order suspending the 
effectiveness of a Registration Statement or the initiation of any proceedings for that purpose; 
(iii) of the receipt by the Company of any notification with respect to'the suspension of the qualification or exemption from qualification of any 
of the Shares for sale in any jurisdiction or the initiation or threatening of any proceeding for such purpose; or (iv) of any event or circumstance 
which, upon the advice of its counsel, necessitates the making of any changes in the Registration Statement or Prospectus, or any document 
incorporated or deemed to be incorporated therein by reference, so that, in the case of the Registration Statement, it will not contain any untrue 
statement of a material fact or any omission to state a material fact required to be stated therein or necessary to make the statements therein not 
misleading, and that in the case of the Prospectus, it will not contain any untrue statement of a material fact or any omission to state a material 
fact required to be stated therein or necessary to make the statements therein, in the light of the circumstances under which they were made, not 
misleading; then the Company shall deliver a certificate in writing to the Investor (the "Suspension Notice") to the effect of the foregoing and, 
upon receipt of such Suspension Notice, the Investor will refrain from selling any Shares pursuant to the Registration Statement (a 
"Suspension") until the Investor's receipt of copies of a supplemented or amended Prospectus prepared and filed by the Company, or until it is 
advised in writing by the Company that the current Prospectus may be used, and has received copies of any additional or supplemental filings 
that are incorporated or deemed incorporated by reference in any such Prospectus. In the event of any Suspension, the Company will use its 
reasonable best efforts to cause the use of the Prospectus so suspended to be resumed as soon as reasonably practicable within 20 business days 
after the delivery of a Suspension Notice to the Investor. In addition to and without limiting any other remedies (including, without limitation, 
at law or at equity) available to the Investor, the Investor shall be entitled to specific performance in the event that the Company fails to corkply 
with the provisions of this Section 7.2(c). 

(d) Notwithstanding the foregoing paragraphs of this Section 7.2, the Investor shall not be prohibited from selling Shares under the Registration 
Statement as a result of Suspensions on more than two occasions of not more than 30 days each in any twelve month period, unless, in the good 
faith judgment of the Company's Board of Directors, upon the written opinion of counsel of counsel, the sale of Shares under the Registration 
Statement in reliance on this paragraph 7.2(d) would be reasonably likely to cause a violation of the Securities Act or the Exchange Act and 
result in liability to the Company. 

(e) Provided that a Suspension is not then in effect, the Investor may sell Shares under the Registration Statement, provided that it arranges for 
delivery of a current Prospectus to the transferee of such Shares. Upon receipt of a request therefor, the Company has agreed to provide an 
adequate number of current Prospectuses to the Investor and to supply copies to any other parties requiring such Prospectuses. 

(0In the event of a sale of Shares by the Investor pursuant to the Registration Statement, the Investor must also deliver to the Company's, 
transfer agent, with a copy to the Company, a Certificate of Subsequent Sale substantially in the form attached hereto as EXHIBIT A, so that 
the Shares may be properly transferred. 

7.3 INDEMNIFICATION. For the purpose of this Section 7.3: 

(i) the term "Selling Stockholder" shall include the Investor and any affiliate of such Investor; 

(ii) the term "Registration Statement" shall include the Prospectus in the form first filed with the SEC pursuant to Rule 424(b) of the Securities 
Act or filed as part of the Registration Statement at the time of effectiveness if no Rule 424(b) filing is required, exhibit, supplement or 
amendment included in or relating to the Registration Statement referred to in Section 7.1; and 

(iii) the term "untrue statement" shall include any untrue statement'or alleged untrue statement, or any omission or alleged omission to state in 
the Registration Statement a material fact required to be stated therein or necessary to make the statements therein, in the light of the 
circumstances under which they were made, not misleading. 



(a) The Company agrees to indemnify and hold harmless each Selling Stockholder from and against any losses, claims, damages or liabilities to 
which such Selling Stockholder may become subject (under the Securities Act or otherwise) insofar as such losses, claims, damages or 
liabilities (or actions or proceedings in respect thereof) arise out of, or are based upon (i) any breach of the representations or warranties of the 
Company contained herein or failure to comply with the covenants and agreements of the Company contained herein, (ii) any untrue statement 
of a material fact contained in the Registration Statement as amended at the time of effectiveness or any omission of a material fact required to 
be stated therein or necessary to make the statements therein not misleading, or (iii) any failure by the Company to fulfill any undertaking 
included in the Registration Statement as amended at the time of effectiveness, and the Company will reimburse such Selling Stockholder for 
any reasonable legal or other expenses reasonably incurred in investigating, defending or preparing to defend any such action, proceeding or 
claim, or preparing to defend any such action, proceeding or claim, PROVIDED, HOWEVER, that the Company shall not be liable in any such 
case to the extent that such loss, claim, damage or liability arises out of, or is based upon, an untrue statement made in such Registration 
Statement or any omission of a material fact required to be stated therein or necessary to make the statements therein not misleading in reliance 
upon and in conformity with written information furnished to the Company by or on behalf of such Selling Stockholder specifically for use in 
preparation of the Registration Statement or the failure of such Selling Stockholder to comply with its covenants and agreements contained in 
Section 7.2 hereof respecting sale of the Shares or any statement or omission in any Prospectus that is corrected in any subsequent Prospectus 
that was delivered to the Selling Stockholder prior to the pertinent sale or sales by the Selling Stockholder. The Company shall reimburse each 
Selling Stockholder for the amounts provided for herein on demand as such expenses are incurred. 

(b) The Investor agrees to indemnify and hold harmless the Company (and each person, if any, who controls the Company within the meaning 
of 
Section 15 of the Securities Act, each officer of the Company who signs the Registration Statement and each director of the Company) from 
and-against any losses, claims, damages or liabilities to which the Company (or any such officer, director or controlling person) may become 
subject (under the Securities Act or otherwise), insofar as such losses, claims, damages or liabilities (or actions or proceedings in respect 
thereof) arise out of,' or are based upon, (i) any failure to comply with the covenants and agreements contained in Section 7.2 hereof respecting 
sale of the Shares, or (ii) any untrue statement of a material fact contained in the Registration Statement or any omission of a material fact 
required to be stated therein or necessary to make the statements therein not misleading if such untrue statement or omission was made in 
reliance upon and in conformity with written information hrnished by or on behalf of the Investor specifically for use in preparation of the 
Registration Statement, and the Investor will reimburse the Company (or such officer, director or controlling person), as the case may be, for 
any legal or other expenses reasonably incurred in investigating, defending or preparing to defend any such action, proceeding or claim; 
provided that the Investor's obligation to indemnify the Company shall be limited to the net amount received by the Investor from the sale of 
the Shares. 

(c) Promptly after receipt by any indemnified person of a notice of a claim or the beginning of any action in respect of which indemnity is to be 
sought against an indemnifying person pursuant to this Section 7.3, such indemnified person shall notify the indemnifying person in writing of 
such claim or of the commencement of such action, but the omission to so notify the indemnifying person will not relieve it from any liability 
which it may have to any indemnified person under this Section 7.3 (except to the extent that such omission materially and adversely affects the 
indemnifying person's ability to defend such action) or from any liability otherwise than under this Section 7.3. Subject to the provisions 
hereinafter stated, in case any such action shall be brought against an indemnified person, the indemnifying person shall be entitled to 
participate therein, and, to the extent that it shall elect by written notice delivered to the indemnified person promptly after receiving the 
aforesaid notice from such indemnified person, shall be entitled to assume the defense thereof, with counsel reasonably satisfactory to such 
indemnified person. After notice from the indemnifying person to such indeinnified person of its election to assume the defense thereof, such 
indemnifying person shall not be liable to such indemnified person for any legal expenses subsequently incurred by such indernnified person in 
connection with the defense thereof, PROVIDED, HOWEVER, that if there exists or shall exist a conflict of intere'st that would make it 
inappropriate, in the opinion of counsel to the indemnified person, for the same counsel to represent both the indemnified person and such 
indemnifying person or any affiliate or associate thereof, the indemnified person shall be entitled to retain its own counsel at the expense of 
suchindemnifying person; provided, however, that no indemnifying person shall be responsible for the fees and expenses of more than one 
separate counsel (together with appropriate local counsel) for all indemnified parties. In no event shall any indemnifying person be liable in 
respect of any amounts paid in settlement of any action unless the indemnifying person shall have approved the terms of such settlement; 
PROVIDED that such consent shall not be u~easonably.withheld.No indemnifying person shall, without the prior written consent of the 
indemnified person, effect any settlement of any pending or threatened proceeding in respect of which any indemnified person is or could have 
been a party and 



indemnification could have been sought hereunder by such indemnified person, unless such settlement includes an unconditional release of 
such indemnified person from all liability on claims that are the subject matter of such proceeding. 

(d) If the indemnification provided for in this Section 7.3 is unavailable to or insufficient to hold harmless an indemnified person under 
subsection (a) or (b) above in respect of any losses, claims, damages or liabilities (or actions or proceedings in respect thereof) referred to 
therein, then each indemnifying person shall contribute to the amount paid or payable by such indemnified person as a result of such losses, 
claims, damages or liabilities (or actions in respect thereof) in such proportion as is appropriate to reflect the relative fault of the Company on 
the one hand and the Investor, as well as any other Selling Shareholders under such registration statement on the other in connection with the 
statements or omissions or other matters which resulted in such losses, claims, damages or liabilities (or actions in respect thereof), as well as 
any other relevant equitable considerations. The relative fault shall be determined by reference to, among other things, in the case of an untrue 
statement, whether the untrue statement relates to information supplied by the Company on the one hand or an Investor or other Selling 
Shareholder on the other and the parties' relative intent, knowledge, access to information and opportunity to correct or prevent such untrue 
statement. The Company and the Investor agree that it would not be just and equitable if contribution pursuant to this subsection (d) were 
determined by pro rata allocation (even if the Investor and other Selling Shareholders were treated as one entity for such purpose) or by any 
other method of allocation which does not take into account the equitable considerations referred to above in this subsection (d). The amount 
paid or payable by an indemnified person as a result of the losses, claims, damages or liabilities (or actions in respect thereof) referred to above 
in this subsection (d) shall be deemed to include any legal or other expenses reasonably incurred by such indemnified person in connection with 
investigating or defending any such action or claim. Notwithstanding the provisions of this subsection (d), the Investor shall not be required to 
contribute any amount in excess of the amount by which the net amount received by the Investor from the sale of the Shares to which such loss 
relates exceeds the amount of any damages which such Investor has otherwise been required to pay by reason of such untrue statement. No 
person guilty of fraudulent misrepresentation (within the meaning of Section 1l(f) of the Securities Act) shall be entitled to contribution fiom 
any person who was not guilty of such fraudulent misrepresentation. The Investor's obligations in this subsection to contribute shall be in 
proportion to its Investor sale of Shares to which such loss relates and shall not be joint with any other Selling Shareholders. 

(e) The parties to this Agreement hereby acknowledge that they are sophisticated business persons who'were represented by counsel during the 
negot1ations regarding the provisions hereof including, without limitation, the provisions of this Section 7.3, and are fully informed regarding 
said provisions. They further acknowledge that the provisions of this Section 7.3 fairly allocate the risks in light of the ability of the parties to 
investigate the Company and its business in order to assure that adequate disclosure is made in the Registration Statement as required by the 
Act and the Exchange Act. The parties are advised that federal or state public policy as interpreted by the courts in certain jurisdictions may be 
contrary to certain of the provisions of this Section 7.3, and the parties hereto hereby expressly waive and relinquish any right or ability to 
assert such public policy as a defense to a claim under this Section 7.3 and further agree not to attempt to assert any such defense. 

7.4 TERMINATION OF CONDITIONS AND OBLIGATIONS. The conditions precedent imposed by Section 5 or this Section 7 upon the 
transferability of the Shares shall cease and terminate as to any particular number of the Shares when such Shares shall have been effectively 
registered under the Securities Act and sold or otherwise disposed of in accordance with the intended method of disposition set forth in the 
Registration Statement covering such Shares or at such time as an opinion of counsel reasonably satisfactory to the Company shall have been 
rendered to the effect that such conditions are not necessary in order to comply with the Securities Act. 

7.5 INFORMATION AVAILABLE. So long as the Registration Statement is effective covering the resale of Shares owned by the Investor, the 
Company will hmish to the Investor: 

(a) as soon as practicable after it is available, one copy of 
(i) its Annual Report to Stockholders (which Annual Report shall contain financial statements audited in accordance with generally accepted 
accounting principles by a national firm of certified public accountants), (ii) its Annual Report on Form 10-K and (iii) its Quarterly Reports on 
Form 10-Q (the foregoing, in each case, excluding exhibits); 

(b) upon the request of the Investor, all exhibits excluded by the parenthetical to subparagraph (a) of this Section 7.5 as filed with the SEC and 
all other information that is made available to shareholders; and 



(c) upon the reasonable request of the Investor, an adequate number of copies of the Prospectuses to supply to any other party requiring such 
Prospectuses; and upon the reasonable request of the Investor, the President or the Chief Financial Officer of the Company (or an appropriate 
designee thereof) will meet with the Investor or a representative thereof at the Company's headquarters to discuss all information relevant for 
disclosure in the Registration Statement covering the Shares and will otherwise cooperate with any Investor conducting an investigation for the 
purpose of reducing or eliminating such Investor's exposure to liability under the Securities Act, including the reasonable production of 
information at the Company's headquarters; provided, that the Company shall not be required to disclose any confidential information to or 
meet at its headquarters with any Investor until and unless the Investor shall have entered into a confidentiality agreement in form and 
substance reasonably satisfactory to the Company with the Company with respect thereto. 

8. NOTICES. All notices, requests, consents and other communications hereunder shall be in writing, shall be mailed (A) if within the United 
States by first-class registered or certified airmail, or nationally recognized overnight express courier, postage prepaid, or by facsimile, or (B) if 
delivered from outside the United States, by International Federal Express or facsimile, and shall be deemed given (i) if delivered by first-class 
registered or certified mail, three business days after so mailed, (ii) if delivered by nationally recognized overnight carrier, one business day 
after so mailed, (iii) if delivered by International Federal Express, two business days after so mailed, (iv) if delivered by facsimile, upon 
electronic confirmation of receipt and shall be delivered as addressed as follows: 

(a) if to the Company, to: 

The Medicines Company 
One Cambridge Center 
Cambridge, Massachusetts 02 142 Attn: Clive A. Meanwell 

(b) with a copy to: 

Hale and Dorr LLP .. 

60 State Street 
Boston, Massachusetts 02 109 Attn: Stuart M. Falber, Esq. 

(c) if to the Investor, at its address on the signature page hereto, or at such other address or addresses as may have been furnished to the 
Company in writing. 

9. CHANGES. This Agreement may not be modified or amended except pursuant to an instrument in writing signed by the Company and the 
Investor. 

10. HEADINGS. The headings of the various sections of this Agreement have been inserted for convenience of reference only and shall not be 
deemed to be part of this Agreement. 

11. SEVERABILITY. In case any provision contained in this Agreement should be invalid, illegal or unenforceable in any respect, the validity, 
legality and enforceability of the remaining provisions contained herein shall not in any way be affected or impaired thereby. 

12. GOVERNING LAW. This Agreement shall be governed by, and construed in accordance with, the internal laws of the State of Delaware, 
without giving effect to the principles of conflicts of law. 

13. COUNTERPARTS. This Agreement may be executed in two or more counterparts, each of which shall constitute an original, but all of 
which, when taken together, shall constitute but one instrument, and shall become effective when one or more counterparts have been signed by 
each party hereto and delivered to the other parties. 



14. RULE 144. The Company covenants that it will timely file the reports required to be filed by it under the Securities Act and the Exchange 
Act and the rules and regulations adopted by the SEC thereunder (or, if the Company is not required to file such reports, it will, upon the 
request of any Investor holding Shares purchased hereunder made after the first anniversary of the Closing Date, make publicly available such 
information as necessary to permit sales pursuant to Rule 144 under the Securities Act), and it will take such further action as any such Investor 
may reasonably request, all to the extent required from time to time to enable such Investor to sell Shares purchased hereunder without 
registration under the Securities Act within the limitation of the exemptions provided by (a) Rule 144 under the Securities Act, as such Rule 
may be amended from time to time, or (b) any similar rule or regulation hereafter adopted by the SEC. Upon the request of the Investor, the 
Company wiil deliver to such holder a written statement as to whether it has complied with such information and requirements. 

15. CONFIDENTIAL INFORMATION. The Investor represents to the Company that, at all times during the Company's.offering of the Shares, 
the Investor has maintained in confidence all non-public information regarding the Company received by the Investor from the Company or its 
agents, and covenants that it will continue to maintain in confidence such information until such information 
(a) becomes generally publicly available other than through a violation of this provision by the Investor or its agents or (b) is required to be 
disclosed in legal proceedings (such as by deposition, interrogatory, request for documents, subpoena, civil investigation demand, filing with 
any governmental authority or similar process), PROVIDED, HOWEVER, that before making any use or disclosure in reliance on this 
subparagraph (b) the Investor shall give the Company at least fifteen (15) days prior written notice (or such shorter period as required by law) 
specifying the circumstances giving rise thereto and will furnish only that portion of the non-public information which is legally required and 
will exercise its reasonable best efforts to obtain reliable assurance that confidential treatment will be accorded any non-public information so 
hmished. 



Exhibit 23.1 

CONSENT OF INDEPENDENT AUDITORS 

We consent to the reference to our firm under the captions "Selected Consolidated Financial Data" and "Experts" and to the use of our report 
dated February 13,2001, except for the eighth paragraph of Note 2, as to which the date is February 20, 2001, in the Registration Statement 
(Form S-1) and related Prospectus of The Medicines Company for the registration of 4,000,000 shares of its common stock. 

/s/ Ernst & Young LLP 

Boston, Massachusetts 

May 21, 2001 
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A BILL TO AMEND TITLE 35, UNITED STATES 
CODE, TO CONFORM CERTAIN FILING PRO-
VISIONS WITHIN THE PATENT AND TRADE-
MARK OFFICE 

THURSDAY, SEPTEMBER 14, 2006 

HOUSEOF REPRESENTATIVES, 
SUBCOMMITTEEON COURTS,THE INTERNET, 

AND INTELLECTUALPROPERTY, 
COMMITTEEON THE JUDICIARY, 

Washington, DC. 
The Subcommittee met, pursuant to notice, a t  11:14 a.m., in 

Room 2141, Rayburn House Office Building, the Honorable Lamar 
Smith (Chairman of the Subcommittee) presiding. 

Mr. SMITH.The Subcommittee on Courts, the Internet, and Intel-
lectual Property will come to order. 

I am going to recognize myself for an opening statement, then 
the Ranking Member of the full Judiciary Committee, Mr. Conyers, 
as well as Mr. Berman and as well as Mr. Jenkins, the author of 
the legislation on which we are having the hearing today. 

Thank you all for your interest. And we will proceed and then 
get to questions for our panelists as soon as we can. 

I will recognize myself for an opening statement. 
Today we begin an examination of H.R. 5120, a bill to amend 

title 35 of United States Code to conform certain filing provisions 
within the Patent and Trademark Office. 

This is an  important hearing on a serious subject, and I look for-
ward to the testimony of our witnesses. 

I t  is the tradition of our Subcommittee to ensure all stakeholders 
have an  opportunity to be heard and have their concerns placed on 
the record. This is a critical step to take before we begin to con-
sider what further steps, if any, may be appropriate. 

H.R. 5120 is a highly unusual bill. Its enactment will single out 
a specific company and their legal counsel for special consideration. 
I believe the proponents of the legislation have the burden to estab-
lish that a change in public law is necessary. At the same time, I 
want to compliment the company for its commitment to the regular 
legislative process. 

And I appreciate Dr. Meanwell's willingness to respond to tough 
questions in a public forum, which I believe is  necessary to assist 
the Members of the Subcommittee in understanding the cir-
cumstances that  led this company and their counsel to this point. 

Their view is that  the law is inflexible and, in their words, 
should be conformed to other provisions of the patent code that  per-

(1) 



mit parties who have failed to meet statutory deadlines to be 
granted an  extension. Further, they believe the public interest in 
spurring innovation and promoting public health is best served by 
providing for the retroactive application of such a change in the 
law in their case. 

Not unexpectedly, there are countervailing arguments. Oppo-
nents of this measure maintain there is no good reason the law re-
.quires amendment. They note that since this provision was first en-
acted more than two decades ago, only three of more than 700 ap-
plications have ever been denied in any part for having missed the 
60-day filing deadline. 

Further, they assert there is substantial precedent in the Patent 
Act to support the view that no relief should be granted when cer-
tain statutory deadlines are not met and that relief should extend 
only to circumstances where i t  is objectively demonstrated that  the 
failure to file was unavoidable rather than merely unintentional. In 
other words, they believe the proposed change would actually make 
this deadline inconsistent with other precedents in the Patent Act. 
This is just a preview ~f the various arguments that  the Sub-
committee Members will soon hear and need to weigh for them-
selves. 

That concludes my opening remarks. And the gentleman from 
Michigan, Mr. Conyers, is recognized for his. 

Mr. CONYERS.I thank you, Chairman Smith. And I join you in 
welcoming all the witnesses: the Honorable Jon Dudas, a very dear 
friend of ours, Dr. Meanwell, and President Jaeger of Generic 
Pharmaceutical Association, and Professor Thomas. 

I wanted you to know as I head for the floor on a judiciary bill 
that is currently up for consideration that the proposal before us, 
legislation that  would permit the Patent and Trademark Office to 
consider late applications for an  extended term of patent protection 
or marketing exclusivity, currently if a patent owner files for an  ex-
tension even 1day late, then the PTO has no discretion to consider 
it. 

I understand that  The Medicines Company faced this problem di-
rectly in 2002 when it sought patent term extension for its heart 
drug, Angiomax. If it was granted, the extension would have per-
mitted the company to exclude competition to Angiomax for a 
longer period. 

The application for additional patent protection was due 60 days 
after the Food and Drug Administration approved the drug. But 
the application was filed on the 61st day. Because i t  has no discre-
tion to review late filings, the PTO summarily rejected its consider-
ation. 

Before us today is a proposal that would allow the PTO to con-
sider the application. Contrary to how it has been portrayed, i t  
would not automatically extend the term of exclusivity or automati-
cally prevent competitors from entering the market. And in that  re-
gard, the bill appears equitable. 

And I look forward to returning to continue the discussion with 
these very able witnesses that  are before us. 

And I thank you for your courtesy, Chairman Smith. 



Mr. SMITH.Would the gentleman from Michigan yield to the gen-
tleman from California, Mr. Berman, for his opening statement as 
well? 

Mr. CONYERS.Absolutely. 
Mr. BERMAN.Thank you, Mr. Chairman. 
And thank you, Mr. Ranking Member, for yielding.
I appreciate scheduling this hearing on a bill giving the USPTO 

additional discretion to extend certain patent deadlines. While 
similar measures, bills that  have specifically extended the 
Angiomax patent, have been attached to legislative vehicles in the 
past, I am glad that  this issue is finally being reviewed by the 
Committee with jurisdiction over patent matters. I t  is important 
that  .this Subcommittee be able to analyze the impact of any 
changes this bill may make on the patent system. 

Patents are a cornerstone of innovation. The Constitution pro-
vides a limited period of time of protection in order to promote in-
novation. Therefore, the patent process provides the exclusive right 
for an  invention for 17 to 20 years generating incentives for a n  in-
ventor to continue to create after which the invention becomes 
available for public use. 

There is a delicate balance here: providing enough of an incen-
tive to the inventor to spend the time, energy and money to create 
new inventions and on the other hand, the value of allowing the 
invention to be used by the public enabling others to develop new 
products or provide similar products for lower cost. Therefore, 
when considering the effect of allowing the PTO discretion to ex-
tend certain patent deadlines there is a natural tension between 
providing the flexibility to extend the deadline and maintaining a 
hard date for specific types of filings. 

While providing greater elasticity may prevent Draconian re-
sults, does that come a t  the expense of stability in the market? 
There are to be other instances-there appears to be other in-
stances where the PTO has discretion to extend deadlines. But the 
situation in this bill is designed to address is not one of those sec-
tions. Why? Is there something different about this type of filing 
that the PTO should not have discretion in this case? 

Unfortunately, the PTO, I am sorry to say, Jon, hasn't provided 
much guidance in its response to the letter from the Chairman and 
myself about the policy questions posed by this bill. So I look for-
ward to this hearing to hear the witnesses discuss the policy impli-
cations of this bill on the patent system and possibly on Hatch-
Waxman. 

Jus t  to conclude, originally this legislation began as an  effort to 
address one particular late filing of one patent. There has been no 
demonstrated need or request from any other patent owners, as far 
as I know, to provide discretion to the PTO for these types of fil-
ings. Moreover, from the way the bill has been written, i t  is clear 
this bill would affect the late filing of a particular company, which 
occurred about over 4 years ago. Some have even suggested that  
the better alternative to this bill is a private bill. 

However, this bill and this particular circumstance does raise 
some questions about why there are inconsistencies in the discre-
tion afforded to the PTO to determine when filings are timely. I 
look forward to this opportunity to explore those issues. 



I yield back, Mr. Chairman. 
Mr. SMITH.Thank you, Mr. Berman. 
The gentleman from Tennessee, Mr. Jenkins, is recognized for an 

opening statement. 
Mr. JENKINS.Thank you, Chairman Smith, for holding this hear-

ing. 
And thank you, Mr. Berman, for your participation. I look for-

ward to the views of our witnesses, like you, sir. And I am grateful 
for their appearance this morning. 

H.R. 5120 has drawn bipartisan sponsorship from 23 of our col-
leagues, including three Members of the full Judiciary Committee: 
Mr. Hyde, Mr. Delahunt, and Mr.. Meehan. I introduced this meas-
ure because I believe i t  is both good patent policy and sound health 
care policy. It corrects an inequity in the patent law and will en-
courage important innovation in medical research, precisely the 
purpose that Congress sought to accomplish in enacting the Hatch-
Waxman Act. 

In the course of this hearing, I hope that you will hear several 
examples of relief that  is available for late payments, late filings 
and deficient filings. By enacting H.R. 5120 we are continuing to 
promote the basic purpose of Hatch-Waxman, and we are strength-
ening Hatch-Waxman. I t  is important to do this so that our nation 
i?rill continue to lead the way in medical research and so that pa-
tients will not be denied promising new, innovative developments. 

Mr. Chairman, I am submitting letters from leading medical 
practitioners and consumer groups, including a letter from the 
Cleveland Clinic, the University of California a t  Los Angeles, and 
the Emory Health Care Center in Atlanta, Georgia, from across our 
country endorsing H.R. 5120 to include in the Committee report. 

Their credentials and their views are impressive. They empha-
size the health care advantages of this measure, particularly its ef-
fect on opening up newavenues of medical research to prevent and 
treat strokes. 

Mr. Chairman, I would like to ask unanimous consent to intro-
duce these letters and that they be made a part of the record. 

Mr. SMITH.Okay. Without objection, those letters will be made 
a part of the record. 

[The letters follow in the Appendix] 
Mr. JENKINS.Thank you. 
H.R. 5120 is a narrowly tailored bill. I t  simply confers discretion 

on the patent office to consider an unintentionally late filed patent 
term restoration application submitted to the patent office within 
5 days of the 60-day deadline in current law. It does not confer any 
substantive rights on any applicant but merely allows the applicant 
to present the facts.surrounding the late filing to the patent office. 

The director of the patent office then has 30 days to rule on the 
petition. Honest mistakes should not cause irreparable hardship for 
innovators or patients. A few days unintentional late filing mistake 
a t  the patent ofice should not be a cause for blocking promising 
medical research that  could lead to important health care ad-
vances. 

Mr. Chairman, I appreciate all the efforts you and the Sub-
committee have invested in preparing for this hearing. I hope that 



we can move as  quickly as possible through the Committee process 
and proceed with the enactment of H.R. 5120. Thank you. 

Mr. SMITH.Thank you, Mr. Jenkins. 
And, without objection, other Members' opening statements will 

be made a part of the record, a s  well as a statement by Representa-
tive Elton Gallegly, a letter from Lawrence Goffney and testimony 
by Thomas Schatz, president of Citizens Against Government 
Waste. 

Mr. SMITH.Before I introduce our witnesses, I would like to ask 
you all to stand and be sworn in. 

[Witnesses sworn.] 
Thank you. Please be seated. 
Our first witness is Jon Dudas, who is the Undersecretary for In-

tellectual Property and Director of the United States Patent and 
Trademark Office. Mr. Dudas is the lead policy adviser to the Sec-
retary of Commerce, the President of the United States and Admin-
istration agencies on intellectual property matters. 

As Director of the USPTO, he is responsible for administering 
the laws that  relate to the issuance of patents and trademarks and 
day-to-day management of the agency's $1.7 billion budget and 
8,000 employees.

Prior to joining the Administration, Mr. Dudas served 6 years as  
Counsel to this Subcommittee and as Staff Director and Deputy 
General Counsel to the Committee on the Judiciary. Mr. Dudas is 
a summa cum laude graduate of the University of Illinois where he 
earned a bachelor of science in finance. He is  an honors law grad-
uate from the University of Chicago. 

Our second witness is Clive Meanwell, who is the Chairman and 
Chief Executive Officer of The Medicines Company, a pharma-
ceutical company based in Parsippany, New Jersey that specializes 
in acute care hospital medicines. In 1996, Dr. Meanwell co-founded 
TMC to develop medicines for specialized patient populations. 

TMC's only product is marketed under the name Angiomax and 
is used to prevent blood clots in patients from cardiovascular dis-
ease. Dr. Meanwell oversaw the acquisition, development and suc-
cessful regulatory review of Angiomax, which culminated with the 
Food and Drug Administration's approval in 2000. Dr. Meanwell 
holds both an M.D. and a Ph.D. from the University of Bir-
mingham in the United Kingdom. 

Our next witness is Kathleen D. Jaeger, who has served as the 
President and CEO of the Generic Pharmaceutical Association 
since 2002. Before joining that organization, Ms. Jaeger was a part-
ner in the Washington office of several law firms where she devel-
oped a specialty in food and drug practice. In  addition to earning 
her J.D. from Catholic University Law School, Ms. Jaeger also has 
a bachelor of science in pharmacy and a minor in chemistry, which 
she earned a t  the University of Rhode Island. 

Our final witness is John R. Thomas, who is a professor of law 
a t  the Georgetown University Law Center. Professor Thomas for-
merly served as an associate or visiting professor on the faculties 
of George Washington University, Cornell Law School and the Uni-
versity of Tokyo. Professor Thomas has written extensively on in-
tellectual property law co-authoring both a patent law case book 
and a one-volume treatise on intellectual property. 



Welcome to you all. 
As you know, we have your entire written statements, which, 

without objection, will be made a part of the record. But please 
limit your testimony to 5 minutes. 

And, Mr. Dudas, we will begin with you. 

TESTIMONY OF JON DUDAS, UNDERSECRETARY OF COM-
MERCE FOR INTELLECTUAL PROPERTY, DIRECTOR OF THE 
U.S.PATENT AND TRADEMARK OFFICE 
Mr. DUDAS.Thank you, Mr. Chairman, Ranking Member Ber-

man, Congressman Jenkins and Congressmen Meehan and 
Delahunt, for inviting me to testify today on H.R. 5120. 

This bill would amend patent law to permit the. USPTO to con-
sider certain late-filed applications for patent extension under 
Hatch-Waxman if such applications are filed no later than 5 days 
after the current 60-day time period and applicants file a petition 
showing that  the delay was unintentional. 

Mr. Chairman, the USPTO does not a t  this point have a position 
on this bill. Certainly, there could be some benefits and a t  least one 
direct beneficiary of providing the flexibility proposed in the bill. 
But there are also benefits to maintaining a certainty inherent in 
the current law. 

While we have a sense of the potential impact on the possible di-
rect beneficiary to this legislation and while we know very well our 
own abilities to enforce the law, we do not yet have a full sense 
of the impact on other interested parties. Therefore, I commend you 
for holding this hearing to help determine the potential impact and 
to otherwise examine the possible merits and limitations of this 
proposal. 

Although I am unable to give you a clear reading of support or 
opposition, I would like to share with you a number of observations 
that mav be h e l ~ f u lto the Subcommittee as i t  reviews the bill. 

First,"this tyI;e of legislation is not without precedent. As indi-
cated in my written statement, current patent and trademark law 
provides the USPTO with discretionary authority to accept late-
filed submissions in a number of situations. 

Also, while we currently do not believe the legislation requires 
additional restrictions or limitations in order to ensure a neutral 
application if enacted, further review of the issue may be helpful 
as the legislative.process continues. 

In terms of application, we are aware of one current application 
for patent term extension that  would immediately benefit from en-
actment of the bill. You will be hearing from the owner of that  pat-
ent shortly. But our review of the over 700 applications for patent 
term extensions filed since 1984 indicates that  one other applica-
tion filed 5 days late may have benefited from this bill if i t  had 
been in effect. 

So after a review of 700 applications since 1984, there are a total 
of four patent term extension requests that were over 60 days, two 
that were within 65 days but older than 60 days and one that  is 
currently pending. 

I should note that  i t  is not unprecedented for newly enacted pat-
ent legislation to apply to issued patents and pending applications. 
But prospective or retrospective discretionary authority as pro-



posed in this bill should involve a careful balancing of all relevant 
interests involved. Again, we are pleased that  the Subcommittee is 
reviewing input with an  eye toward that balancing. 

Mr. Chairman, if granted the authority proposed in the bill, I 
would not foresee any implementation problems a t  the USPTO. 
The USPTO would, of course, follow the policies reflected in our ad-
ministration of areas currently subject to discretionary review of 
delayed filings. 

Mr. Chairman, in closing I want to thank you, Ranking Member , 

Berman, and the Members of this Subcommittee- for your con-
tinuing and strong support for the USPTO operations and for your 
efforts to maintain and improve our system of intellectual property 
protection and enforcement. And I look forward to answering your 
questions. 

[The prepared statement of Mr. Dudas follows:] 

PREPAREDSTATEMENTOF THE HONORABLEJONW. DUDAS 

Chairman Smith, Ranking Member Berman, and Members of the Subcommittee: 
Thank you for inviting me to testify today on H.R. 5120, a bill "to amend title 

35, United States Code, to conform certain filing provisions within the Patent and 
Trademark Office." 

The bill would amend patent law to permit the USPTO to consider certain late-
filed applications for patent extension under section 156 of title 35 if such applica-
tions are filed not later than five days after the current 60-day time period and the 
applicants file a petition that shows that the delay in filing the application was un-
intentional. 

Mr. Chairman, as indicated in our recent letters to you and Ranking Member Ber-
man, the United States Patent and Trademark Office (USPTO) does not a t  this time 
have a position on this proposed legislation. 

While there could be some benefits, and at  least one direct beneficiary, of pro-
viding the type of additional flexibility provided by the proposal, there are also bene-
fits to maintaining the certainty inherent in the current law in this area. 

While we have a sense of the potential im acts on the possible direct beneficiary 
to this legislation, we do not yet have a fulr sense of the impact on others in the 
invention, manufacturing, consumer, and intellectual property communities. 

Accordingly, we commend you for holding this hearing to help determine the po-
tential impact on all interested parties and to otherwise examine the possible merits 
and limitations of the proposal.

I am leased to share with you a number of our observations that may be helpful 
as the &bcommittee reviews the bill. 

PRECEDENT 

This type of legislation is not without precedent. Currently, patent laws provide 
the USPTO with discretionary authority to accept late-filed submissions in a num-
ber of situations, including: payment of maintenance fees (35 USC 841(c)(l));aban-
donment of applications (35 USC 8 133); and payment of issue fees (35 USC 3 151). 
The trademark laws have similar language, for example, regarding timely filing of 
a verified statement of use (15 USC 8 1051(d)(4))and abandonment of an application 
for failure to reply or amend (15 USC 8 1062(b)). 

Similarly, while we currently do not belleve the legislation requires additional re-
strictions or limitations in order to ensure neutral application if enacted, further ex-
ploration of the issue may be informative as  the legislative process continues. 

PREVIOUS APPLICANTS THAT WOULD BENEFIT FROM ENACTMENT 

We are aware of one current application for patent term extension that would im-
mediately benefit from enactment of the bill. That application is related to patent 
number 5,196,404 owned by the com any re  resented a t  the table here today. More 
generally, a review of our records intcates  tgat, of the over '700 applications for pat-
ent tenh extension filed since 1984, three other applications were not granted due, 
a t  least in part, to timeliness issues. One of these applications was filed within 65 
days of the "approval date," and thus may have been eligible for a petition to have 
the delay excused, if the proposed provision had been in effect. 



PROSPECTIVE VS.  RETROSPECTIVE 

It is not unprecedented for newly enacted patent legislation to apply to issued pat-
ents and pending applications. That fact noted, rospective or retrospective discre-
tionary authority, as  proposed in the bill, would Rave to involve a careful balancing
of all relevant interests involved. We are unable to make a particular recommenda-
tion in this re ard because we are unaware of any substantive input by interested 
parties, other &an the 404 patent owner. 

EXERCISE OF DISCRETION 

With respect to the circumstances under which we would expect to exercise discre-
tion under this bill, we believe it  is premature to attempt to list or identif par-
t~cularexamples a t  t h ~ spolnt. We would, of course, ~fgranted the subject autioonty, 
be likely to follow the policies reflected in the administration of areas currently sub-
ject to discretionary review of delayed filings. 

PATENT REFORM 

Although our survey of patent term extension applications reveals few issues re-
lated to timeliness, this legislation would be of use to a t  least one current applicant 
and could be utilized by future applicants who miss the patent term extension appli-
cation deadline due to unintentional delay. As noted above, the discretionary au-
thority contemplated by H.R. 5120 is similar to other deadline-extending provisions 
in patent law. 

As indicated in testimony before your Subcommittee in April, the USPTO sup-
ports enactment of two patent proposals pending before the Subcommittee that are 
widely supported throughout the intellectual property community, namely, a post-
grant review procedure and a new procedure for submission of prior art. We con-
tinue to review other proposals before the Subcommittee. 

Thank you. 

Mr. SMITH.Thank you, Mr. Dudas. 
Dr. Meanwell. 

TESTIMONY OF CLIVE MEANWELL,CHIEF EXECUTIVE 
OFFICER, THE MEDICINES COMPANY 

Mr. MEANWELL.Thank you, Mr. Chairman and Members of the 
Committee. I am pleased to be here and appreciate the Commit-
tee's invitation to testify. My name is Clive Meanwell. I come be-
fore you today both as a physician and as the chairman and CEO 
of The Medicines Company, a young company devoted to developing 
medicines for acutely ill patients. 

The subject of today's hearing may seem dry and technical, but, 
as you know, i t  is actually about ensuring the potential to save 
lives and reduce health care costs. Our company serves as a poster 
child for why this legislation is needed. Relying on incentives in the 
patent law, we spent more than $200 million developing Angiomax, 
an intravenous blood thinner that has proven to be effective and 
safe for patients while actually saving hospitals an average of $400 
per use compared with more established therapies. 

Once FDA approved Angiomax, we applied for patent term res-
toration to recover time lost while seeking approval. The 60-day 
deadline was mistaken for a 2-month limit, and the application was 
filed 1 day late. Unlike most other patent provisions, current law 
gives the PTO no discretion to accept a late filing. So our applica-
tion was denied. 

This drastic penalty took away 442 years of patent rights we had 
earned and cut off our ability to invest tens of millions of dollars 
more in research to confirm promising new uses of Angiomax in 
open heart surgery and stroke. 

Mr. Chairman, this is a good bill for three principle reasons. 



First, the existing deadline provision imposes hugely dispropor-
tionate penalty like having your home repossessed when you are a 
day late with the last mortgage payment. Deadlines are important, 
but most patent law provisions like Federal court rules recognize 
that  human beings make mistakes and that catastrophic con-
sequences should not flow from them. 

Second, this legislation is consistent with most patent laws and 
regulations, which allow minor mistakes to be excused. 

Third, the bill could benefit millions of seriously ill patients. Only 
companies with a period of exclusivity can make the large-scale in-
vestments necessary to develop new uses of the drug beyond the 
scope of its initial FDA approval. 

Some critics suggest this bill will disrupt the decision making 
process of generic manufacturers who pursue their own applica-
tions on relatively tight timelines. I am on the board of a company 
that  sells generics, and I know how important these tight timelines 
are. But they have nothing to do with the patent term restora-
tion-with when patent term restoration applications are filed. The 
only dates really important to a generic firm are the date of FDA 
approval and the date a patent expires. 

Similarly, the claim that  this bill might interfere with settled ex-
pectations is a fallacy. There are no settled expectations 60 days 
after a drug has been approved, nor would the time added by this 
bill, a maximum of 35 days, have the slightest impact on a 
generic's business plans. It is the pioneers' settled expectations 
that  get blown t o  bits if its patent rights are lost over a minor fil-
ing error. 

It is also suggested that  since the filing of Hatch-Waxman appli-
cation triggers an elaborate sequence for calculating the registra-
tion period-the restoration period, ensuring that this triggering 
event happens in a seasonable manner is somehow important. But 
calculating the restoration term typically takes 3 years after the 
application is filed. So the few extra days this bill could add a t  the 
start  of the process are just trivial. 

This bill will not-and let me repeat that-will not upset the 
delicate balance that  Hatch-Waxman strikes between innovators 
and generics. In fact, i t  preserves the balance. Generics retain all 
their rights. And the patent owners get nothing more than the res-
toration period that they already earned under Hatch-Waxman. 
Without this bill, however, an innovator who makes an uninten-
tional filing mistake loses what Congress intended to provide: an 
opportunity to recover time lost during FDA.approva1. 

I just don't believe that  Congress intended to throw this careful 
balance overboard in the event that an innovator trips on their way 
to the patent office. Some say this is a single company bill. But 
that  is a red herring. This bill would fix a legal pothole for all other 
patent holders and could potentially help millions of patients who 
will benefit from new drugs and new uses of drugs. 

In summary, this bill enhances the fundamental bargain struck 
by Hatch-Waxman. I t  removes a Draconian penalty for minor error. 
I t  is consistent with current law. And i t  will potentially improve 
the lives of millions of needy patients. 

Thank you very much. 
[The prepared statement of Mr. Meanwell follows:] 



PREPAREDSTATEMENTOF CLIVEMEANWELL 

Thank you Mr. Chairman and Members of the Committee. 
My name is Clive Meanwell, and I am the Chairman and Chief Executive Officer 

of The Medicines Company, a young pharmaceutical company based in New Jersey
where we develop acute care medicines for hospital patients, a small segment of the 
market often considered unattractive by big drug companies. I am also a doctor. And 
I am pleased to be here and appreciate the Committee's invitation to testify. 

Mr. Chairman, the subject of today's hearing-filing deadlines for certain patent
applications-might seem like a dry and technical one, but i t  is  actually about cre-
ating the potential to save lives. I t  is  about amendin a provision of the Hatch-Wax-
man Act that,  if left unchan ed, will right now kilf the further development of a 
drug that  i s  helping thousan8s of heart  disease patients ever month and has  the 
promise to help hundreds of thousands more patients with &-threatening cardio-
vascular conditions, including stroke victims. Beyond our case, if the  provision is left 
unchanged, i t  will also put a t  risk the development of other drugs that  will save 
lives in-the future. 

-

The purpose of this hearing, a t  least a s  I see it, is to weigh the  distinct benefit 
of the proposed filin amendment against whatever benefit there ma be to retain-
ing the existing, inffexible rovision. In my view, what H.R. 5120 dbes, in a nut-
shell, is  to preserve the funtamentally sound bar ain Congress struck in the Hatch-
Waxman Act between encouraging innovation a n t  bringing eneric drugs to market. 
In preserving Hatch-Waxman's incentive to develop new &ugs and new uses for 
drugs-without curtailing provisions that  benefit generic manufacturers-this bill 
also stands solidly on the  side of patients. 

BACKGROUND, 

To date, The Medicines Corn any's only marketed product is  a new blood thinning 
drug called Angiomax. The ~ D Ahas already approved Angiomax for use in 
angioplasty-a rocedure often used to treat coronary artery disease, including
heart  attacks. C' atheters, inflatable balloons, and stents are  used to open up a coro-
nary artery that  is  narrowed or blocked by arteriosclerosis or blood clots. Approxi-
mately one million angioplasties are  performed each year in the United States, and 
in  this setting Angiomax has  been shown effective and safe, and is also associated 
with a significant reduction in bleedin com lications compared to other treatments. 
More than 250,000 patients benefited from k g i o m a x  last year alone. These positive 
results have been seen in both clinical trials and real-world use, in many different 
groups of patients, from diverse ethnic backgrounds, with a ran e of risk factors and 
a variety of life-threatening coronary artery disease states. ~ n fAngiomax-a prod-
uct of high technology research-is particularly useful for people who cannot tol-
erate heparin, an  extract of pig intestines discovered in 1916, that  until the last dec-
ade was the only injectable anticoagulant available. 

In addition to i ts  established effectiveness in coronary angioplasty, Angiomax may 
also have important uses in patients undergoing cardiac surgery, those with pre-
heart  attacks and those with strokes. Each of these conditions represents enormous 
public health problems in the United States today. Coronary artery disease and 
stroke combine to kill well over a half million.Arnericans each year-more than the 
deaths caused by all cancers combined, and therefore by far the leading cause of 
death in this country. The initial promise of Angiomax in these new research areas 
is  exciting. For example, results of an Angiomax pilot trial in open heart  surgery 
were reported in the Annals of Thoracic Surgery in 2004, where an  expert commen-
tator stated, "bivalimdin [i.e., Angiornax] could be the 'holy grail' eagerly sought by 
cardiac surgeons and anesthesiologists (and hematologists). . . ." Ann. Thorac. 
Surg. 2004; 77:925-31. In another example, early studies involving carotid artery 
stenting-a procedure used to unblock the arteries in the neck that  can throw off 
blood clots to the brain-have shown that  Angiomax can reduce the  risks of bleeding 
and effectively prevent embolic strokes during this delicate life-saving procedure. 

We have already committed, and hope to continue committing, substantial re-
sources to research and development of these significant new uses for Angiomax. 
And that  brings me to the  point of my testimony today. 

Our company serves, I a m  sorry to say, a s  a poster child for why this bill is  need-
ed--. 

In developing Angiomax, we did what research-based biotech and  pharmaceutical 
companies regularly do in  responding to the incentives of the U.S. patent system: 
we spent large amounts of time and money to bring a new product to market. In 
total, development of Angiomax for angioplasty took eight years and cost more than 
$200 million. We anticipate that  the clinical trials needed to establish the safety and 
effectiveness of Angiomax in patients for cardiac surgery and for stroke will take 



a t  least 4 more years and cost tens of millions of dollars. These investments are  not 
viable without the patent exclusivity provided by the Hatch-Waxman Act. 
As ou know, the U.S. patent law framework-including Hatch-Waxman-is de-

signedlto provide incentives for the investment of such time and money. Hatch-Wax-
man, of course, enables research-based pharmaceutical companies to recoup some of 
the t ime spent in the FDA approval process so that  the  patent exclusivity period . 
is  not unfairly curtailed. Often, i t  is the  possibility of qualifying for Hatch-Waxman 
patent term restoration that  provides innovators with the incentive to invest in 
drugs that  no one else wants  to develop. Moreover, once such restoration has  been 
granted, innovators have added incentive to pursue further research on drugs to 
broaden their approved use, a n  important step in the development process, since i t  
is not unusual for FDA to grant a narrow approval in the  first instance. 

The FDA approved Angiomax for the  narrow initial use in  coronary angioplasty 
on December 15, 2000. Under the Hatch-Waxman formula, we calculated that  we 
were entitled to a restoration period of approximately 4Y2 years. We quickly set 
about preparing our application for patent restoration, completing a first draft of the 
100-plus page application package by the first week of January 2001 and then work-
ing steadily along with our counsel on further drafts. But then human error inter-
vened. The current filing provision of Hatch-Waxman requires an  application to be 
,filed within 60 days of FDA's approval of the drug in  question. Unfortunately, the 
60-day requirement was evidently mistaken for a two-month requirement, and our 
patent restoration application was filed on February 14, 2001, within a two-month 
window, but one day late for the actual 60-day deadline. Unlike other filing provi-
sions of the patent laws, this provision pf Hatch-Waxman does not allow for any dis-
cretion to accept late applications, no matter the reason and no matter how close* 
to the actual deadline. So, the Patent and Trademark Office denied the petition a s  
untimely. We filed a motion for reconsideration which is still pending, but the PTO 
lacks the authority to grant  it. 

So, because of an  inadvertent administrative error, The Medicines Company-and 
the patients who could be helped by Angiomax-are facing a drastic and dispropor-
tionate penalty. The basis for a $200 million investment that  powered development
of a life-saving drug in coronary angioplasty has  been completely cut out from under 
us. And our hope of extending the benefit of Angiomax into critically important new 
areas is  in tatters. Without patent restoration, our patent will ex ire in 2010, not 
near1 enough time to make possible the investment of years a n t t e n s  of millions 
of do ia r s  needed to confirm the  efficacy of Angiomax in treating stroke and serious 
heart  disease to the satisfaction of ourselves, the FDA and medical practitioners. 
And others who make accidental filing mistakes in the  future, may face a similar 
predicament. 

Making the consequences of a minor mistake so catastro hic, both to a patent 
owner and the public, simply cannot be good or wise public poyicy. 

H.R.  5120-WEIGHING THE BENEFITS 

H.R. 5120 is a modest bill t ha t  would correct this unduly harsh result for u s  and 
for any other innovators who make the  same mistake. The bill would not give a pat-
ent owner anything other than what i t  has already earned under the Hatch-Wax-
man system-a credit for the portion of a patent term effectively lost while seeking 
FDA approval. The bill would not, by its own terms, grant patent term restoration. 
I t  would simply give the  PTO authority to accept an  application that  was filed late 
on account of an  unintentional error. 

Mr. Chairman, I think a reasoned analysis of the potential costs and benefits of 
this legislation argues powerfully in i ts  favor. Let me begin with the benefits of 
modifying the existing deadline provision.

First, the effect of the existing provision is like having your home repos-
sessed for making your mortgage payment a day l a t e - a  completely dis-
proportionate punishment for a minor, administrative mistake. As a matter 
of wise public policy, this does not make sense. Years of highly valuable, hard 
earned patent rights-in our case more than a third of our total patent period-
should not be forfeited on account of a minor clerical error. 

Second, this legislation is entirely consistent with typical patent law and 
practice and supports the purpose of Hatch-Waxman. Recognizing the obvious 
importance of patent rights and the national interest in promoting pharmaceutical
innovation, the  great majority of relevant patent laws and regulations actually do 
give the PTO discretion to excuse inadvertent mistakes. For example: if an  applicant 
files a n  incomplete application for patent term restoration, the PTO can grant  up  
to two extra months to correct the errors in the application. This i s  not an  isolated 
example. There are more than 30 such examples where the PTO has the authority 
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to excuse errors that could otherwise deprive an applicant of its rights. We have 
submitted a memorandum detailing these exam les to the Committee. Thus, the 
rigid statutory 60-day deadline, allowing PTO no iiscretion to excuse an inadvertent 
error is, in fact, an anomaly, which this bill would rightly correct. Moreover, by pre-
ventin the automatic forfeit of years of patent protection for minor clerical errors, 
the bil? supports an important purpose of the Hatch-Waxman system-to make sure 
patent owners have an o portunity to recover the portion of their exclusivity period
that would otherwise be Post while awaiting FDA a roval. 

- Third, this bill.would potentially benefit rnRPions of seriously ill patients. 
Only a company that can assure itself of a significant period of exclusivity will take 
the risks and make the substantial investment necessary to obtain the approval of 
new uses of a drug beyond the scope of its initial FDA approval. In our case, no 
generic manufacturer would do what we are prepared to do-invest years and tens 
of millions of dollars to test promising new uses of Angiomax for heart disease and 
stroke-because the manufacturer would have no financial incentive to do so. If the 
initial promise we have seen for such applications is realized, Angiomax could po-
tentially provide vital help to hundreds of thousands of seriously ill patients. And 
what is true for us will be true for others in the future. So this is an important,
potentially life-savin bill for patients. 

Now, I understant! that concerns have also been raised about this bill, but they
do not, individually or together, begin to measure up to the bill's substantial bene-
fits. 

Settled expectationslcertainty. First, i t  has been said that H.R. 5120 might 
interfere with settled expectations about when a drug would come off patent, and 
that there are legitimate benefits to maintaining the certainty inherent in current 
law. In principle, there are of course benefits to certainty in laws. But the interest 
of "settled expectations" is more effectively served by this bill than by the status 
quo.

The fact that a patent owner might get an additional 5 days to file a patent res-
toration application, and that the PTO could take 30 days to decide whether to 
grant this additional time, will not have the slightest impact on the business plans 
a generic manufacturer has or has not made to enter'a new market. The truth is 
that neither generics manufacturers nor anyone else can know what the duration 
of a possible patent term restoration period might be until the proposed patent term 
extension is ublished for public comment, often years after the application is filed. 
That is the &st notice that a generic manufacturer is likely to rely on in terms of 
its own planning, and this bill would have no impact on the content or timing of 
such notice. 

I am very sympathetic to the value of generics companies in our healthcare sys-
tem-indeed I sit on the board of directors of one, and I am proud of what we do 
there. But the claimed disturbance to certainty and settled expectations entailed in 

. H.R. 5120 would not even amount to a ripple u on the water for a generic firm. 
By contrast, the settled business expectations t\at are obliterated are those of a 

patent holder that devises its business and investment strate in reliance on the 
opportunity for Hatch-Waxman restoration, if those rights aregibst on account of a 
minor filing error. 

The delicate balance. Second, some have said that enacting this bill would 
upset the delicate balance in Hatch-Waxman between (a) s u m n g  innovation by as-
suring that a patent holder retains its exclusivity rights Bespite the years it  takes 
to get FDA approval, and (b) allowing generic manufacturers to produce cheaper 
drugs. I'm neither a law er nor a legislator, but it seems to me that the "balance" 
argument cuts in favor O%H.R.5120, not against it. 

The Hatch-Waxman balance was premised, as I understand it, on the following 
five elements: first, a generic manufacturer can study a drug during the patent term 
without infringing the patent; second, a generic manufacturer can rely upon the in-
vestment and testing done by the innovator, rather than incurring the time and ex-
pense re uired to test the drug itself; third, a generic manufacturer who files an 
ANDA ( ~ % breviated New Drug Application) successfully challenging an existing pat-
ent is eligible for a six-month period of marketing exclusivity; and fourth, generic 
manufacturers benefit from the five-year limit on the atent restoration term and 
the 14-year cap on the overall patent term; while, fiftg, the innovator is provided 
an incentive-through the grant of patent term restoration-to undertake the risk, 
expense, and delay of drug testing and FDA approval. 

Under H.R. 5120, this balance 1s fully preserved. Generic manufacturers would re-
tain all of the benefits I just described-study during patent term, benefiting from 
others' R&D investments, ANDA opportunity, and limited atent terms-and the in-
novator would retain its benefit of term restoration in excgange for conducting clin-
ical testing. Without this bill, however, an innovator who makes a minor, inad-



vertent filing error loses its entire Hatch-Waxman benefit-the opportunity to seek 
the patent term restoration that was already earned. 

I simply cannot believe that, as Congress constructed this careful balance, it 
meant to throw it overboard in the event that the innovator tripped on the way to 
the Patent Office. That was manifestly not part of the bargain Congress intended 
to strike. 

Deadlines. Third, some say simply that 60 days means 60 days, full stop. I un-
derstand the importance of deadlines, and I understand that penalties are an impor-
tant way to enforce deadlines. But, the problem here is that the punishment does 
not remotely fit the crime. As I have noted, the PTO has extensive discretion to ex-
tend deadlines in most situations encountered in patent examinations. And I under-
stand that a similar rule applies in federal civil litigation, where the relevant rule 
(6(b)) gives judges broad discretion to extend a deadline or permit a filing "where 
the failure to act was the result of excusable neglect." The flexibility found in the 
patent law and the rules of civil procedure is built on a fundamental and simple 
recognition-that people are human and sometimes make inadvertent mistakes, and 
thus draconian consequences ought not to flow from such errors. An argument that 
comes down to the claim that a rule is a rule and should not be changed no matter 
how inappropriate its effect seems to me unworthy of this great legislative body. 
The PTO,of course, cannot change such a rule in a statute, but Congress can if it 
concludes, as  a matter of policy, that a wise amendment is available. I think H.R. 
5120 constitutes just such an amendment. 

Single company. Fourth, the notion that this is just a bill to help one company 
is a red herring. Of course, our company would potentially be helped by the bill, 
since the PTO would then have the discretion to accept our filing and consider our 
application on the merits if it so chose. But, as  the PTO has noted, others in the 
past have had timeliness problems with regard to Hatch-Waxman filings, and, be-
cause people will always make mistakes, others will have this problem in the future. 
Our company is the one that has stumbled, inadvertently, into this legal pothole. 
But that does not change the reality that the pothole ought to be fixed. Most laws 
passed by Congress benefit some companies and disadvantage others-that is just 
a fact of life. If there is any difference here, it is that most of the beneficiaries of 
this law will be found in the future and no one is likely to be disadvantaged. 

Going to court. Finally, some have said to me that we should just file a lawsuit 
rather than advocating a n  amendment to Hatch-Waxman. But that course of action 
would fail in fundamental ways that I care about a great deal. First, there is a bona 
f ide public policy problem here. This really is not just one company's concern. The 
immense disproportion between a relatively trivial mistake and the enormous con-
sequences that flow from it is just not right-not for us and not for any other com-
panies that follow in our wake. 

In addition, I care deeply about pursuing the promise of Angiomax to heart and 
stroke applications, which as  I have explained, we will not be able to do absent pat-
ent term restoration. As I said at  the outset, I am not just a businessman, I am 
also a doctor. I have made a lifelong commitment to improve patient care, and I 
would hate to let that promise go unexplored. Money that we might recover in a 
lawsuit would be useful to the company, but it would not save a 'single life. So that 
is not the answer to this problem even for us, much less for future patent owners. 

CONCLUSION 

In summary, this is a small but important piece of legislation. I think the answer 
to the question I posed a t  the start of my of my testimony-whether the benefits 
of the bill outweigh the benefits of the status quo-is clear. H.R. 5120 would provide 
palpable benefits both to innovators and to patients in a manner that is fully con-
sistent with patent law and practice. The only harms identified-a negligible effect 
on certainty and the loss of an unintended, unplanned and unearned windfall for 
generic manufacturers-in my judgment are definitively outweighed by those bene-
fits. 

Mr. Chairman, I have been impressed by the thorough and diligent manner in 
which this Subcommittee has carried on its work. I hope that, with a single-minded 
focus on the public interest, the Subcommittee will see fit to move the bill forward 
toward ultimate enactment. 

Thank you very much and I look forward to your questions. 

Mr. SMITH.Thank you, Dr. Meanwell. 
Ms. Jaeger. 



TESTIMONY OF KATHLEEN JAEGER, PRESIDENT AND CHIEF 
EXECUTIVE OFFICER, GENERIC PHARMACEUTICAL ASSO-
CIATION 
Ms. JAEGER.Chairman Smith, Ranking Member Berman and 

Members of this Committee, my name is Kathleen Jaeger, and I 
am the president and CEO of the Generic Pharmaceutical Associa-
tion. On behalf of GPhA and our 130 members, I want to thank you 
for convening this hearing and allowing GPhA to express its views 
on H.R. 5120.- - -

Mr. Chairman and Members of this Committee, what we are es-
sentially discussing here this morning is playing by the rules and 
whether Congress is willing to turn its back on the rules because 
one'company decided i t  just didn't want to play by those rules. 

The fact is that Congress established specific criteria in both title 
1and title 2 of the Hatch-Waxman amendments on how brand and 
'generic pharmaceutical companies should operate when in the 
Hatch-Waxman system, including how and when a brand company 
could apply for a patent term extension, or a PTE. 

Congress worked hard to ensure that  they established a system
that addressed two competing yet equally important goals: encour-
aging innovation and expediting the public's access to more afford-
able generic medicine. The system was designed to foster both 

I goals, and a process was put in place that hundreds of companies 
have been following since 1984. 

As with any system, the Hatch-Waxman system .is replete with 
rules and deadlines. And they need to be followed to achieve these 
important public health goals. In the case of The Medicines Com-
pany, i t  simply chose not to follow the rules that says there is a 
deadline for submitting the PTE application. And now it  is asking 
for a change of the rules because i t  didn't follow them. 

Mr. Chairman, that is simply not the way the system works. We 
all know the rules, and we all know that if we don't play by them 
we could be benched, we could be penalized or lose an  extraor-
dinary opportunity. 

Congress cannot create a system where if a company misses a 
deadline it can come running to Congress to fix it. If that  was the 
case, I daresay this Committee would have an even busier hearing 
calendar than i t  does now. 

For example, several brand companies have lost the opportunity 
to secure a 30-month automatic stay under title 1 of Hatch-Wax-
man because the brand companies failed to file a lawsuit against 
a generic patent challenger within the statutory mandated 45-day 
deadline. 

Likewise on our side of the industry, a generic company is eligi-
ble for 180 days of generic exclusivity provided that among other 
things, the company is the first to file a generic application with 
FDA that contains a paragraph four patent challenge. If another 
company files 1day after the first generic company filed its appli-
cation, that subsequent firm gets -nothing because those are the 
rules. 

If Congress approves this legislation, rules go out the window. 
You would basically be saying that the deadlines don't mean any-
thing. Under this legislation, the PTO would be given a discretion 
to accept a P.T. application filed up to 5 days after expiration of 



statutory deadline. And by its terms, this bill would have the prac-
tical effect of automatically extending a deadline to 65 days. 

This extension not only undermines the intent of Congress, it ul-
timately delays the ability of more affordable generic drugs to be 
brought to consumers. And this Committee needs to ask itself what 
happens when some other company misses the new deadline and 
files on day 66. Do we extend the.deadline again? And what are 
the consequences to the health care system when several of the' 
Hatch-Waxman system deadlines get extended and the system 
unravels? 

Now, this legislation has been labeled, "Sorry I am Late, the Dog 
Ate My Homework Act," by Citizens Against Government Waste. 
While this label is quite amusing, there is nothing funny about the 
consequences of this legislation. I t  isn't as simple as saying my dog 
ate my homework. 

This is a major change in the law with enormous negative impli-
cations, a change that  would offset the delicate balance Congress 
created under the Hatch-Waxman Act between the brand and ge-
neric pharmaceutical companies. That balance has stimulated 
pharmaceutical innovation while ensuring that consumers are able 
to receive safe, effective and affordable medicines in a timely man-
ner. 

In the end, statutory deadlines have meaning. They have con-
sequences. Allowing 5 extra days to file a patent term extension ap-
plication renders that  deadline meaningless and treats certain pat-
entees differently than everyone else who respects statutory dead-
lines. And all to the benefit of one company who by its own inac-
tions failed to file a simple form within the statutory timeframe. 

Mr. Chairman and Members of this Committee, we thank you for 
giving GPHA the opportunity to present our concerns about this 
legislation. This legislation opens a Pandora's Box that  simply 
should not be opened because one company didn't get its paperwork 
done on time. Thank you. 

[The prepared statement of Ms. Jaeger follows:] 
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Chairman Smith, ank king Member Berman, and members of the Committee, my 
name is Kathleen Jaeger and I am the President of the Generic Pharmaceutical Association 
(GPhA"). I am pleased to testify today on behalf of GPhA. 

On behalf of the Association and its nearly 130 members. 1want to thank you for 
convening this hearing and allowing GPhA to express its views on H.R. 5120, a bill introduced 
to benefit a single brand pharmaceutical company at significant expense to all Americans, as 
well as the generic pharmaceutical industry. Specifically, H.R. 5120 would give the U.S. Patent 
& Trademark Ofice ("PTO")' discretion to accept an application for a patent term extension 
("PTE") filed up to five days @er expiration of the statutory deadline for the submission of such 
applications. By its terms, the proposal would, in practice, automatically extend the 60-day 
filing deadline by five days. Before enacring legislation that would severely harm consumers 
and taxpayers, both Conyess and the public should understand the genesis of H R 5120, a bill 
that the Council for Citizens Against Government Waste has appropriately labeled the -.Sorry 
I'm Late. the Dog Ate My Homework Act." 

BACKGROUND 

In 1997. The Medicines Company filed a new drug application ("NDA") for 
AngiomaxTM(bivalirudin) injection. On December 15, 2000, FDA approved that application, 
and The Medicines Company began marketing in January 2001. While it began marketing 
promptly after receiving approval. the company inexplicably waited to tile its request for a PTE 
with the PTO. Not until February 14,2001 did The Medicines Company finally get around to 
submitting an application seeking a PTE for U.S. Patent No. 5,196,404 ("the '404 patent"). 
Unfortunately. waiting until what it thought was the last day had significant consequences for 
The Medicines Company. 

February 14. 2001 is 61 days from the date of NDA approval. As a result. after 
confirming the NDA approval date with FDA. the PTO correctly determined that the '404 patent 
is not eligible for a PTE under 35 U.S.C. 5 156 because that statutory provision requires PTE 
applications to  be filed within 60 days of NDA approval. Scc 35 U.S.C. 5 156(d)(l). 

Upon learning of the PTO's decision, The Medicines Company immediately 
sou@t to avoid the consequences of its delayed filing. Specifically, The Medicines Company 
attempted to convince the PTO that the application had been timely filed. The Medicines 
Company could not deny that FDA had. in fact, approved the NDA on December 15, 2000. Nor 
could The Medicines Company argue that they lacked the information necessary to submit the 
application on time, or that the application was too complicated to complete within 60. Instead. 
the company could only argue that FDA allegedly had not signed the approval letter until after 
the agency's normal business hours on December IS, 2000 and that, as a result, the approval date 
should be considered December 18,2000, the next business day. Changing the approval date in 
this way would have made The Medicines Company's application timely. Nearly four years 



later, The Medicines Company's October 2002 request for reconsideration apparently remains 
pending before the PTO. 

In the years since its untimely PTE filing, The Medicines Company has 
acknowledged that, despite having 60 days to complete this simple application, its 
representatives failed to get the application in on time. As GPhA understands it, The Medicines 
Company's representative assumed that the company had two months to file the PTE application. 
But as the statute says on its face. such applications must be filed within 60 days of NDA 
approval. Two months and 60 days are not the same thing and. in this case, The Medicines 
Company's decision to wait until the very last minute and to rely on an assumption. rather than 
consult the statute itself, caused the company to miss the filing deadline by a day. While a 
mistake and, perhaps, even an understandable mistake, mistakes have consequences. 

With hundreds of millions of dollars in sales at stake. and a dubious request for 
reconsideration pending, The Medicines Company embarked on a more ambiguous plan to 
secure a PTE - lobbying heavily for new federal legislation to fix the company's mistake. While 
The Medicines Company undoubtedly has made other efforts, GPhA knows that the company 
attempted to have language included in the Medicare Prescription Drug, Improvement, and 
Modernization Act of 2003. Pub. L. No. 108-173, 117 Stat. 2066 (2003) ("MMA"). Those 
efforts failed, however, when various members of Congress refused to support such a proposal. 

Apparently. The Medicines Company decided not to ~ v eup its legislative efforts. 
Now, some three years later. Congress is again entertaining legislatibe language that would allow 
The Medicines Company to avoid the consequences of its admitted failure to comply with the 
plain language of 6 156 to the detriment of consumers and taxpayers. This time, unfortunately, 
the harm to the public would be astronomically higher. The 2003 proposal that Congress 
rejected only would have applied lo The Medicines Company's PTE on the '404 patent. In stark 
contrast, H R 5120 would apply to any late-filed PTE application, in essence extending the 
statutory deadline from 60 days to 65 days. Such a statutory change would have serious anti-
consumer consequences when the American public can least afford it. GPhA strongly urges 
Congress not to enact H.R. 5 120, or any similar legislation. 

DISCUSSION 

Congess should not enact H.R. 5120. First, the legislation would disrupt the 
balance created with the Hatch-Waxman Amendments to the Federal Food, Drug. and Cosmetic 
Act in a way that harms consumers and the generic drug companies. Second, the legislation is 
unnecessary. As discussed above, it came about solely because one brand company failed to 
meet a clear-cut filing deadline established by statute back in, 1984. Third, the legislation would 
put more pressure on the generic pharmaceutical industry - an industry already under attack by 
such brand company tactics as "authorized generics" and abuse of the FDA's citizen petition 
process. Fourth, amending the PTE provisions in the way The Medicines Company seeks runs 
contrary Congress' historical treatment of statutory deadlines for the expansion or extension of 



patent rights. Lndeed, by setting a firm deadline (one that the PTO cannot extend), the PTE filing 
deadline of § 156 is consistent with other statutory provisions that establish deadlines for 
patentees seeking to expand the scope or lengthen the terms of their patents 

I. Congress Must Preserve The Balance Created By The Batch-Waxman 
Amendments. 

H.R. 5120 would disturb the delicate balance that Congress struck between 
generic and brand pharmaceutical companies in.the Drug Price Competition and Patent Term 
Restoration Act of 1984, Pub. L. No. 98-417, 98 Stat. 1585 (1984)- commonly known as the 
Hatch-Waxman Amendments or Hatch-Waxman. 

Hatch-Waxman represents a carefully-crafted balance between two competing. 
yet equally important goals - encouraging innovation and expediting the public's access to more-
affordable generic drug products. Congress enacted Hatch-Waxman as "the best possible 
compromise between [these] two competing economic interests." (H.R. Rep. No. 98-857, pt. I1 
at 7 (1984)). To expedite generic market entry, Congress created a statutory scheme whereby 
generic companies could file Abbreviated New Drug Applications ("ANDAS") and litigate 
patent infringement during FDA review. Congress also enacted a 180-day generic exclusivity 
period as the incentive needed to get generic companies to challenge drug patents. To encourage 
innovation, Congress enacted many benefits for brand companies, including a wide variety of 
regulatory exclusivity periods and the opportunity to extend the terms of certain patents. 
Disturbing these provisions threatens the balance that Congress created and, in the process, 
threatens to harm a public that desperately needs increased and expedited access to lower-priced 
generic drug products. 

A. H.R. 5120 W o ~ ~ l dUpset Hatch-Waxman's Balance At A Time When 
Consumers And Taxpayers Need Increased Access To Affordable Generic 
Medicines. 

GPhA fully supports both of the intended purposes of Hatch-Waxman. The 
public needs both innovative new medicines and increased access to affordable generic drug 
products. This precisely is why Congress should reject H.R. 5120. 

The PTE application deadlines of 35 U.S.C. 8 156 are part of the "encouraging 
innovation" ponion of the Hatch-Waxman Amendments. H.R. 5120 would enlarge the benefits 
found in that provision by allowing more brand companies to obtain PTEs. Allowing brand 
companies greater opponunities to obtain PTEs necessarily threatens the public's access to 
lower-priced generic alternatives because more patents - patents that block generic competition -
will be entitled to extensions. H.R. 5120 also unbalances Hatch-Waxman in that it changes just 
one of many deadlines found in those amendments. Before enacting such legislation, Congress 
must ask at least two questions: first, whether such legislation truly is necessary and, second, 
whether this is the best course of action now. at a time when the need for affordable health care 
and prescription medication is so great. 



First, the legislation most assuredly is not necessary. As discussed above, H.R. 
5120 came about because a single brand company failed to meet the 60day  PTE filing deadline 
after ( I )  waiting until the last minute to file a simple, 7-page application; and (2) making an 
incorrect assumption a b w t  the law, rather than consulting the statutory language which has 
remained the same since September 1984.' An attorney myself, I personally am sympathnic to 
The Medicines Company's plight. Indeed, every practicing attorney can understand how The 
Medicines Company and its representatives feel, as we all fear of making the same type of 
mistake made here. But deadlines are a key part of the balanced statutory scheme that Congress 
created with Hatch-Waxman. Sympathy and understanding simply are not sufficient reasons to 
pass a law that would have such enormous. negative consequences for consumers and taxpayers 
for the sole purpose of rectifying a mistake that never should have happened. 

Further. any sympathy felt for The Medicines Company should be  tempered by 
the knowledge that company has legal recourse to obtain compensation for any damage that il 
believes that it has suffered. According to the company's public SEC filings. The Medicines 
Company has "entered into ayeements with the counsel involved in the filing that suspend the 
statute of limitations on our claims against them for failing to make a timely filing.!'2 And, of 
course, The Medicines Company's AngomaKrM already has generated sales exceeding over half 
a billion dollars since launch, according to IMS Health data. and the '404 patent does not expire 
until March 2010. even without the extension that the company seeks." 

Second, now is not the time for such blatant special interest legislation. Everyone 
recognizes that America today faces a healthcare crisis, with the skyrocketing cost of 
prescription drugs eating up an ever-increasing part of the available funds. For example, in one 
recent survey. 26% of senior citizens surveyed stated that that they did not fill a prescription, 
skipped doses, o r  took smaller doses of medications due to the high cost o f  drugs.4 Generic 
pharmaceuticals. which provide the same medicines and the same results, are critical t o  helping 
contain healthcare costs. Specifically. while generic drugs provide the same results. they do  so at 
prices ranging from 30 to 80  percent Iexs than their brand counterpart^.^ Thus. "[wlhile generics 
accounted for 56 percent of prescriptions dispensed, Americans spent $22.3 billion on them last 
year, compared with $229.5 billion for branded drugs. . . ."('Such savings add up to billions and 
billions of dollars each year.7 As a result, the availability of generic pharmaceuticals is of the 

' Tlr Mcdicincs Comp?ri) woi~ldbcirfit froni H.R. 5120 bccnusc ltic PTO apparcnlty Ins not rulcd trporl tllc 
company's 2002 request for reconsideration GPllA fmds it um~ualthat the PTO has not acted on this request at 
solite poud over the last lour ycllrs. tf tlte PTO hzzs 1101. ill fact. ~ t e don the reco~nidentionrequest. GPhA 
cncolrrngcs thc Coniniittcc to look into nehy thc VTO appllrc~nlyis assisting Thc Mcdicincs Company in its cffort to 
obtain a PIZ for Ule '404 patent.'Tbt Medicines Con~pal~y12131/05 t0-K a1 33.'Thc Medicines C o m p q  sccks to cxtcnd dx 'd01 pnfcnt's tcmi by 1.773dlys. r~~nilJ ~ I I I L ~ ~29, 2015 
'See National Sunc). of Seniorsand Prescription Drugs. April 19.2005. The Kaiser Fanlily Foundation. 
'See GPhA Prcss Rclcnsc. 8/16/05. 
""me of Relief: Are Cenerii Drugs Just What the Costcuners Ordered? As Healthcare Prices Spiral Upward. 
Sonic A n  Encouraged by an Emerging Trend. Key Dnigs AE Losiw Pulem Protection. Nons l k y  Look to the 
FDA to Unclog the Appmval Pipeline for Generics," Thr Rnsfon (;lohe. April 30. 2006). 

See. e.g., Espress Scripts Research Smdy Fiildings. 2005 Generic Dn~gUsage Report. available at \\n~v.ch+~ess-
scripts.com(finding that consumers had the potential to wre $21.7 billion in 2005. and an estimated $21.7 billion in 
ZOOfi, tlimi~ghthe use of generic drugs). 



utmost importance to consumers. taxpayers, and federal and state government^.^ Indeed, as  one 
member of Congress recently explained: " I t  is nmv more impuncmt them ever thert we speed less 
cvpensivegeneric ~lrugstu rn~rket ."~ 

As of January 2006, the MMA's prescription drug benefit was estimated to  
account for roughly 4 out of every 10 prescriptions dispensed in the United states." The '  
Congressional Budget Of i ce  has estimated the plan will cost $850 billion over its 10-year life 
span, although some lawmakers have predicted the costs will top $I trillion." Because generic 
drugs are critical both to consumers and taxpayers, Congress must carefully consider any 
legislation that would make it harder for affordable medicines to reach the market. This is 
especially true for special interest legislation like H.R. 5120. 

In the end, statutory deadlines have meaning. They must be followed and failing 
to d o  so has consequences. Here, rather than face the consequences of its mistakes. The 
Medicines Company has spent considerable time and money lobbying for federal legislation that 
would harm consumers and taxpayers. Because the legislation reaches all PTE applications. the 
negative consequences for the public would, of course, extend far beyond just this one patent and 
this one drug. 

B. H.R 5120 Would Add T o  The Growing Number  Of Forces Current ly  
Working Against Hatch-Waxman's Coal Of Providing Timely Consumer  
Access T o  Geueric Pharmaceuticals. 

Generic pharmaceutical companies' ability to provide consumers with access to 
affordable generic drugs increasingly has come under attack. This special interest legislation is 
just another tool that would delay generic pharmaceuticals from timely entering the market. 

In recent years. brand companies have employed various tactics to undermine the 
purpose of Hatch-Wauman. Such tactics include the marketing of authorized generics, the filing 
of frivolous citizen petitions with FDA, and failure to bring suit on listed patents during FDA's 
review of the ANDA.  Moreover. other forces impede consumer access to lower priced generic 
drugs. For example. currently, the United States Trade Representative ("USTR) is including 
provisions in Free Trade Agreements ("FTAs") that fail to promote access to lower-priced 
generics. Congress should not add to the impediments to the introduction of affordable generic 
medicines by enacting H.R. 5 120. 

In recent years. the brands embarked on a widespread practice of launching 
"authorized generics" during the 180day genenc exclusivity period that Congress created as a 

.Ctc Congrcssio~lnlBudgct Officc rcpon. ..How Incn;ucd Conipclirion from Gcncric Drugs Hm Affcctcd Priccs 
and Returns in Ihe Phmnaceutical Industr?."(July 1338). available at n%\-iv.cbo.go\:. 

"Sca Kohl Puslss HHS Sccrclary Lav i l l  lo Accclcnlc Gcncric Drug Approvals." L!.S I.k/ :Vm~.s( M y  ;. 2006) 
(emphasisadded). 
"'See "Medicue Rx Formularies Likely to Satisfy Dmgmukers." FD.4.Vms Drug Doilv Bulletin. 6/23/05,Vol. 2. 
No. 123;"La~vmakersPlisli Bush 10Repeal Medicare Parl D." FD.4:VewsDrug f)oi/v R~rllelin.10/113/05. Vol. 2 .  No. 
199. 
" See -.LawnaltersPush Bush lo Repcal Medicare Pan D."FD.4.Vms Drug DoiivBuNerin. 10/10/05. Val. 2. No. 
199. 



reward for the first company to challenge the patents blocking the entry of generic drugs. See 21 
U.S.C. $3SS(i)(S)(B)(iv). An authorized generic merely is the brand's own product repackaged 
and sold through traditional generic dnrg distribution channels. By diminishing Hatch-
Waxman's incentive for generic drug companies to develop generic drugs and to challenge 
suspect brand patents. authorized generics have a chilling effect on the patent challenges that 
must happen for generics to enter the market prior to patent expiration. More specifically. when 
brands sell authorized generics during the 180day exclusivity period. they compete with the true 
ANDA generic and siphon off funds and other market advantages that Congress intended the true 
generic to receive. In this way, authorized generics create a disincentive for' generics to 
challenge patents and get their products on the market sooner. In the long run, this tactic slows 
competition, to the disadvantage of the public. 

Unfortunately, as AARP recently has explained. the "practice of authorized 
generics is just one growing trend in the industry's arsenal of anticompetitive practices."'2 
Another anti-competitive tactic that has re-emerged in recent years is rampant brand company 
abuse of FDA's citizen petition. These generic blocking petitions ask FDA to withhold ANDA 
approval unless applicants carry out time-consuming and scientifically unnecessary tests and 
studies. Because FDA virtually always delays ANDA approval until it deals with even the most 
frivolous petitions. ANDA approvals are sig~ificantlydelayed, as it takes the Agency months 
and even years to complete its evaluation In the meantime, the public is forced to pay millions 
of dollars for brand name products because FDA has not approved a generic alternative. While 
the brand petitions are without merit. the delay they cause is very real. For example, of the 35 or 
so generic blocking petitions that brand representatives filed in 2004 and 2005, FDA had only 
ruled on about half as of the end of July 2006. Yet. because no one has held brand companies 
accountable for this anti-competitive behavior. they have everything to gain and nothing to lose 
by continuing to file these blocking petitions. Indeed, as one GPhA member aptly explained in 
recent Congressional testimony. "[f]rivolous citizen petitions given brand companies an 
undeserved patent extension, at no cost and with no consequences" to the brand. 

Yet another delay tactic involves brand companies obtaining and listing patents 
with FDA, but refusing to bring suit when confronted with a generic applicant seeking 
immediate ANDA approval. Brand companies have found that delaying suit can delay generic 
market entry because few generic companies will launch product before patent issues have been 
fully resolved. The reason a generic would delay launch is a matter of simple economics -
infringement damages calculated on the basis of the enormous monopoly profits associated with 
blockbuster drugs would ruin most generic companies. As a result. few generic companies can 
risk going to market before a final judicial resolution of its patent invalidity andlor non-
infringement claims. Thus, by refusing to bring suit immediately. brand companies create 
paralyzing uncertainty that allows them to continue selling drugs at monopoly prices. 

As this Committee is aware. Congress recognized this problem and sought to 
prevent such a scenario by specifically providing generic applicants with the right to bring 
declaratory judgment actions if they are not sued by the patentee or NDA-holder within 45 days 
of receiving the generic applicant's notice that the Orange Book listed patent is invalid and/or 

" AARP's GfllOb Comments to FTC'r Authorized Generic Stud) at 2: see also Prescription Access Litigation 
Pmject's h15M6 Comments to i T C  Study at 4. 



not infringed. See Medicare kc t  5 I lOl(a)(2)(C) (codified at 21 U.S.C. 8 3SS(j)(S)(C)). In 
doing so, Congress directed the courts to exercise jurisdiction over such declaratory judgment 
actions "to the extent consistent with the Constitution." Id. Ej I lOl(d) (codified at 35 U.S.C. 
5 271(e)(5)). The Federal Circuit, however, issued a decision in 2005 that effectively guts these 
important declaratory judgment provision. Thus, despite Congress' attempt to provide the 
generic industry with a mechanism for obtaining patent certainty and avoiding delays in 
marketing, generic companies nevertheless have been unable to take advantage of these 
provisions. 

Finally. other forces are working against generic drug companies and, in turn. 
against the introduction of affordable medicines. For instance, the USTR is including provisions 
in FTAs that fail to promote access to lower-priced generics. Moreover, these provisions often 
are inconsistent with U.S. law. Such provisions serve to: ( I )  block generic drug exports in 
foreign territories; (2) significantly delay the availability of affordable drugs in those territories; 
and (3) create an avenue to delay domestic generic competition. Many FTAs. for example, have 
provisions that require patent "linkage" provisions. In other words. these provisions mandate 
that the United States' trading partner establish a generic approval system that is identical to the 
one in the United States. But these same provisions do not provide a-means for generic 
companies to challenge drug patents and, as a result, block generic competition. Thus, there is 
no incentive for the early resolution of patent disputes, nor is there a Limit on the types of drug 
patents that can be listed for a drug product. Such measures y a n t  brand companies de fuclo 
patent extensions. encourage lower quality patents. and unnecessarily delay the availability of' 
acordable generic drugs. They not only are inconsistent with U.S. law, but they also thwart 
generic competition both domestically and abroad. The USTR should be required to modify 
provisions in current and future FTAs so that they are consistent with U.S. law and ensure that 
foreign and domestic consumers have timely access to affordable drugs. 

As this discussion amply demonstrates, generic companies currently face 
significant obstacles. H.R. 5 120 only would serve as yet another barrier to generic market entry 
- a barrier created because one brand company failed to comply with a statutory deadline in 
existence since 1984. Neither the public nor the generic drug industry upon which the public 
relies so heavily deserve better. 

II. The Current Statutory Deadline Is Consistent With Other Statutory Provisio~ls 
Setting Deadli~lesFor Patentees. 

As GPhA understands it, proponents of H.R. 5120 have argued that "the hard and 
fast GO-day deadline for filing Harch-Waxman applicarions for patent term restoration runs 
counter to" the PTO's "general philosophy" of yving extensions to patent applicants. Not so. 
As an initial matter, if the PTO has a "general philosophy" of granting extensions to patent 
applicants. that philosophy is limited to deadlines in PTO rules. and I701 to the deadlines found in 
statutory enactments of Congress. The PTO created its rules and the deadlines contained therein. 
Shwld it wish to give extensions, the PTO can do so. The PTO cannot, however, extend 
statutory deadlines set by Congress Indeed, the rule which allows the PTO to extend deadlines 
states that "in no situation may an applicant reply later than the maximum period set by statute" 



and must reply at "the earlier of any maximum period set by statute or five months after the time 
period set for reply." 37 U.S.C.5 1.136. 

More importantly. Congress historically has set firm statutory deadlines by which 
a patentee must act in order to expand or extend patent rights. The patent term extension statute 
of 35 U.S.C. 5 156 is no exception. That statute mandates that a party seeking to extend the ( e m  
of its patent must submit an application for extension "within the sixty day period" proscribed. 
35 U.S.C. 3 156(d)(l). Ln this materiat respect, PTE filing deadline is entirely consistent with 
other substantive, statutory provisions that establish deadlines for patentees seeking to e x p r d  
the scope or leiigihen the terms of their patents. For example, a patentee seeking to enlarge the 
scope of the claims of its original patent by invoking the PTO's reissue procedure must apply 
within two years from the grant of the original patent. See 35 U.S.C. 8 251. Similarly, a 
patentee seeking to claim priority to the date of an earlier-filed foreign patent must file its patent 
application in the U.S. within twelve months from the earliest date on which such foreign 
application was filed. See 35 U.S.C. 5 119(a). The governing statutes do not allow the PTO to 
extend these deadlines. Thus. while Congress has seen fit to provide the PTO with discretion as 
to the purely ministerial act of paying a patent maintenance fee (35 U.S.C. 5 41). such leniency is 
in stark contrast to the statutes which set deadlines for patentees to act to substantively expand or 
extend their patent rights. Congress should give careful consideration to changing this precedent 
in the manner found in H.R. 5120. 

In the end. statutory deadlines have meaning. They have consequences. Either 
they are followed or penalties ensue. Citizens, for example, must file their tax returns or ask for 
an extension by April 15. Here, allowing live extra days to file an application makes the 
deadline essentially meanindess, and treats patentees differently than anyone else to whom 
statutory deadlines apply. And all to benefit one company that, by choice, waited until the last 
minute to file a simple fonn that hundreds and hundreds of other companies have timely tiled 
since 1984. 

CONCLUSION 

Thank you, h.lr Chairman, Ranking Member Berman, and Members of the 
Committee, for giving GPhA the opportunity to explain its views and concerns about this 
important issue. The Association again urges Congress to refuse to enact this special interest 
legislation that does nothing but help one company to the detriment of all consumers and 
taxpayers. 



Mr. SMITH.Thank you, Ms. Jaeger. 
Professor Thomas. 

TESTIMONY OF JOHN THOMAS, PROFESSOR OF LAW, 
GEORGETOWN UNIVERSITY LAW CENTER 

Mr. THOMAS.Thank you, Mr. Chairman and other distinguished 
Members of the Subcommittee. I am pleased to testify today on my 
personal behalf. My views are my own rather than those of George-
town University or other institutions with which I am affiliated. 

The Hatch-Waxman Act represents an effort to refine within the 
pharmaceutical industry the central problem of any intellectual 
property regime: encouraging the labors that  lead to innovation on 
one hand and disseminating the fruits of those labors on the other. 
Thus the Hatch-Waxman Act created a n  expedited generic mar-
keting approval protocol, but also called for term extensions for 
patents on approved drugs. 'cr 

Patent term extension is unquestionably a fundamental part of 
the Hatch-Waxman Act, a statute that for all its perceived flaws 
has been highly successful in both encouraging the generic drug in-
dustry and promoting the discovery and development of new drugs 
by brand name firms. 

As the Committee considers modifications to the 60-day period 
provided by section 156, the term extension statute, a few basic 
subjects and points may be worthy of review. 

First, the Federal circuit has long interpreted the 60-day dead-
line strictly. Its 1989 decision in Unimed u. Quigg held that an 
NDA holder was not entitled to patent term extension even though 
it filed promptly after having the drug cleared by the Drug En-
forcement Administration. 

I t  held that, in fact, the date for term extension calculation was 
the FDA approval date, which had occurred more than a year be-
fore. I t  is a 17-year-old case, and I simply know of no other cir-
cumstance during that  period in which anyone has come to Con-
gress requesting a term extension. 

Second, U.S. PTO regulations already provide some flexibility in 
meeting the deadline standards. And so, there is already some abil-
ity for NDA holders to follow an  expedited application that  can 
then be filled out. 

Third, term extension determinations do not entail merely a min-
isterial calculation. The filing of an  application for term extension 
potentially triggers a fairly elaborate proceeding potentially involv-
ing the USPTO, Secretary of Health and Human Services, Sec-
retary of Agriculture, the patent proprietor and third hearings-
third parties. There may even be an informal hearing to discuss 
qualifications for the term extension. 

And that somewhat distinguishes this case from other sorts of 
deadlines that the USPTO deals with, for example, responding to 
an office action. So ensuring that these deadlines are met promptly 
would arguably serve important administrative goals. 

Finally, i t  is true that  some deadlines of the USPTO can be 
waived or extended. Though, of course, many of those extensions 
entail third party rights, for example, user rights in favor of those 
who may have a reliance interest an the expiration of diminution 
of patent rights. 



As you know, the Patent Reform Act of 2005 retains the 1-year 
deadline. Anyone who discloses an  invention more than a year be-
fore filing forfeits their patent rights. And that  is a provision that  
can work very hard against independent inventors and small firms. 

The Hatch-Waxman Act is replete with deadlines that  impose 
even tighter timeframes. A brand name firm has to file a patent 
infringement suit within 45 days of receipt of notice of a paragraph 
four ANDA, otherwise i t  loses its entitlement to a 3-month stay by 
the FDA. 

On the generic side, a paragraph four ANDA applicant who files 
1day aRer another such applicant potentially loses its entitlement 
to a 180-day period of generic exclusivity. So there already are a 
lot of tight deadlines and even shorter deadlines in the Hatch-Wax-
man Act. 

Now, in view of those principles, allow me to offer a few observa-
tions. 

First, one question is the extent.of the problem. How many times 
has this occurred? Is this a recurring issue or one that  we think 
might change? 

Second, what is the standard for the USPTO to resolve whether 
there ought to be an extension or not? The statute right now says 
the delay in--or the bill says that  whether the delay in filing the 
application is unintentional. 

I am sort of reminded of Aristotle and the Nicomedian ethics. No 
one can suffer injustice voluntarily because no one can wish to be 
harmed, Aristotle says. Well, if that  is so, what does this mean? Is 
this an  automatic 5-day deadline for everyone? If that  is so, better 
just to change the period to 61 days, 65 days or something else. 

If, in fact, the USPTO is supposed to do a malpractice style in-
quiry, I would suggest this is not a situation where the USPTO is 
well suited. And i t  ought to retain its core responsibilities. 

There are a lot of other section 156 issues that  seem to me to 
be more compelling. For example, the applicability of patent term 
extension to combination therapies. And the Committee may wish 
to consider that. 

Thank you again for the 'opportunity to submit this testimony. I 
would be delighted to answer any questions. 

[The prepared statement of Mr. Thomas follows:] 
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Thank you for the opportunity to submit this statement before the subcommittee today. 
These comments reflect my personal views, rather than those of Georgetown University or other 
institutions with which I am affiliated. 

Pntent Term Extension Within the Hatch-Waxman Act 

The Hatch-Waxman Act represents an effort to refine, within the pharmaceutical industry. 
the central problem of' any intellectual property regime: Encouraging the labors that lead to 
innovation. on one hand, and disseminating the fruits of those labors, on the other. Thus, the Hatch-
Waxrnan Act codified an expedited generic marketing approval protocol. but also provided for tern1 
extension for patents on approved drugs.' Patent term extension is unquestionably a fundamental 
pan of a statute that, for all of its perceived flaws, has been highly successful in both encouraging 
the generic drug industry and promoting the discovery and development of new drugs by brand-
name firms. 

Codified at 35 U.S.C. 3 156, the patent term extension provision of the Hatch-Waxman Act 
stands among the most unwieldy statutes in the federal code. One portion of that statute is relatively 
clear. however. An application for term extension "may only be submitted within the sixty-day 
period beginning on the date the product received permission under the provision of law under 
which the applicable regulatory review period occurred for commercial marketing or use."' 

As this Committeeconsiders moditicationsto this period, afew basic substantive points may 
be worthy of review. First, theFederal Circuit has interpreted the 60-day deadline strictly. Second. 
provided that an application is filed within the statutory period, existing USPTO rules already accord 

'1 use the phrase "patent term extension'' loosely. The Hatch-Wasman Act does not go so far as to 
providc a paknt tcrm cxlcnsion in thc usual scnsc-that is to say, a tcmponl cstcnsion of thc original right 
to exclude others from the patented invention. During the period of ten11 extension, the riyhts 
provided b!. the patent are instead limited, generally speaking, to the specific use that the FDA has 
approwd. See 35 U.S.C. g 156(b)(l) (2006). See John R.Thomas, P~~RMACEUTICALPATENTLAW 299-
300 (Buxau of National Affairs 2005). 

'35 U S.C.$ 156(d)(1)(2006). 
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applicants for term extension some relief in complyinypith regulatory requirements. Third, term 
extension determinations do not entail merely a ministerial calculation. The filing of an application 
for patent term extension potentially triggers a fairly elaborate proceeding involving thk USPTO, 
FDA, and patent proprietor and possibly third parties as well. Fourth, generic firms reach decisions. . -
about pursuing their own applications, along with patent challenges. in a relatively tight time frame 
that is governed by FDA-administered marketingexclusivities. Because the duration of proprietary 
rights is obviously significant concern for these stakeholders, determining entitlement topatent term 
extension in a seasonable manner serves important regulatory goals. 'Finally, both the Patent Act 
in general, and the klatch-Waxman Act in particular, provide that failure to meet certain deadlines 
is irremediable. These comments discuss each of these points in further detail below. 

Judicial Precedent. ~ o n g s t a n d i " ~judicial precedent has interpreted the 60day statutory 
time period strictly. Notably, in its 1989 decision in Ik~imed,INC. E Qltigge3theCourt of Appeals 
for the Federal Circuit considered an application for term extension of U.S. Patent No. 3.668.224. 
The '224 patent described and claimed aprocess for making dibenzo-pyran. That compound. known 
under the trademark MARINOLQ is the synthetic equivalent of an isomer of delta-9-
tetrahydrocannabinol (THC),the principal psychoactive substance in (.'a~~r~a/~i.~.salil~aI.. marijuana. 

The exclusive licensee of the '224 patent. Unimed, submitted an NDA to the FDA on June 
24, 1981. pursuant to the Federal Food, Drug, and Cosmetic Act4 The FDA approved the NDA on 
May 3 1, 1985. but reminded Unimed that "MARINOL may not be legally marketed until the Drug 
Enforcement Administration has completed rescheduling activities as required by the Controlled 
Substances Act."' This latter step took place on May 13. 1986, when the Drug Enforcement 
Administration ("DEA") finalized the removal of MARINOLB from Schedule I to Schedule I1 of 
the Controlled Substances Act.' Unimed filed its application for extension of the '224 patent term 
under 35 U.S.C. 3 156 at the USPTO 14 days later. By that point, more than one year had elapsed 
since the FDA had issued marketing approval for MARINOLQ.' 

The USPTO denied Unimed's application. concluding that i t  had not been filed within sixty 
days of receipt ofFDA marketingapproval. Although the District Court For the District ofColumbia 
reversed the USPTO's decision.'on appeal the Federal Circuit again reversed. Judge Mayer stated 

'888 F.2d 826 (Fed. Cir. 1999). 

'707 F. Supp. I7 (D.D.C. 1989) 
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the issue crisply: "The timeliness issue boils down to whether the 60-day period specified in section 
156(d)(l) began. as the [USPTO] Commissioner argues, when the FDA sent its approval letter, on 
May 31, 1985, or. as Unimed argues, when the DEA rescheduled Marinol nearly a year later."9 
Siding with the USPTO, the Court of Appeals reasoned that the sixtyday period identified in 35 
U.S.C. $ 156(d)(l) commenced "on the date the product received permission under the provision 
of law under which the applicable regulatory review period occurred for commercial marketing or 
use." 35 U.S.C. 5 156(g)(l)(B) in turn defined the"applicableregulatory review period" as section 
505 of the Federal Food. Drug, and Cosmetic Act, which governs the approval of new drugs by the 
FDA, and nowhere mentioned the role of the DEA. The Federal Circuit therefore agreed with the 
USPTO that the 60-day period began upon the FDA approval date As a result, the '224 patent term 
extension application was considered to have been untimely filed and was therefore rejected.'" 

It should be appreciated that both the palent laws and food and drug laws have been amended 
numerous times during the 17-year period since the Federal Circuit decided lhrimcd 11. Quigg. 
Funher. this subcomn~itteehas spent significant time in recent years contempla~edfurther reforms 
to the patent laws. To my knowledge, this is the first occasion where the Congress has considered 
altering 35 U.S.C. 5 156. 

USPTO Regulations. Agency regulations allow New Drug Application (NDA) holders to 
assemble somewhat truncated applications for term extension, with the remainder of the material 
to follow. Rulemaking therefore already affords brand-name drug companies the ability to submit 
a somewhat condensed application that is more readily prepared during the60-day statutory period. 

In particular, the USPTO has employed its rule-making authority1' to provide that each 
application forterm extension under 35 U.S.C. 5 156 include some fitteen elements." The USPTO 
will assign a filing date to an application for term extension that falls somewhat short of its 
regulatory standards, however. If the application (1) identifies the approved product; (2) identifies 
each federal statute under which regulatory review occurred; (3) identifies the patent for which an 
extension is being sought; (4) identifies each claim of the patent which claims the approved product 
or a method of using or manufacturing the approved product; (5) provides suRicient information to 
enable the USPTO to determine whether the patent is eligible for extension, and the rights that will 
be derived from the extension, and information to enable the Director and the Secretary of Health 
and Human Services or the Secretary of Agriculture to determinethe length of the regulatory review 
period; and (6) includes a brief description of the activities undertaken by the marketing applicant 

"35 U.S.C. $ 156(d)(l)(E) (2006). 

"37 C.F.R.$ 1.740(a)(2006) 
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during the applicable regulatory review period with respect to the approved product and the 
significant dates applicable to such activities. then the USPTO will accord the application a filing 
date.'" This USPTO policy is based on the obligatory nature of these six elements in a term 
extension application under 35 U.S.C. 8 156(d)(l)(A)-(D). while the remainder of the USPTO 
requirements were established via regulation. 

If the USPTO determines that the term extension application should be accorded a filing 
date, but that it does not fully comply with its regulations, the applicant ordinarily has two months 
to complete the application." The applicant may extend this period through the payment of 
additional surcharges in accordance with usual USPTO practice. 

The USPTO therefore already provides NDA holders with some flexibility in assembling 
their term extension applications, provided of course that the 60-day deadline is met. 

Subsequent Proceedings. The submission of a complete application for term extension 
under 35 U S.C. 8 1.56commences a fairly elaborate proceeding involving the USPTO. FDA, and 
patent proprietor and possibly third parties as well. In short, within 60 days of receiving the 
application, the USPTO will request either the Secretary of Agriculture (if the product is subject to 
the Virus-Serum-Toxin Act) or the Secretary of Health and Human Services (in all other cases) to 
calculate the applicable "re~wlatoryreview period," which is then published in the kkdertrl 
Register.." 

The date of publication is followed by a 180-day period during which any interested party 
may tile a petition contending that the applicant has not acted with due diligence.I6 The appropriate 
secretary must determinewithin 90 days offiling whether the applicant has acted with due diligence 
or not, and then publish this determination in thefier(eralfi@srer.'' An interested person may then 
request an informal hearing on thisdetermination within 60days of publication, which is held within 
60 days of the request." Following the hearing, the appropriate Secretary is allotted 30 days to 

"37 C.F.R.$ 1.741 (2006). 

"37 C.F.R. § 1.741(b)(206) 

'35 U.S.C. $ 156(d)(Z)(A)(2006). See Aktiebolaget Astra v. Lehman, 71 F.3d 1578. 1580-81 
(Fcd. Cir. 1995). 

'"3 5,S.C.Q 156(d)(Z)(B)(i)(2006). 

':Id. 

'$35U.S.C. $ 156(d)(2)(B)(ii)(2006) 
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aflirm or modify its original decision and then notify the USPTO Director.lY 

The USPTO then forwards a Notice of Final Determination to the applicant. The applicant 
may make a single request for reconsideration ofthe determination within one month, or such other 
time period set forth in the determination." If no such request for reconsideration is filed, or upon 
the completion of its review of such a request, the USPTO will then issue a Certificateof Extension 
of Patent Term to the applicant." 

In view ofthese statutory procedures, it should beappreciated thatthe filing ofan applicalion 
under 35 U.S.C. § 156 does not merely trigger the ministerial calculation of a particular number of 
days. Rather, such a filing potentially commences an elaborate multi-party proceeding. Ensuring 
that the triggering event for this procedure commences in a seasonable manner would appear to be 
an important administrative aspiration. 

Generic Responses. FDA approval ofanNDA in many cases higgers aresponse by generic 
firms that might be interested in entering that market. Although the Hatch-Waxrnan Act includes 
provisions that create marketing exclusivity for certain FDA-approved drugs,22these periods are 
relatively short in view of the time required for preparation and regulatory review of an ANDA or 
$ 505(b)(2) application. As a result. generic firms reach decisions about pursuing their own 
applications, along with patent challenges, within a relatively ti@ time frame. Between the 
duration of proprietary rights is obviously significant concern for these stakeholders, determining 
entitlement to patent lerrn extension in a prompt manner serves important regulatory goals. 

Timeliness Within the Patent Law. Given ik focus upon novelty. and its requirement of 
government intervention to secure rights, the patent law is a temporally focused discipline. The 
Patent Act includes numerous deadlines that, if not followed, lead to the irreyocable forfeiture of 

"Id. 

-'OUSPTO.M A N I I A I . ~ F P A . I . ~ N . I .EXAMININGPI ( (cFI ) \ I I (~f 2755 (May 2004). 

"37 C.F.R. 1.780 (2006). 

"ln bricf. thc lcnnth of markctinn cxclusivitv is continecnt on rvhcthcr or not thc drun is 
considereda .hew chelrocal mtiry" m e € ) .  The H;~C~-W&W~LIIAct defines an NCE drug as an 
approved drug thar consists of active ingredients. includingthe ener or salt of an acrive ingredient, none 
ofwhich ha9 bccn approvcd m any olhir full NDA. 21 U.S.C. 8 35S(j)(4)(D)(i), (ii) (2006). If thc 
approved drug is not an NCE, then the FDA may not approve an ANDA for a generic version ofthe 
approved drug until three years after the approval date of the pioneer NDA. 2 1  U.S.C:.5 355U)(4)(D)(iii) 
(2006). In contrast, if thc approvcd drug is an NCE. thcn a would-bc gcncric manufactumr cannot submit 
an ANDA until five years after the date of the approval of the pioneer NDA. The effect of this provision 
is to rcstrict a potential gcncric manufacturer from bringing a product to markct for fivc ycan plus thc 
length of the FDA review of the ANDA. 2 1 U.S.C. 4 355(c)(3)(d)(ii) (2006). 
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patent rights. Most significant among these is the one-yeargrace period of 35U.S.C. 4 102(b). That 
public disclosure even one day outside that F a c e  period voids all patent rights has a severe impact 
upon individuals unfamiliar with the patent system, including individuals, small firms, and 
academics. In contrast, applicatioris for patent term extension are commonly tiled by sophisticated 
enterprises that have just achieved obtained FDA marketing approval-an occasion that is often a 
watershed in the life of their firms. 

The Hatch-Waxman Act funhcr conditions a number of other benefits upon observance of 
fairly tight deadlines. For example, a brand-name firm niust file a patent infringement suit against 
a paragraph IV ANDA or (j 505@)(2) applicant within 45 days in order to obtain the right to a 30-
month stay of marketing approval." A generic applicant must notify the NDA holder and patent 
proprietor within 20 days of filing its parayaph IV ANDA or (i 505(b)(2) application; otherwise. 
that application will presumably be  considered incomplete " A paragraph IV ANDA applicant that 
files &en one day aker  anothdr may forfeit entitlemint to a 180-day deriod of genehc-marketing 
e x c l u ~ i v i t y . ~In the context ofthe Hatch-Waxman Act. the 60-day period established by 35 U.S.C. 
$ 156 stands as just one relatively short time frame among many. 

Comments on H.R;5120 

In view of this statutory, regulatory, and industrial backdrop, allow me to offer some 
observations on H.R. 5120. 

The  Extent of the Problem. Although I am unsure how many applicants the 60-day filing 
deadline for term extension has impacted, t o  the best of my knowledge this issue has not been a 
recurring one. I am uncertain that legislative intervention is required with respect to this issue. It 
should also be appreciated that the Hatch-Waxman Act stipulates numerous deadlines that impose 
significant obligations over even more compact time frames. The creation of an additional 5-day 
window for complying this deadline, as compared to many others. may strike many observers as  
anomalous. 

T h e  Standard for Obh in ing  >Day Period. H.R. 5120 would require the USPTO to 
determine whetherC'thedelay in filing the application was unintentional." Although I have no doubt 

"21 U.S.C. $ 355(c)(3)(C) (2006) (with rcspccl to 5 SOS(b)(2)applications): 21 U.S.C. 9: 
355(j)(S)(B)(iii) (2006) (with respect to ANDAs). 

"'21 U.S.C. 355(b)(3)(B)(I) (2006) (with rcspcct to $505(b)(2)applications): 21 U.S.C. 8 
355(i)(Z)(B)(ii)(l) (2006) (with respect to ANDAs). 

''21 U.S.C. $355(j)(S)(B)(iv)(2006) 
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that the USPTO will administer any standard that Congress stipulates at a high level of professional 
ability, the lack of an objective basis for assessing entitlements to patent term extension strikes me 
as troubling. If the Congress means to say that obviously no rational actor would intentionally 
waivevaluable periods ofterm extension. then I would encourage a simpleextension ofthe deadline 
to 6 1,65. or some other period of days that is greater than 60. Alternatively, if Congress wishes to 
compel a substantive inquiry into the fulfillment of professional obligations by the applicant or its 
counsel, I would suggest that this inquiry would undoubtedly be a thomy one. th he U'SPTO plainly 
has more important tasks at hand, and should be allowed to pursue its core responsibilities without 
having to engage in this manner of endeavor. 

The Potential Advantages of Prospective Application. I am unsure how many other 
stakeholders have established a reliance interest basedupon the events of any one failure tocomply 
with the statutory deadline. To the extent that legislation is considered desirable, the common 
mandate that the legislation applies only on a prospective basis strikes me as a superior alternative. 

Other Section 156 Issues. Now that the subcommittee has extended its gaze to 3 5  U S.C. 
1156. it should be aware that this statute has raised other thorny issues that may be amenable to 
legislative reform. Following the Federal Circuit opinion in C7ru.diac P('trcernakers.Itc. v. 9.Jude 
Medi~cr l ,~~brand-name firms possess a greater ability to select individual patents for term extension 
with respect to medical devices than with respect to pharmaceuticals. In addition. in Artiold 
Parnrership 11. T h d a . ~ , ~the Federal Circuit has interpreted the statute in such a way effectively to 
eliminate the possibility of patent tenn extension for combination therapies. Although the court of 
appeals read the precise language of 156 fairly in both cases, in my opinion this reading unfair1y 
limits the availability of term extension both for pharmaceuticals in general, and for combination 
therapies in particular. The subcommittee may wish to address these issuesas i t  considers reforming 
the Hatch-Waxman Act's term extension provisions. 

Legislative Alternatives. Finally, to the extent that H.R. 5120 is motivated by a single 
incident, a different legislative alternative might be more appropriate. Another option is to promote 
a private term extension bill in favor of the particular patent involved. Such legislation might more 
effectively convey to the public the motivation for'the legislation and focus attention upon relevant 
stakeholders in this particular circumstance. 

Thank you again for the opportunity to submit this statement 

:63X 1 F.3d 1371 (Fed. Cir. 2004). 

"362 F.3d 1338 (Fed. Cir. 2004). 



Mr. SMITH.Thank you. Thank you, Professor Thomas. 
And let me say this is the first panel where every witness has 

kept within their 5-minute limit. So that is appreciated. I t  is appre-
ciated in part because we have , a  Judiciary Committee bill on the 
House floor right now. We are actually trying to expedite this hear-
ing. 

Mr. Dudas, let me direct my first question to you. The PTO has 
had under consideration for 4 years now a request by The Medi-
cines Company for reconsideration. You have also said that  the 
statute is clear and you have your hands tied. Why is i t  that  the 
PTO has not acted in 4 years on the request by The Medicines 
Company? 

Mr. DUDAS.Thank you. We have acted within 4 years, and I will 
explain. 

This is a rather administrative procedure back and forth between 
the USPTO and other agencies, the FDA and Department of Agri-
culture. But that  question came up in my mind as well. How many 
of these do we have that  are over 4 years old? How long does this 
process take? 

I talked to the woman who is in charge of this process. The aver-
age time period is a little bit over 3 years. I t  is a series of back 
and forths with the FDA and the Department of Agriculture. We 
now have 30 cases. I have a list of them that  I had compiled-30 
cases where they are active over 4 years old. 

The second question is, well, do we want things to be active for 
4 years. We are very careful in every case measuring everything a t  
the USPTO to make certain we protect rights. 

Mr.- - SMITH.And you are just as careful in issuing patents as well, 
right? 

Mr. DUDAS.Absolutelv, absolutelv. And so, the answer to that  is 
basically both referred &'it here. ~ h e s eare patent term extensions. 
The date that reallv matters is when the ~ a t e n tterm originallv ex-
pires. So you look i t  this case. I t  is the year 2010, 2015,~etcitera. 

Mr. SMITH.Yes, right. 
Mr. DUDAS.So the back and forth-certainly, if we get close to-

that  time period we accelerate the process. 
Mr. SMITH.Okay. Thank.you, Mr. Dudas. 
Mr. DUDAS.Sure. 
Mr. SMITH.Dr. Meanwell, this is a particularly litigious society 

that  we have today. I am sure there are any number of plaintiffs 
attorneys who would be happy to file a malpractice suit, contin-
gency fee or not, on your behalf. Why haven't you simply resorted 
to those means and filed a malpractice suit? 

Mr. MEANWELL.Mr. Chairman, a lawsuit won't solve this prob-
lem. We will still be left with the underlying pothole in the law. 
I think there is a real policy problem to solve here. 

Of course, I would like the money. The money would be useful 
to help me build my company. But i t  wouldn't save a single life. 
I don't think a t  this stage that a lawsuit is going to move any of 
us forward. Certainly, i t  is not going 'to move forward the well-
being of any patient. 

So for us, a t  this point, we would rather come here and debate 
the merits of fixing this hole in the law than suing our law firm. 

Mr. SMITH.Okay. Thank you, Dr. Meanwell. 



Ms. Jaeger, you said in your written and opening statement that  
severe harm would be caused to both consumers and taxpayers if 
this legislation were to be passed. That is in distinction to what Dr. 
Meanwell has said where he said that  actually consumers would be 
benefited by having an extension to the patent. 

You made that  assertion. Can you support i t  with evidence that  
consumers and taxpayers would be harmed by passing this legisla-
tion? 

Ms. JAEGER.Absolutely, Mr. Chairman. 
There are two issues here. The first one is the broader piece on 

harm having to do with the statutory framework of Hatch-Wax-
man. As I said in my testimony, the Hatch-Waxman system is a 
very complex system. And i t  is based on an intellectual property-
based generic approval system. In that system, there are numerous 
rules and deadlines. 

We were very concerned that with respect to this particular issue 
we start moving deadlines, they start  to be very clouded. We do 
not, well, actually we will not have a system. The system will to-
tally unravel to the detriment of the generic industry and to con-
sumers. These deadlines need to be met, and they need to be there 
for the administration of the orderly conduct of all parties in the 
system. 

Mr. SMITH.Right. But wouldn't consumers be benefited by the 
continuing research and development of additional benefits that  
might accrue from this particular type of drug? And would that  be 
halted by The Medicines Company not getting their extension or 
reconsideration? 

Ms. JAEGER.I think the broader issue is that the rules need to 
be followed is more imperative to consumers. Again, we have had 
situations where other deadlines in the Hatch-Waxman system 
have been missed by brand companies even by 1day. Yet they did 
not get the benefit and the opportunity of that other provision. 

And again, it goes to the benefit of consumers and ensuring that  
everyone plays by the rules. And in this instance, what we are 
talking about also, getting down to more of a specific issue, is we 
do have a situation where the patent will expire in 2010. 

Our members do a lot of research and development many years 
prior to bringing a generic to the marketplace. They rely on that  
information that  has been posted. They are relying on the informa-
tion that the PTE extension has been rejected. They have made 
business decisions on reliance on that decision. 

Mr. SMITH.Okay. Thank you, Ms. Jaeger. 
Professor Thomas, would you respond to two issues that  I 

brought up so far, that being the possibility of and the advisement 
of filing a malpractice suit? And second of all, whether you think 
real harm is  being done to consumers if we' do not grant discretion 
to the patent holder. 

Mr. THOMAS.Yes, sir. The malpractice suit is part of patent prac-
tice. As someone who used to spend his time prosecuting patent ap-
plications, my experience was the docketing clerk was the most im-
portant colleague I had. And he would come and tell me, "Look, you 
have got a deadline up here, and i t  is irremediable." 

And so, any first-year associate a t  a patent law firm is advised 
about this in.no uncertain terms. And you can read the law books. 



They are full of malpractice cases where regrettably deadlines have 
been missed. So that  has traditionally been the method of com-
pensation for those who have missed deadlines. Alternatively, 
shareholder suits against company management-

Mr. SMITH.And what about harm? 
Mr. THOMAS.Harm to patients? 
Mr. SMITH.Harm to consumers if extension is not granted. 
Mr. THOMAS.Well, we are deciding here, I guess, essentially is 

wealth transfer between patient populations that  will pay lower
' 

prices for generic versions of drugs versus, you know, surplus that 
would go to the firm due to i ts  super-competitive profits that  are 
based on a patent. Harm to patients, it is hard to say. We have al-
ready got this medication in hand. 

But the patent law is about incentives. We have got the patent 
in hand. The question is how The Medicines Company chooses to 
use its resources and whether, in fact, it is the best actor to further 
develop this medication. 

Mr. SMITH.Okay. Thank you, Professor Thomas. 
The gentleman from California, Mr. Berman, is recognized for his 

questions. 
Mr. BERMAN.Well, thank you, Mr. Chairman. I guess I have a 

set-of questions for Dr. Meanwell and Ms. Jaeger. 
Ms. Jaeger, I thought maybe your testimony went a little far in 

saying that  the company chose not to meet the deadline. My guess 
is they don't feel they chose not to meet the deadline. Somebody 
screwed up big time. Maybe somebody a t  the company screwed up 
by not watching who was in charge of not screwing up. And bad 
things happened. And this is clearly a case. 

But the central public policy point from not the company's well-
being or the shareholders' well-being-but, Dr. Meanwell, when 
you came a long time ago, I think i t  was, to my office, you made 
the point, which you have repeated here, that not having what was 
your settled expectation regarding the delays caused by the FDA 
and added on to your patent term is going to keep you from invest-
ing the funds to do the trials and the research in the trials to find 
where you think there are beneficial uses from this drug or some 
slight variation of this drug and that  you believe that that is the 
real harm to the public in a way that  you see, apart from your own 
interests, your company's interests, your shareholders' interests, 
that a new use of this drug will be precluded. 

And I guess what I am asking is you originally developed 
Angiomax based on raising funds to do the research and trial runs 
for the blood thinning use that it is now used for. Why can't you 
do that  same process for the new uses of this particular drug, even 
though I recognize a huge amount of revenue, if nothing changes, 
is going to be lost to you by not having what was your settled ex-
pectation of exclusivity? 

And maybe, because my time might run out, let me just ask Ms. 
Jaeger very specifically. Apart from all the generalized talk, what 
generic drug company thought that this patent term would expire 
4, 4'/2 years earlier than you would have normally assumed and 
has made an investment based on what didn't happen on the 60th 
day to produce an alternative that is going to end up in a lower 
cost drug? 



I would like you to be specific about your members that  you sort 
of generalized have made investments based on their, what you 
claim to be, their settled expectation of when this thing would come 
on the market, especially given that a t  least for, i t  seems like, 
years, but maybe it is only two since there has been a great deal 
of public discussion about this issue that would unsettle anyone's 
expectations about anything. 

So those are my two questions. 
Mr. MEANWELL.Thank you for the question. Indeed, there has 

been quite a lot of public disclosure about this. It is not so much 
the loss of money and revenue, Mr. Berman. I t  is the loss of time 
that  is the critical component in research here. 

By not having the extension that  we had expected, I cannot 
launch the kind of programs that  are required today to prove that 
this drug, to my satisfaction, to the satisfaction of the FDA, to the 
satisfaction of doctors and their patients, will meet the needs of pa-
tients with, for example, stroke or undergoing open heart surgery. 
I need several years to do that  in. 

I t  was our plan that  we would follow-and this is not unusual 
for hospital products-the initial research program with the FDA. 

Mr. BERMAN.Explain that to me. 
Mr. MEANWELL.Yes, sir. 
Mr. BERMAN.Why does the fact that the patent will expire in 

2010 if nothing is done have anything to do with the time needed . 
to run the clinical tests to determine if there are other uses? 

Mr. MEANWELL.Because, sir, if I start the trials today-and 
some of them have preliminarily started-and then we held it, I 
would have 2, 3, 4 years to do it,  1year to get i t  through the FDA 
and, a t  that  point, would happily hand over those indications to my 
colleagues in the generic industry. I would not benefit from them 
at  all. And I simply don't have time to get them done. 

Mr. BERMAN.Don't you need a patent for new uses of-
Mr. MEANWELL.NO,sir. But I need an FDA approval in order to 

promote those new uses, and I don't have that today. I need to 
work hard to get a new indication for the drug beyond its existing 
use. And I don't have time to do that  unless the patent term is re-
stored, which, of course, is what under Hatch-Waxman we believe 
we had earned in the normal way. 

So our expectations were to get that. We set our programs up se-
quentially. We now cannot pursue that  research in what looked 
like very promising new indications in important illnesses. 

Mr. BERMAN.Thank you. I have to say, I think i t  i s  me, but I 
am not fully understanding why. But just to get my second ques-
tion answered-

Ms. JAEGER.May I just add, Ranking Member Berman, regard-
ing that  issue, is that  a number of companies, a lot of brand com-
panies, do actually pursue their brand products to subsequent clin-
ical trials and do get new indications of use. When they do bring 
those indications of use, and the Food and Drug Administration 
does approve those new indications of use, they will get 3 years of 
exclusivity under the Hatch-Waxman system. 

At the same time, there are also generally speahng, on average, 
there are also some patents that  also will be issued protecting that 
particular product for that new indication of use. Generally speak-



ing, there will be new I.P. protection for those new indications of 
use as  they bring those products to the marketplace. 

As to your question, I cannot sit here and tell you specifically one 
company, or if there are 10 companies in our industry. Unfortu-
nately, our pipelines, our companies' pipelines, are proprietary in-
formation. 

What I can tell you is what they do utilize for business decisions 
and that  is the CEOs and their R&D teams are looking a t  what 
we call the Orange Book, which is a publication by FDA that  puts 
forth all the products as  approved by FDA, the market exclusivity 
that  is generated that  protects the brand company, the 5 years to 
3 years, as well as all patents that the brand company claimed this 
particular-that claim to protect this particular product and that 
are eligible for listing in that  system. We look a t  those patents 
based upon that  information, we then turn around and make busi-
ness decisions on what products we will start our R&D investment 
on. 

A 2010 product is something our companies are considering and 
have been considering for many years. That is something they are 
now looking a t  and will bring a -product through the appropriate
R&D process and do the necessary application process to have 
something ready to go when that, when that  patent expires in 
2010. 

Mr. BERMAN.-perhaps 10 generic drug companies are spending 
money on research in developing this generic product in the hope 
that  one of those 10-each one of those 10 will be the first guy to 
file that  thing and get the 180 days exclusivity? That seems like 
high-risk ventures. 

Ms. JAEGER.No, there is two different issues here in Hatch-Wax-
man. What happens is there is a patent challenge process. And 
what the patent challenge process is, that Congress, in their wis-
dom, basically said the brand companies are to file all patents they 
deem that claim that  particular drug product with FDA. 

If there is a patent that  gets filed with the Food and Drug Ad-
ministration that  a generic company believes is either filed wrong-
ly, or i t  is frivolous, or i t  is questionable, meaning that  they believe 
their product will be outside the scope of that  patent, then they 
will file a paragraph four challenge, which means they are chal-
lenging the patent. And then we go into a very complicated Hatch-
Waxman patent challenge process. However, if a generic company 
looks a t  a patent and believes i t  is valid, i t  may not challenge it. 

What the companies are going to do then is under the statute file 
a paragraph three patent certification, which basically says to the 
Food and Drug Administration, we will not be seeking approval 
until that patent expires. But indeed, these companies are. looking 
a t  the patents. They are looking a t  the market, and they are mak-
ing determinations many years prior to the patent expiring. 

As you imagine, our generic companies want to get FDA approval 
the day the relevant patent expires. So they are going to back in 
a t  least 2 years of FDA review of a generic application, which is 
2008. 

Their application has to be in by 2008. We are in 2006 now. That 
means a lot of R&D work has to be done now or could have been 
done last year as  well. 



So our systems are, we back in from where patent expiration and 
the market exclusivity periods will expire. We back in a t  least 2 
years for FDA review of a generic application. And then we back 
in our R&D schedules. 

Mr. SMITH.Thank you, Mr. Berman. 
The gentleman from Tennessee, Mr. Jenkins, is recognized for 

his questions. 
Mr. JENKINS.Thank you, Mr. Chairman. 
Mr. Dudas, you mentioned several instances in which relief can 

be given for the late payment of fees, late filings or deficient filings. 
I have been told that there may be as many as 30 instances under 
our patent law in which this is the case. Is  that a pretty accurate 
number of cases where relief can be given for late filings? 

Mr. DUDAS.We have not compiled each and every one of them, 
but that  seems very much a reasonable estimate of how many 
there are. 

Mr. JENKINS.NOW,well, let me ask Ms. Jaeger. 
Ms. Jaeger, you have been in law school much more recently 

than I have. But my memory is-and I am sure you will correct 
me if I misspeak-but in England, there was a court known as the 
keeper of the king's conscience. What was it, exchequer came to us 
in our country as the chancellory system. And i t  was basically a 
system where there was no laches adequate remedy a t  law. And i t  
brought with i t  the doctrine of-now, I am not recommending that  
be applied in this instance. 

But I would ask you with the prospect of this particular medi-
cine-and it has not been denied, and there is ample medical evi-
dence that  the prospects for it in the treatment of strokes and 
heart disease are very promising. 

So I would ask you, what is wrong with 30 instances under our 
patent laws where relief can be given, what is wrong with us de-
parting from the ripdity that  you stick with and going to a more 
humane situation where we can go ahead, this company can spend 
those tens of millions of dollars that they spoke about and get on 
with the prospect of benefiting? 

You know, some of us-and you may feel this way when you get 
older, but some of us have family backgrounds that  kind of indicate 
that we need to be on the lookout for strokes coming on one of 
these days. And millions and millions of Americans would welcome 
any prospect to have their prospects for the future improved. 

So what is wrong with us departing from rigidity? We already 
have flexibility in the law in, I say, a t  least 30 instances. So what 
is wrong with us departing and seizing this opportunity that we 
have? We seize too few in this country in advancing genuine and 
good. We seize many, but there are many that  we miss. 

What i s  wrong with us departing from rigidity and going to a 
more humane system? Would you not, would you not be an  advo-
cate of a-and perhaps we are the keeper in this instance of the 
king's conscience. And so, would you fault us then if we went to 
a more humane system? 

Ms. JAEGER.To that  question I have three points. And I think 
the first point is, i t  is quite important that with respect to the PTE 
filing deadline, i t  is truly consistent with other substantive statu-



tory provisions that establish deadlines for patentees seeking to ex-
pand the scope or lengthen the term of the patent. 

For example, a patentee seeking to enlarge the scope of the 
claims in the original patent by invoking PTO's reissuance pro-
ceedings must apply within 2 years from the grant of the original 
patent. Likewise, a patentee seeking to claim priority to the date 
of an  early filed foreign patent must file with the U.S. within 12 
months of the earliest day on such foreign application was filed. 
And these governing statutes do not allow PTO to extend those 
deadlines much like the  PTE applications. 

And then, too, these statutes don't have what we call equitable 
tolling provisions. Now, GPHA is not supporting nor endorsing the 
concept of moving forward an equitable tolling statute for this par-
ticular situation. But even assuming that  there was an  equitable 
tolling statute here, this situation would not rise to that  level. 

Unfortunately, i t  is an administrative error. An administrative 
error would not rise to a level of inequitable conduct, in an equi-
table tolling statute, much like that for the Federal circuit, and 
there we are talking about the Federal rules of civil procedures, 
which state a failure to take the proper steps a t  the proper time 
not in consequence of the party's own carelessness, inattention or 
willful disregard of the  process of the court but in consequence of 
some unexpected or unavoidable hindrance or accident or reliance 
on the care of his counsel or a promise made by an adverse party. 
In that  situation, we apply just a general equitable tolling statute 
or this particular civil rule of procedure. 

Under either scenario, this situation doesn't rise to that level. 
And therefore, redress was not appropriate. We do believe-my 
third point is that redress should not be found here with respect 
to a retroactive amendment, but that there are other recourses that 
the company can pursue outside this Committee. 

Mr. SMITH.Thank you, Mr. Jenkins. 
The gentleman from Massachusetts, Mr. Meehan? 
Mr. MEEHAN.Thank you, Mr. Chairman. 
And to the Ranking Member, thank you very much for putting 

this hearing together. I think we all can agree that somebody didn't 
file a form on time, whether it is incompetently or-I doubt they 
intentionally didn't file it. And I can only assume that whoever 
failed to file is somewhere in an unemployment line somewhere. 

I am interested-because we all agree i t  wasn't filed on time. 
And we could go on and on about that, although I am-it is inter-
esting how when we have a Conference Committee how we reach 
these magical numbers, whether i t  be 50 or 60 or 45. I can assure 
you it is usually the House wants one number, the Senate wants 
another, and we split the difference in the middle. 

But in any event, I think it would be important, Dr. Meanwell, 
just for the record, that  you could talk about the public health ben-
efits of this drug and what it means for the future. Because I really 
haven't heard i t  for the record here. And if you could do that. 

Mr. MEANWELL.Yes, I will do that. I would like to also add some-
thing I said to Mr. Berman, which I missed in my attempt to be 
brief. But let me first get to the point of the drug. 

This is an intravenous blood thinner. I t  is a very unique, high-
technology product. It is one which has proven in heart procedures 
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called angioplasty to be highly effective and to substantially reduce 
the risk of bleeding among these patients. Typically patients today 
are receiving a mix of powerful blood thinners in a hospital intra-
venously. And the big risk is bleeding. And the other big risk is 
having a heart attack. And then there is a minor risk, if you wish, 
of dying. 

This drug has reduced all of those: bleeding, dying and heart at-
tacks relative to the alternative therapy, which in this case is hep-
arin, which is a 60-year-old product made of pig intestines and 
which has a lot of side effects, most notably, bleeding and allergies. 
We have basically knocked out all of those issues. 

Now, we found in the course of our research in coronary 
angioplasty that  doctors started to try to experiment with the drug 
in stroke and cardiac surgery. One report from a doctor described 
this drug as-and I quote, and I am willing to put this into the 
record-"the holy grail of drugs for cardiac surgery in patients who 
are a l l e r ~ cto heparin." 

We cannot complete that research right now because 'we don't 
have the money, the time, the incentive that Hatch-Waxman origi-
nally saw we would and which we expected to get but for our error 
in filing. 

As far as stroke is concerned, i t  is one of the biggest causes of 
death in Americans today. I t  affects all ethnic groups, particularly 
African-Americans, as we know. It  is a deadly disease, of course, 
and something that  really needs to be worked on. We have shown 
that  this drug in preliminary trials can enable the positioning of 
the carotid stents, stents in the neck to prevent stroke better than 
any other product tha t  is currently out there. Most experts believe 
this is a drug that should be developed extensively in that  situa-
tion. 

Mr. MEEHAN.Thank you. 
Secretary Dudas, I want to make sure that I understand the cur-

rent law correctly. As I understand it, an application which con-
tains a number of technical errors submitted on time within the 60 
days can be returned to the applicant who has a number of months 
to correct these mistakes. But a perfectly filed and complete patent 
resolution application mistakenly filed 1 day late-and I have been 
counting how many days have-how many months have 30 days 
and how many have 31, which apparently is part of the problem.
Do you know quickly how many have 30 days? 

Mr. DUDAS.I have to count i t  on my hand. 
Mr. MEEHAN.Right. But I am interested is that case. In other 

words, in other words, if you file an application with mistakes on 
time, can you make corrections? 

Mr. DUDAS.Yes, you can. 
Mr. MEEHAN.How does that  work? 
Mr. DUDAS.Well, there is a variety of different instances. 
Mr. MEEHAN.SO,in other words, so even if somebody files with 

mistakes, a s  long as they file within the 60 days, they will get a 
period of months to correct those mistakes? 

Mr. DUDAS.There is an opportunity to correct mistakes in some 
cases with applications and also in other areas in the office, yes. 

Mr. MEEHAN.DOyou, do you believe that  PTO can waive the 60-
day filing requirement on its own inherent authority? Or is i t  your 



belief that  an extension must be legislated through a measure such 
as H.R. 5120? 

Mr. DUDAS.I t  is our belief that it would have to be legislated. 
Mr. MEEHAN.Do you agree with the discretionary authority in 

5120? Do you agree that  it is similar to other deadline-extending 
provisions presently in patent law? And if so, approximate-well, 
I think the question was asked. But you said maybe 30. But you 
agree that  there is already discretionary authority with other dead-
lines? 

Mr. DUDAS.There is definitely discretionary authority with some 
other deadlines. And this is not in some way that we find to be fun-
damentally inconsistent with some of the other deadlines. 

Mr. MEEHAN.Okay. So there are other deadlines that  i t  is okay, 
this discretion that  you guys have? There are other mistakes that  
are filed that  somebody has a period of months to correct. Would 
you agree with the description of H.R. 5120 that  the bill simply 
gives the PTO the discretion to review a patent term restoration 
application filed a few days late to determine whether that  filing 
was delayed intentionally? Would you agree? 

Mr. DUDAS.I think that  is correct, as I read it. I t  would depend 
on what-and I am not familiar with the legal standard of uninten-
tional. And we have folks in our office that could determine, wheth-
er or not i t  would be automatic. But the bill on its face says discre-
tion to determine whether i t  is unintentional. 

Mr. MEEHAN.Would you agree that the legislation doesn't by 
itself add any additional patent term restoration? 

Mr. DUDAS.The bill itself does not add any patent term restora-
tion. 

Mr. MEEHAN.Finally, some people have characterized this bill as 
automatically extending-I heard some of the witnesses say that i t  
automatically extends the 60-day filing deadline by 5 days. Do you 
agree with that? 

Mr. DUDAS.I think the only way that would be true is if the 
term unintentional-no, i t  can't be that, because if someone did i t  
intentionally it wouldn't be automatic, either. So I think a lot de-
pends on the standard of unintentional. But, no, there is a t  least 
that standard there. 

Mr. MEEHAN.And I read it, and I share Mr. Berman's feeling.
I read the material from you, the letter from you. One thing I think 
we can be clear is the PTO doesn't have any reason to oppose this 
legislation. Is that  correct? 

Mr. DUDAS.From a PTO perspective, an  administrative perspec-
tive and an ability to carry i t  out, no, we don't have a reason to 
oppose. 

Mr. MEEHAN.Thank you, Mr. Chairman. 
Mr. SMITH.Okay. Thank you, Mr. Meehan. 
I am going to ask, Mr. Dudas, you another question and in doing 

so, give other witnesses, if they so desire, an opportunity to answer 
the question as  well. And what I am trying to do here in asking 
a question about precedent is to find out exactly what the facts are, 
and be a little bit more specific when we talk about those prece-
dents. 

I have a list in front of me which may or may not be entirely 
comprehensive of all the instances where discretion has been al-



lowed in the case of unintentional mistakes. And so far as I can 
see from this list in front of me, which, as I say, may not be com-
pletely extensive, is that in all the instances where discretion has 
been allowed in the case of unintentional mistakes that deal with 
the statute as opposed to PTO rules generally fall into two cat-
egories: discretion being allowed in the case of late fees and discre-
tion being allowed in the case of failure to reference earlier applica-
tions. 

Clearly, discretion in those instances don't rise to the level of sig-
nificance of discretion in the case of extending a patent. Do you 
know of any instance where there would be a precedent directly on 
point where discretion would be allowed in the case of an uninten-
tional mistake dealing with the approval of a patent,and dealing 
with discretion being allowed in the case of the statute as opposed 
to PTO rules? 

Mr. DUDAS.I am not aware of that, but I would give the fol-
lowing caveat that  we have in our deputy office of operations and 
policy within Patent and.Trademark O f f i c e 1  would like to follow-
U P - -

Mr. SMITH.Okay. I t  would probably be useful to the Committee 
to realize two things. One, most of the discretion that is being 
given is of relatively minor infractions or deadlines dealing with 
PTO rules, not the statute. And if you have any case in point, I 
think that  would be helpful. But there is  precedent perhaps on 
both sides. I just haven't seen the precedent yet on the side of ex-
tending a patent. 

Dr. Meanwell, do you have any examples you could give? And 
then we will ask Ms. Jaeger and Professor Thomas. 

Mr. MEANWELL.I would like to say that the hard and fast dead-
lines that  we have reviewed-and I am no patent attorney, so I 
am-

Mr. SMITH.Neither am I. 
Mr. MEANWELL.The ones that seek to expand the scope of a pat-

ent, the breadth of the intellectual property, are indeed often hard 
and fast. I know a t  least of three. In fact, they were mentioned ear-
lier, I think, 102-B, 251 and 119-A are the things related to estab-
lishing a patent, either here or in foreign territories. But actually, 
that  is establishing new grounds for a patent. That is establishing 
the breadth of a patent. 

Here we are talking about the time life of a patent. We are not 
talking about the breadth of the patent in any way. The breadth 
of the Angiomax patent will remain exactly the same. 

And one of the things I should have said to Mr. Berman is that  
that  means that  we are not looking for a new patent to do what 
we are doing. We are hopin to use this one as long as we need. 
And we will need to invest f l00 million to do so. So we obviously 
would like to recoup that  with exclusivity thereafter. So just to 
clarify. 

But there are certainly situations where expanded the scope of 
a patent i s  hard and fast. But this is a procedural situation, in my 
opinion, not expanding the scope of the patent in any way. And by 
the way, the revision here would not in any way give us a single 
day more on our term than would be normally envisioned under 
Hatch-Waxman. And, you know, frankly for such a Draconian pen-



alty to be hammered out for the sake of this dumb mistake, we feel 
would be, would be inequitable. 

Mr. SMITH.Okay. Thank you, Dr. Meanwell. 
Ms. Jaeger or Professor Thomas, any precedents to cite or exam-

ples to give? 
Mr. THOMAS.Mr. Chairman, I believe the most apt  analogy 

would be with respect to maintenance fees, which may well be the 
first element on the chart you have referenced. As you know, the 
patent 20-year term is not automatic. You have to pay periodic an-
nuities essentially to the patent office to retain the term and the 
3 and-a-half, 7 and-a-half and 11 and-a-half years from the date of 
issuance. Some of those deadlines aren't met, so there are provi-
sions for coming in late and asking for your patent to be main-
tained in a sense, sort of a term extension. 

Mr. SMITH.You are right. Okay. 
Mr. THOMAS.However, and those applications are entertained by

the U.S. PTO. However, if there is a late maintenance fee accepted, . 

that gives some right with respect to third parties that  are rather 
vaguely defined by the statute, for example, something that would 
be akin to the first inventor Defense Act, which you are considering 
modifying to encompass all sorts of inventions, not just-

Mr. SMITH.Okay. Thank you, Professor Thomas. 
Mr. THOMAS.You are welcome. 
Mr. SMITH.MS. Jaeger? 
Ms. JAEGER.I just want to reiterate for the record, I know we 

see three particular situations where patentees are seeking to ex-
pand the scope or lengthen the term that do not, do not have any 
discretion for PTO. And, of course, that is the-

Mr. BERMAN.Expand the scope. 
Ms. JAEGER.Expand the scope of patent with a reissuance pro-

ceeding or a PTE, which is extending the length of the patent -as  
well as, of course, you know, the foreign early filed foreign patent 
provision as  well. 

Mr. SMITH.Okay, okay. Thank you, Ms. Jaeger; 
Let me explain to the panelists that  I have to leave for another 

engagement. I am going to ask the gentleman from Tennessee to 
chair the rest of the hearing. And thank you all again for being 
here. 

Mr. JENKINS.[Presiding.] Mr. Berman, were you finished? 
I am sorry. Go ahead. 
Mr. BERMAN.I was just interrupting somebody else. 
Actually, now I understand, Dr. Meanwell, you are not seeking 

a new patent. You will need to get FDA approval for the new uses. 
You won't need to get a new patent. And i t  makes a heck of a dif-
ference whether i t  expires in 2010 or 2014 whether you have some 
exclusive period for marketing this drug that FDA would have ap-
proved for additional uses. Okay. I have got it. I t  is not about a .  
new patent. 

Professor Thomas, you made a point in your initial testimony. I 
forget exactly how you put it ,  but a policy r,eason perhaps to not 
provide discretion in this provision is because i t  implicates not just 
the patent office, but the Secretary of HHS and the head of FDA 
and the Secretary of Agriculture. And I don't know what other 
agencies you mentioned. 



But realistically, what is the difference if under the limited na-
ture of this extension in terms-I am trying to understand why is 
that  a policy argument against doing i t  when in the limited nature 
of the relief proposed in this legislation. 

Mr. THOMAS.It  is a good point. I t  is only 5 days. But i t  does cre-
ate a lot of reliance interest upon other actors. And that  is some-
thing that  is not as commonly the case with other missed PTO 
deadlines. So in short, there are a host of actors out there that  
have to engage in a fair amount of steps. 

Another distinction that may be salient to you-and again, let 
me first once more acknowledge you are right about the 5 days. I t  
is only 5 days from that  perspective. But there are any number of 
other deadlines that  if missed are irremediable under the Patent 
Act. And again, they often impact small entities that  are not so-
phisticated players in the patent system. They have long been a 
part of our law. That really-

Mr. BERMAN.That are not, that are not----
Mr. THOMAS.That cannot be correctable. And that  is really not 

the case here. Right? We are really talking about very sophisticated 
actors that  are well-advised. And that may be why this is not a sit-
uation that  has recurred. 

One of my colleagues a t  Georgetown often uses the phrase "big 
boys" that  I don't like because of its gender implications. But none-
theless, do we need in a sense really a protection statute for sophis-
ticated actors who have just been gifted with a watershed event for 
their firm, FDA marketing approval? 

Mr. BERMAN.Well, no, look, one cannot help but avoid the notion 
that in life there are a lot of deadlines that every day because some 
little person or company or whatever missed them and opportunity 
was lost or harm was done and, I mean, you can't, you can't but 
avoid thinking a t  this. And a t  the same time, i t  is hard to avoid 
thinking about the enormity of, you know-I mean, there is a dis-
proportional aspect of what has happened here, too, on the other 
side in terms of just nature of mistake versus money lost. So I 
guess that  is part of the consideration. 

Ms. Jaeger, my last question-in the context of, somewhere com-
panies in your association, unknown to you because of the propri-
etary interests may have spent money, and in some cases consider-
able money, thinlung that  notwithstanding all the hullabaloo in 
2010 this thing is coming out there and we want to be ready to fill 
that void with a lower cost consumer benefit therefore protection. 

Are there situations-somebody mentioned in the context of some 
other statute the maintenance fees. In the context of things, are 
compensation for money spent in reliance on something that Con-
gress subsequently changed-is there any precedent for those kinds 
of arrangements? 

Ms. JAEGER.Well, I think when we are looking at this retro-
actively-we are looking a t  this retroactive bill. And in so doing, 
the iob, I think. of everyone here is to sort of do the analysis of 
weiihing the benefits and the risks. 

And here, yes, absolutely, the benefit would inure to The Medi-
cines Company and would provide them with 5 additional years of 
market exclusivity in the United States. It is adding to their patent 
that  they have today, which expires in 2010. It is not taking away 



their patent. I t  i s  just going to extend the terms of that  particular 
patent and give them this extraordinary benefit. 

At the same time, the burden that would be placed on our indus-
try would be that  we relied upon the 2010 patent expiration date. 
We went through and did some performance research and develop-
ment, which costs money from our industry side. 

At the same time, we also have a downstream effect of the others 
in the health care distribution channel, which are the insurers and 
the PBMs and the consumers, that have relied upon that, date as 
well for forecasting and in trying to figure out what health insur-
ance premiums will be in 2010 and the like. So this does have a 
negative implication downstream in the health care distribution 
channels. 

At the same time, among the broader issue, we are just very con-
cerned about the many, many deadlines in Hatch-Waxman. And, 
you know, we say, we all hope to move the deadline to, 65 days. 
When we get to another situation when someone comes in a t  67, 
68, are we going to move i t  again? And then do we move the 45-
day window? And does that  move-

Mr. BERMAN.We are very good a t  saying i t  is this time only, 
never again until-

Ms. JAEGER.And we think i t  is a Pandora's Box that  doesn't 
need to be opened, sir. 

Mr. BERMAN.Just  in closing, Mi-. Chairman, as I heard Dr. 
Meanwell describe the drug, I realized that this fit perfectly with 
what happened to my father, who died from an allergic reaction to 
heparin during a heart surgery where he had to have a blood thin-
ner a t  that  time. This is 16 years ago or something. Not from the 
heart surgery, not from the heart attack, but from not having-so 
I could personally testify there is something valuable about what 
you have produced here. 

And I yield back. 
Mr. JENKINS.Professor Thomas, let me go back to the flexibility 

that  you spoke about with respect to the payment of fees for con-
tinuation. If that  flexibility was not in the law, then this patent 
continuation would be just as dead as any of the other instances 
that  could kill i ts  continued life. Isn't that true? If we had the same 
rigidity in the law with respect to the payment of those fees that  
we have, let us say, in this instance, then that  would put an end 
to that  patent and its continuation just as surely. 

Mr. THOMAS.Sir, I don't know all the facts of the case. I am not 
aware of how long the patent has been extant and whether they 
have paid maintenance fees or not. So in good faith I can't answer 
that, sir. 

-

Mr. JENKINS.well, let me ask i t  not on a comparative basis, but 
just on the basis of if the law was different and said vou had to 
pay these fees on time, you couldn't pay them a day late'; then your 
continuation would be just as dead, would it not? I t  would be dead. 

Mr. THOMAS.That is right, if the maintenance fees were paid 
late, right. 

Mr. JENKINS.Okay. 
Mr. Meehan, do you have any questions, sir? 
Mr. MEEHAN.Mr. Chairman, I just want to point out on this 

issue of unintentional error in standards that are, that are used by 



the PTO, there is a letter in the record from Lawrence Goffney that 
specifically says that  the agency is extremely familiar with the un-
intentional error standard that  is being proposed in H.R. 2150. In-
deed, this is a standard most commonly used by the PTO in deter-
mining whether to accept late filings under the statutory provi-
sions. And I would refer that  to Members of the Committee. 

Jus t  one more thing that  I want to ask Ms. Jaeger. So you can't 
provide us with a company that  is ready to develop this drug or 
has had an  investment or anything of that  nature? 

Ms. JAEGER.No, sir, not a t  this time I cannot because, again, our 
companies' pipelines are proprietary. As you can imagine, they are 
fierce competitors. And so, i t  is not something they are about to 
disclose, what products they are or are not going to bring to the 
market in a few years. 

Mr. MEEHAN.Right. And that is basically for some of us-the 
question is, you know, what is the future going to be of this par-
ticular drug and the advances that  have been made? . 

It is my understanding that  clinical data demonstrates that up 
to 23,000 transfusions could be saved if these results move forward, 
more than 1 million of these performed each year, these proce-
dures. So from my perspective, that  is why we are balancing inter-
ests here. 

We are balancing a lawyer a t  a firm who messed up with what 
the public health effect would be in the end. And for me, that  is 
a significant thing that  we should weigh. 

So I thank the Chairman. I just want to point out those uninten-
tional error standards into the record. 

Mr. JENKINS.Thank you, Mr. Meehan. 
Does any other Member of the Committee have any additional 

questions? 
Mr. Berman? 
Mr. BERMAN.No. 
Mr. JENKINS.Any? 
Well, the Chairman has already complimented this panel of wit-

nesses. And let me add to that and say that your remarks were 
very informative. Your answers were very direct and cogent, and 
we certainly appreciate that. 

I think that  this Committee has learned quite a bit today. I hope 
that we can use i t  to the benefit of the people across the United 
States of America. It i s  a difficult situation. 

And, Ms. Jaeger, let me say I have the utmost respect for you 
and what your association members are doing. We shouldn't let it 
pass without saying that  your members provide a really valuable 
service to millions and millions of Americans. 

As I understand it, Dr. Meanwell is also on the board of directors 
of a generic company. Was that  brought out? Is that true? 

Mr. MEANWELL.Yes, I am, sir. I am on the board of a company 
that  sells generics. I absolutely .agree with your remarks. 

Mr. JENKINS.All right. Well, thank you very much for coming. 
And the Committee will be adjourned. 
[Whereupon, a t  12:35 p.m., the Subcommittee was adjourned.] 



A P P E N D I X  

STATEMENTOF THE HONORABLEHOWARDBERMAN,A REPRESENTATIVEIN CONGRESS 
FROM THE STATE OF CALIFORNIA,AND RANKING MEMBER,SUBCOMMITTEEON 
COURTS,THE INTERNET,AND INTELLECTUALPROPERTY 

Mr. Chairman, 
Thank you for scheduling this hearing on a bill giving the  USPTO additional dis-

cretion to extend certain patent deadlines. While similar measures (bills that  have 
specifically extended the Angiomax patent) have been attached to legislative vehi-
cles in the past, I am glad that  this issue is finally being reviewed by the  committee 
with jurisdiction over patent matters. I t  is  important t ha t  this Subcommittee be 
able to analyze the impact of any changes this bill may make on the patent system.

Patents a re  the cornerstone of innovation. The Constitution provides for a limited 
period of time of protection in order to promote innovation. Therefore, the patent 
process provides the  exclusive right for an  invention (for 17 to 20 years) generating 
incentives for an  inventor to continue to create after which the invention becomes 
available for public use. There i s  a delicate balance of - on the one hand- providing 
enough of an  incentive to the  inventor to spend the time, energy and money to cre-
ate new inventions - and on the  other- the value of allowing the invention to be used 
by the public enabling others to develop new products or provide similar products 
for lower cost. 

Therefore, when considering the  effect of allowing the  PTO discretion to extend 
certain patent deadlines, there is  a natural tension between providing the flexibility 
to extend a deadline and maintaining a hard date for specific types of filings. While 
providing greater elasticity may prevent seemingly draconian results does i t  come 
a t  the expense of stability in the market? There appear to be other instances where 
the PTO has  discretion to extend deadlines but the situation this bill is  designed 
to address is not among them. WHY? Is there something different about this type 
of filing that  the PTO should NOT have discretion in this case? 

Unfortunately, the PTO has  not provided much guidance in i ts  response to the 
(letter from the Chairman and myself about the) polic questions posed by this bill. 
I look forward to hearing from the other witnesses to i iscuss the policy implications
of this bill on the patent system and possibly Hatch-Waxman. 

Originally this legislation began a s  an  effort to address one particular late filing, 
of one patent - there has been no demonstrated need nor request from any other 
patent owners to rovide discretion to the PTO for these t pe of filings. Moreover, 
from the way the gill has been written i t  is  clear that this gill would effect the late 
filing of a particular company which occurred over 4 years ago. Some have-even sug-
gested that  the better alternative to this bill is a private bill. However, this bill and 
this particular circumstance does raise some uestions about why there are incon-
sistencies in the  discretion afforded to the P T ~to determine when filings are time-
ly. As such I look forward to further exploring the issues. 

STATEMENTOF THE HONORABLEELTONGALLEGLY,A REPRESENTATIVEIN CONGRESS 
FROM THE STATEOF CALIFORNIA,AND MEMBER,SUBCOMMITTEEON COURTS,THE 
INTERNET,AND INTELLECTUALPROPERTY 

Mr. Chairman, I would like to begin by thanking you for holding this hearing on 
H.R. 5120. I appreciate your interest i n  this important issue. I would also like to 
commend Congressman Jenkins for the introduction of this legislation. 

H.R. 5120, which I strongly support, deals with what seems to be a narrow issue 
in our nation's patent law, namely the question of patent term restoration applica-



tions submitted to the Patent and Trademark Office. However, although the chan e 
to the law is relatively minor, the passage of this legislation would both provije 
greater fairness to patent holders and encourage innovation by companies in the 
medical research field and in other industries. 

H.R. 5120 would amend the Hatch-Waxman Act to provide the U.S.Patent and 
Trademark Office with modest discretion to accept late-filed patent term restoration 
applications. In a recent letter to the Subcommittee, the Director of the Patent and 
Trademark office confirmed that under current law the PTO already enjoys discre-
tion in numerous instances to accept late-filed applications. However, Congress has 
not given the PTO similar discretion to accept late-filed patent restoration applica-
tions. 

This strikes me, and other cosponsors of H.R. 5120, as  an unfortunate and 
undeserved inconsistency in our patent law. 

Mr. Chairman, failure to allow an innovator that has earned patent term restora-
tion to qualify merely because of a clerical or other unintentional error discourages 
innovation and ultimately harms patients who rely on research into new medicines. 
We must kee in mind that for a company to qualify for patent term restoration, 
i t  must alreaBy have successfully completed an incredibly rigorous drug testing and 
development re 'me, ultimately obtaining FDA approval of its drug. The Hatch-
Waxman Act o z r s  patent term restoration as an incentive for innovators to invest 
their time, effort, and resources in this arduous drug development and approval 
process.

I can think of no area in the patent law where permitting discretion on the part 
of the PTO too accept late-filed applications is more important that in the case of 
patent restoration applications. Yet, this is one area where Congress has not grant-
ed the PTO such discretion. I t  is imperative that we correct this situation by the 
passage of H.R. 5120. 

I understand that some oppose H.R. 5120, arguing that giving the PTO any dis-
cretion will somehow disadvantage generic manufacturers. 

In my view, the Hatch-Waxman Act provides generic manufacturers with clear, 
enumerated benefits. However, Congress never intended one of those benefits to be 
the ability to take advantage of unintentional clerical errors, thereby gaining years 
of marketing time at  the expense of innovative companies that have satisfied all of 
the many processes required by Hatch-Waxman. 

Mr. Chairman, I want to thank you again for holding this hearing today. 



A LETTER T O  T H E  HONORABLEJONATHANW. DUDAS,UNDERSECRETARYFOR INTEL-
LECTUAL PROPERTYAND DIRECTOR, U.S. PATENTAND TRADEMARK OFFICE 
( U S P T O )  FROM T H E  HONORABLELAMAR SMITH,A REPRESENTATIVEIN CONGRESS 
FROM T H E  STATEO F  TEXASAND CHAIRMAN,SUBCOMMITTEEO N  COURTS,T H E  
INTERNET,.AND INTELLECTUALPROPERTY,AND THE HONORABLEHOWARDBERMAN, 
A REPRESENTATIVEIN CONGRESSFROM THE STATEOF CALIFORNIA,AND RANKING 
MEMBER,SUBCOMMITTEEON COURTS,THE INTERNET,AND INTELLECTUALPROP-
ERTY 
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Thc Honorable Jonathan W.  Dudas 
Undcr Sccrctary for hrtcllectual Propeny and Director 
U.S. Patent and Trademark Oflice (USPTO) 
Madison West Building 
600 Dulany Street 
Suite AW 10-d-44 
Alexandria. Virginia 22313 

Dear Jon: 

Please find enclosed a copy of H R.5120. a bill referred lo the Subcommittee, which 
seeks to amend the Palenl Act to provide the Direclor of the United Stalm Patent & Trademark 
Olfice (USPTO) with ncw authority to waive theoperationoftitle 35 U.S.C. $156(dXI). 

SwciAcally. H.R. 5120 proposes, undcr circumstances shown 'Yo the satisfaction of the 
Director" to permit the Director to declare such delny to bc "unintmtio~I"and "acccpt" w 
application for extended patent urm that is filed: 

I) "not latn than 5 d a p  afln the expiration oithc 60&y period mecified bv statutcl 
for applicat~ontnot submitted on hida ate of cn&tmmt :or. 
2) 'hot latn than 5 days DAcr Ithcl dstc uf cnacmenl" In ~ h ccase of an aoollcat~onthal 
is pending at USPTO. subject to a ;equcst for reconsideration, or has be& ienied an 
extension undcr this section but whosc period ior seeking mwnsideration has not 
cxpircd. 

I 35 U.S.C. 5 I SqdXI) providcs. "[t]o obtain an cxtension of thc lcrm ofa patent under 
this section. the owner of record of the patent or its agcnt shall submit an application lo thc 
Vlrector Exccpl as prov~dcdIn paragraph (5 ) .  such &I appltcauon may only be subrn!tted wtth n 
the sixty day pcnod bcunruny on the date the omduct rccc~redm m s n o n  undcr the orovtslon. ~ 

of law under which thrapplicable regulatory review, period occirrcd for commercial markcling 
or USC." 



In suppun orthis pmpossl, pmponmls have ~ ~ o t e dthat the USPTO has ex ante 
dlscret~onaryiruthonty' to pennlt an appllcat~on,wh~ch1s ~ncomplnclyor lmpropcrly fild 
w ~ l h ~ nthe 60day slatutory penod, to be dccnod "lniotmal"and to gam the sppl cant addlttonal 
time to make wnalions 

Thcv asserl that the USPTO has no authorih, under statute or renulation to vermit a 
pmperly wkpleted application, which was filed laic due to m applican;'s inadv~mce' ,to be 
granted an extension. In their view, the interests of equitywould be served if Congress granted 
tho Dirwlor with statutory discretion to waive or ext~mdthe deadline in certain innances. 

In considering amendments to the Painn Act, we arc mindful that ensuring the 
predictable application of o w  law can promote a number of beneficial purposes. Thc presence of 
clearly articulated standards contributcl to increased cnneprmeurial activity, which can lcad to 
the availability ofinnovativc new products md technologies. 

The cc~laintyassociated with a clcarly dcfinul statute may act as an incentive for panics 
to conduct thcir affairs in reliance upon thc&unrnre ofoutc&es that art reasonably . 
forcsccable. And a dmonsmblv wnsistcnt so~licationof the law inmires ~ublicconfidcncc in. . 
the objectivity of admini~lrativebecision-making. 

In sum, the reliance upon variable and uncertain factom may rcsull in unscrtling the 
reasonable expectations of pania,  ns a disincmtivc 111innovation,and as a bar to potential 
competition. 

Notwithstandingthe considerations above. then an those who bclicvc the USPTO needs 
tlew adminisuarive flexibility to waive the r c q u i m o ~ t s0135 U.S.C.§156(d)(l). It is argued 
is is required to ensure lhal the smct ap~licationo lu  '%riaht line" rule in evcw circumstance 

does not iead ro counlcr-productiveo u t c m s  that ha\.= thcuninttend and undkired effects of 
actually discouraging innovation and imposing on inventors drawnian and unforeseable costs. 

Due to the technical nature of these issues and the importance we attach to enswing all 
relevant views are fully and properly considered, we would appreciate your providing the 
Subcommittee with your analysis and assessment 0fH.R. 5120. 

If, as the Director of the USPTO, you delermine that you wish lo rcqucst that Congress 
grant the authority intended by H.R. 5120, then we would appreciate your providing us with a 
writtcn rcsponsc that includes recommendations for u.y restrictions or limitations that you 
believe ought lo be included lo ensure the ncutral application of such a pmvis~on,a dtscussion of 

'37 CFR 6 1.710 

A non-dispositivs but arguably persuasive authority for similar ecluitablc pnncipics may 
be found in FED.R.CIVP. 6(b), which provides. subjecl to some rcstriclions that a " ~ u nfor 
causc shown may at any limc in iu discretion ...order the period [of limc for an act to bc done] 
enlarged, or ... permit ~ h cact to bedone where the lail~rrcto act was the rcsultofcxcusable 
ncglcct." 



the status ofany pending maner that USPTO foresee; may be impacted by such a changc, the 
idcntificatioo of any panics who may be aggrieved by such a change, and an explanallon of the 
manner in which the USPTO would anticipate implclncntingsuch a proposal. 

We are aware of one innance where a company might knefit fmm thc enactment of 
legislation and the exercise ofadministrative ncxibility in this area. Thc Medicincr Company 
rnanufacturcs the pharmaceutical AngiomaxO@ivalirudm),an anticoagulant appmved in tho 
U.S. for use by patients who are undergoingcoronary angioplasty procedures. The company 
belicvcs AngiornaxaD may bc useful in treating other tonditions. Due to uncenainty over the 
final expiration date ofthe underlying parent thecompany has, thus far. been reluctant to fund 
ncw clinical trials. The currcnl patmt for AngiomaxQ).U.S.Patent No. 5.196.404, (hcrinafler the 
"404" patent) was issued March 23. 1993. Absent an extension. it will expire in 2010. 

We urtdcrsland that attorneys who represent The Medicines Company applied for an 
additional 4.1 ycars of extended patent term but that the rqucst was denied due to a failure to 
meet the 60day statutory filing requirementcontained in35 U.S.C. §l56(d)(I). We arc toid that 
an attorney filed a motion for reconsideration in this rnatter with tho USPTO on October 4.2002. 
and that the motion. as of today's dalc, hi19 no1 yet been acted upon by  the USPTO. 

Funher, we undcrstmd that the law, as of December 2004, permits a generic 
manufacturer to be eligible to file a "paragraph 4 cenification" to challenge the validily ofthc 
"404" patent. 

While wc arc rmr aware of an expressed intention by a generic manufacturer to filc such a 
challenge. we arc concerned about the possible effect that the operationof such a statutory and 
administrative chanp  could have on the inchoate i n t e r n  of potential gcnenc compnitors. 

We would appreciate your analysis and opinion as to whether the changcs proposed in 
H.R. 5120 could, under any circumslances, operate to retroactively delay rhe ability of a gencric 
rnanuCachxerto filc a challenge to a patent granted by the USPTO. 

In nddressing our wncerns, please be sure to inclu.ic answers lo the followingspecific 
questions: 

If USPTO was granted stalutory discretion to extend the deadlineofan application for an 
exrendcd patent term, how many previousapplicants could benefit? How many current 
applicants could be expected to take advantageof such dixrelion? 

If discretion was granted. should it be prospective and not apply 10 any current case rather 
than rcnoactive since that would be consistent with the way now laws are generally 
applied? 

What arc cxamplr. ofthe USPTO's h a m g  bccn "given wide discretion to excuse late 
filings" in other aroas? 



Under what circumstance would you expect such discrefion to be exenired in regard to 
patent tcrm restoration applications filed in an "untirncly rnumer"? What are specific 
examplcs of "unintentional delay in filing srch applications? Would "unintentional 
delay" covw "human crmi'? 

. Finally, do you feel this legislation i s  needed" 

ARcr conducting a thorough review of H.R.$126 and the circumstances it is intended to 
addms, we would appreciate your raommcndatiom, if any. 

The Committcc's points ofcontact for this matter arc David Whimy, Counsel to the House 
Judiciary Committee's Subcommittee on Couns, the Internet,and lntellectual Propcrty and 
Shanna Wintcrs. Mlnority Counsel to the Subcomrnittccon Courts. the lntemet, and Intellectual 
Propmy. 

Sincerely 

LAMAR SMITH 
Chairman. Subwmrniltce on Couns. Ranking Mmbcr, Subcommittee on Couns, 
The Intemct, and lnlcllcclual Property The Intomel, and htsl\ecNal Property 
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Mr. JRXI~LXS (Bpr l ~ i ~ r t ~ ~ . l r ,Mr. I)EIAHVYI, Mr.DI:HI:L\I.and Mr. MUKHAN) 
it~tnduaqlt l l v  filll#nvin~bill; trl!irll w8.r mh~rnvlti, rl18,(bmniitrce on the 
Jt~dic~rrry 

A BILL 
'To anleli~ltitic :35, United SLltltcs Cudr, to eonf~irlnI :~ I? ; I~I I  

filing pro\.isiorls \bithill the I'ate111.tllid T~.~idcmnrkOffiuu. 

I Uc i t  m~netedb!l the Scnrrle find House aJ'Hq,nvf!trto-

2 lir,rr qfthe Ihifed Slnlw i!fAr~iericcrill O~rtg,r.ss~scrrrblecl, 

3 SECTION I .  FINDINGS. 

3 Thr U t ~ l p e s sf i ~ ~ t l slllc folluning: 

5 ( 1  ) Tlic Collgr~wshisr.oricall,v 1111s~m~\ir lci lvig-

6 urous suppurt for ii~novnticr~in lilc us1~f111arLs thy cs-

7 ti,ltlirhing a systcrri uf palrllt pn~lcctionfor 11lr~l11cts 

8 1\nt1~ J ~ ~ w ~ w .  

9 ( 2 )  Ttii,ua:h sectiorl l5fi (if litlc 35, Unitccl 

10 Statcs C(~ilr.thr ('ol~~n.sh-sought ti> i ~ r u n ~ o t ~thc 11c-



a 
rclopo~cl~t.of il~i~ovatirc111ugs Iiy grur~ti~~::l~ut'nt 

trrni 1(~6tori1li1111~ A I  aompilnics to #.ccovcr.u polZion 

of the putcnt tcrm ror s11e11dntgs 1.hnt w ~ scu11-

aulncvl tlllrir~gthe approvd. Iirrooss ~ o ~ ~ d u c t c t lhy Lllr 

Foocl atltl . \ ~ l n ~ i ~ ~ i s t r i ~ t i o ~ ~ .  

(3) Consistc~~lvith tile l~~sloricI ~ I I I . ~ I I S ~uf IIW-

moting i~ l l~~~\ .a t io~i ,11ntcnt I~gislntion, arrcl s1111sc-

qucnt RIICS I I ~ ~ J I I I I I I # U ~ C ~115.the 1!11it~.dStiltcs l'ttl. 

rllt and Trnrlcrnark 0fYk.c ( ITO) ,  hare raotil~rly 

p i v c ~ ~t,lw PTO aid? rliscr.a.tiun to mcusc I I I ~filinpn 

and otlicr niisbkes thnl. might t)thn~\<scI.CSII\~i r ~  

t,llu furfcittwr of ~~r~~lcrlyi~l::pn(l.nt ligtlts. 

(4) Cnl~trtuyti1 this ~ ( J I I ~ ~ I I C])ractice, IIO\\.C'\.CI., 

~ i ~ i d e rR C C ~ ~ O I I156 of titlc 35, Gnitetl S t t~ t~ .sCntll:, 

thr I-'TO hns 1111 tlis~:rctit~r~to cxcuse a fiI111gtI1i11 is 

ever1 orlr dny Intn. 

( 6 )  In onlet. tn 111:~:o~~sistcntwit11 thr intrr~tuf 

prwtreti~~gpatent rigl~l.~LIIIII r~rn~nntinl:h ~ r t l ~ r ri1111u-

ration, the YI'O nl~oi~ldIx: grnr~tctl lilniterl, cir-

c~~rnsclihed~lisc~otiontn ~:orisiderpntcltl tcrnl rcs-

tornlior~applical.inns filed in all 11nti111o1.vnl;lrlncr. 
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I SEC.2. PILING OP APPLICATIONS FOR EXTENSIONS OP A 

2 PATENTTERM. 

3 (a) I N  Clsr;~n%L.-&%t~ion 156 of t.itlc 35. Unitcrl 

4 States Cndc, is nlnc~ldrllhy ailding I I ~t l ~ rend the ful-

5 lowi I I ~I I ~ Ws~~bsco t io l~ :  

6 "(i) ~ ~ N ~ Y ' C ~ ~ T I O S A I ~] ) E I . \ Y . - ~ ~ C  I)irector flln) HC-

7 ecpt nu applicat io~~ulltlcr this slXtion that  is filrtl ]lot latcl. 

8 t.11a115 duys after. the crpirdtiuu of thc (;(I-(lily periml pm-

9 vitletl ill r;~lbscctio~l( t l ) ( l )  if the npplicnnt. filcs n pe t i t io~~  

10 ~I~uwring,to thc sutis?~ttionof t11c [Iirertnr, t l ~ u tUir drlr~y 

I1 ici filing t.he applim~t.ionSYW uur~i~~lcntio~ial.Such ~ ~ e t i t i o l ~  

I 2  nutst Iw filer1 d t h  tllr applimtiort In thc ci~scof en  oppli-

13 c8ti11n I'llrtl oil or nl'tpc lllr clot? of tllc crlrrck~lrnt.of this 

14 s111)rectiun and rnllst be Rlnl ,lot lalec thi1115 (In?..; ~rftcr. 

15  suvl~~li l tc01' c,llilrtrncllt i l l  1.1c rul!  ~rf rill n l ~ l ~ l i c ~ t i o ~ ~  

16 ~ r h i r l ~ ,011s11r.11rlalc of rnaellrht I I ~ . ,is pc~~clill:.,i s  111~SIIIJ-

17 ject, of 11 rcquest. f ; ~ r~,ecn~~aiclcrstionof o ctctli~rlor n pittent 

19 tcrr~lextensia~nunclcr Ll~isscetlnn, or  llns ho:r~ de l i i~dii 

19 ~)atonbterm ca t~ns ionu ~ ~ ~ l v rthih a,ct.iun ill a caso ill ~vh ie l~  

20 the 1)~l'iO~ifur scc.ki~~yrrcolini~laralionof sllcll dal~itllhas 

21 oat yet nspiriyl. l'he rlircetor silnll 111;lke a dctrrrni~~tltiori 

22 on H ~xt i t ionu ~ l ~ l a rthis s~ i l~s rc l in r~riot Inter than 3 0  dg.h 

23 a f k r  tile dntr "11 \rhicl~the pc!tirio~~is recoivetl. 11' IIU dc-

24 tcnnir lut io~~llns been mu1lcr on Lhr petitior~\ \ i t l u ~ ~tha t  30-

25 day period, the petiliol~shnU Ce rlccmed to hc deoictl.". 
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1 (I)) H r s \ n r ~ l .I.'c~~.-Scctio~l 41ln)(7) o f  titlc 95. 

2 Unitctl Sttltes Code, ia n n i r n ~ l ~ l -

3 (1)  by strikinp "or fnr 1111" ond inse r t i~~a"fur 

4 R ~ " ; R I I ~  

5 (2) by insc r l i~~gilttcr " reexan~in i~ t i~~r~pro-

6 . ce~:rlin~,"Ihc fullu\\ing: "or for iln o ~ ~ i ~ ~ t c r ~ t i ~ r r ~ i l l l y  

7 dclnycd al~l~lii*utionfor patent 1cr.m 1-xtensio~~,". 

8 ( r )  EPYE(.TI\FI).\.I'E.-T~P R I I I ~ ~ I I I I I I C ~ ~ S~ R I I Uby 

9 this scct.ioll shall tnkc effect on Lllc date of the eoaet.n\rnt 

10 of t l~ ia.\ct., nnd sllnll upply tn nny ugplioation Ibr I J H I ~ I I ~  

l I tern1 crtcnsion ulltlel. sccI.iul~156 of til.le 35, I!~iitL.~l 

12 States Codc, \ r l~ir l~-

13 (1) is  riled non or nrler the date of tho c~lnvt-

14 mclrt of this Act.; or 

15 (2j on suclr clalc of cl~aetmrllt-

16 (A)  is petuling; 

17 (U) is r t ~ rsr~hjcel.of n leqllest tiir rccor~sid-

18 crotion of n ~lrnialol' 11 patent turrl~c s t c ~ ~ s i o ~ ~  

19 un~lc rsccti~rn136;or 

20 ( (3 IIHS I J I - ~ I Ir l r~~icdo patrirt twm c r t c ~ ~ -

2 1 siu11 1111dcrhllcll s~vlion136 i r ~;i case i l l  which 

22 the pc r i~ l~ lfn1. ~ ( . c k i ~ ~ ?~ v ~ o r ~ s i ~ l c r ~ t i ~ ~ ~of QUI!II 

23 denial II ; IS  1101~ ' c texl,irr:tl. 
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A LETTER TO THE HONORABLELAMARSMITH,  A REPRESETATIVEIN CONGRESSFROM 
THE STATEOF TEXAS, AND CHAIRMAN, SUBCOMMITTEEON COURTS, THE INTERNET, 
AND INTELLECTUALPROPERTY, IN RESPONSE T O  A LETTER REQUESTING THE UNITED 
STATESPATENTAND TRADEMARKOFFICE( U S P T O )  ANALYSIS AND ASSESSMENT OF 
H.R. 5120 

USlTED STATES PATENTASD TR4DEY.ARK OFFICE 

CID~S I ILO .~ I  YTCOMIINLI ma bmrnn'n mwrm 
rn.lrT~c,,*I U.,..BSlr..,r,rc., ..OT..D,II."*onu.r 

AUG 3 0 20% 

The Ilonorable Lam;u Smith 
Chairman. Subcommittee on Counr, 

The Internet, and Intellectual Propeny 
Comminee on h e  Judiciary 
tlotlse o f  Rcprcscntativcs 
Washington, D C. 20515 

Dcar Mr. Chairman: 

Thank you fur your co-signed lcncr requesting the Llnited States Patent and Trademark 
Office's (USPTO) analysis and assessment of H.R. 5120. a bill 'to amend title 35. United 
Stater Code. to conform certain filing provisions wilhin the Patent and Trademark Office." 

Wc appreciate thc Cumminee's intcrem in the USPl'O's views on this bill. Thls type of 
legislation is not without precedent. Cwently, patent lawn provide the USPTO with 
discretionary authority to accept late-filed submissicns in a number ofsituations. including: 
payment of maintenance fees (35 U.S.C. 5 4I(c)(lt), abandonment o f  applications (35 U.S.C. 
9: 133);  and payment of issue fees (35 U.S.C. 5 151) Thc trademark laws have similar 
languagc. forcxamplo, regarding timely filing o f  a verified statement of use (15 U.S.C. 
5 lOSl(dK4)) and abandonment of an application for failure to reply or amend (15 U.S.C. 

1062(b)). 

A t  this lime, however, we do not have a position on this proposal. As the Commincc 
rccognizcs, then could be some benefits. and at l ea l  one direct beneficiary, o f  providing 
the typeof additional flexibility provided by the proposal. Howercr, as the Comminec also 
recognizes, there arc also benefits to maintaining the cenainty inherent in current law in  this 
area. While we have a sense of the potential impactson the porsible direct beneficiary to 
this legislation, we do not yet have a full smce o f  lhc impact on others in the invention, 
manufacturing. consumer, and intellectual propcrl) communities. As the legislative proccss 
contil~ues.we would encouragethe Comminee to cxplore these issues, as Ihe v i e w  o f  a rangc 
o f  panics may help cluc~datcthe merits and limitaliens ofthe proposal. Similarly, while ~c 
clrnenlly do nut bclicrc the legislation wquircs addirional restrictions 01 limit.tiuns in  ordcr 
to cnrurc neutral applicali~mifcnnctcd, funher cxpk#rntionoflhc issue may help inlilrm this 
qucslion as well. 

We 21c plczacd lo provide information below that is ~spunsiveto \.arious questions posed in 
)lJllr 1~11~1. 



The HonorableLamar Smith 
Page 2 

Previous h~pl ieantsthat Would Beneflt from Enactment 
We are aware o f  one current application for patent term extension that would immediately 
benefit from enactment o f  the bill. Thac applicalion is related to patent number 5.196.404 
owned by the company named in your lener. More generally, a review of our records 
indicatesthat. o f  the over 700 applications f ~ rpatent tcrm extension filed since 1984, three 
other applicationswere not granteddue, at Icast in pan, to timeliness issues. One o f  these 
applications was filed within 65 days o f  the "approvaldate," and thus may have been eligible 
for a petition to have the delay excuwd, i f  the propc.sed provision had becn in effect. 

Prospective vs. Retros~ectivc 
I t  is not unprecedentedfor newly ennned patent legislation lo apply to issuedpatentsand 
pendingapplications. That fact noted, prospctivc or rmspcctive discretionary authority, 
as proposed in the bill. would have to involve a carcful balancingo f  all relevanullinmrcsts 
involved. We are unable to make a parliculiv recommendation in this regard because we 
are unaware of any substantiveinput by interested parties, other than the '404 patent owner. 

Exercise 01Discrct~oa 
\V~lhrespect to the clrcumnances undn uhlch we would expect to excrctse dtscrcllon. we 
beltcvc 11IS premature to anempt to liot or ~ d m t ~ f yCan~cul&examplcsat this polnt Wc 
would, o f  course. ~frcrantcd the sub~tctaulhnr~ty,bc l~kelvlo follow the w l tc~csreflected 
in thc administration o f  areas currently subject w discretionaryreview of delayed filings. 

Patrol Reform 
Allhough o w  survcy o f  patent term cxlensioaapplicationsreveals few issues relatcd to 
timeliness, this legislation would be ofuse u~at least one current applicantand could be 
utilized by future apr>licsntswho miss the patent tcrm extension ap~licationdeadline due 
to unintc"tional deia'y. As noted above, th; discretionaryauthorit;'contemplared by H R. 
5120 is similar w other deadline-extendingprovisions in patent law. 

As indicated in tesllmony before your Subcomminee in April. the USPTO suppons 
enactment o f  two oatent ~ r o ~ o u t l socndinnbefore the Subcommittee that are widclv. . .  . -
supponed tluoughout the intellectual property community, namely. a post-grantreview 
procedure and a new procedurefor submisstonof prior an.We continue to review o~hcr 
proposals before the Subcommittee. 

I'hr Ollicc o f  \Ianagcmcnt and Budget has advised hat there is na objection to the 
tranrmiltal of these \icws from thc ~tandpvin~o f ~ h er\drninistration's program. 

Sincerely, 

L!m 
W r e l u y  nnd Dircctor 



A LETTER TO T H E  HONORABLEJONW.DUDAS,UNDERSECRETARY FOR INTELLECTUAL 
PROPERTYAND DIRECTOR,U.S. PATENTAND TRADEMARK OFFICE( U S P T O )  FROM 
JANEA. AXELRAD,ASSOCIATEDIRECTORFOR POLICY, CENTERFROM DRUGEVALUA-
TION AND RESEARCH,DEPARTMENTO F  HEALTH& HUMANSERVICES IN REGARD T O  
T H E  MARCH24, 2003 LETTER FROM KARINFERRITERREQUESTING FDA's ASSIST-
ANCE IN PREPARING A RESPONSE TO A REQUEST FOR RECONSIDERATION IN T H E  AP-
PLICATION FOR PATENT TERM EXTENSION FOR U.S. PATENTN O .  5 ,  196, 404 FILED 
BY THEMEDICINESCOMPANY 

DEPAKPMFNT OF t l W T H  B HUM.W SERVICES Wlr Wlh Sawiw 

------ - -- ---
Fmd ml D n x Q  Adrmxstranon 
AacrvO MO WE57 

Re Angloniar 
Docket No 01 E-0211 

me Itononhlc Jon Dl&& 
lliidcr Secretmyof Commercefor Intelleclunl P ~ p r r t yand 
Director r,t the iintled Smtes Patent and Tradcmark OKIW 
BOYI'acnt Fxlensron 
P 0 Dou 1450 
4lcunndrm. VA 22313-1350 

DLW Direct~rDudas 

?hi$tr In regard m thc Mnrch 24.2003. Ictter liom Karin Fcn~lerrequcsung FDA s 
as\~sinnceIn prepamp a responx! co u rqucstIor rccons~dcnl~ontn the appltcmion for 
patent Lerm evtension tcu lJ S Patcnt No 5,196,404 filed hy The Mnlrclne Company 
under 3i11SC 6 1$6 The humm drug producr clanled by the patent ~sAyotnxx 
(h~ \a l~md~n)uhch  w u  dss~gncdIlea drug appltcat~on(Xrl>A)No 211-873 

The nppl~~ontargues Uul the approval date for NDh 20-873 should he llcccmbcr IS. 
2000, not 13eccmher IT. ZOO0 (a Tnda)), becno-e the approvd lencr \%us51gned alter 
FUA's ~mrnialhu$tuers l~ourron Veccmber I 

The FDA rctterate* lhat N D A  20-873 for Angtomnx rvan approved on December IS 
1000 

Plww let mc know if w cml he offurther nulslatlcr 

Smccrel) \.ours 

>'? . , 

A I d . . . 
Associate Director tar Policy 
Center for Drug Evaltralktn and R o x m h  
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A PAPER ON CRITICALACTIONSTHATRELATETO THEMEDICINESCOMPANY 
APPL~CATIONFOR PATENT TERMEXTENSIONFOR U.S. PATENT5,196, 404 

Crltlcal ACIIOOSTbat Relate to The hlediclnrs Company Application lor Pstenl 
Tcrm Extension for U.S. Patent 5.196404 

DAY DATE ACTION 
0 December 15,2000 FDA approves New Drug Application (NDA). 

3-19 December 18.2000 -
January 3.2001 Application preparations underway (dralling, beg 

collection and preparation of appendices); meetin, 
on January 3,1001 at The MedicinesCompany 
(MDCO) w/ Hale & Dom (H&D) to discuss 
application. 

21 January 5,2001 First dran of(substantially complete) 100 +page 
application prepared and sent by H&D to MDCO 
for review. 

42 Janua~y26,2001 Mnting at Ii&D to review application. 

56 February9.2001 '-. Review next to final drafl of application at MDCC 

59 February 12,2001 , Application s a t  by Hale Rr Don to Fish & Neave 
(patent counsel of record) for filing. 

60 February 13,2001 Application arrivcd at Fish & Ncavc 

61 February l4,200I Fish Sr Neave file8 application with PTO @y 
Expmss Mail procedure). 

March 2,2901 PTO asks FDA to confirm that PTE application w. 
not filed within sixty days aner the product was 
approved as rcquircd by 35 USC §156(d)(l). 

September 6. 2001 FDA transmits letter confirming lhat PTEwas file 
untimely. 

March 4.2002 Final Determinationof Incliyibility issued. 

October 2,2002 H&D Counscl files MDCO Request for 
Reconsiderationfor Patent Tcrm Extension by 

. USPSwith Cornmissioncrfor Patents. 



REQUESTED SUBMISSION FROM THE HONORABLEWILLIAM JENKINS, A REPRESENTA-
TNE IN CONGRESSFROM THE STATEOF TENNESSEE; LETTERSFROM LEADING MED-
ICAL PRACTITIONERS AND CONSUMER GROUPS 

'I&hrthh F-r Hcnrt Cmlrr* Cnrhrd 1- Il3G4tJ 
5IOr..t...r*..< UI 
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June IS. 2MM 

Cwnrrt.mrnJob Ltwu 

I rsdwAappkoDe ull toddy RomCTmMamv.11, ChMExcaniwOITtca orTk 
MedicinnCmpmv, wgardrns HR 5120, rehllnglo tl!~ prtuii astollion pwidomof 
tbc HatthWsrmm Imv 1am ths DhQwof lncnsmrwil Cardi~bmnEmor, 
C m t o n l ~ ~ a ~ s r d h a ~ ~ m ~ b r ~ r u ~ o ~ ~ u d ~ & ~ o r  
M&ae falNmmyean l om alao lhh l d mdlk t h a w  AtLd8 Divhqn dlk 
AmcrlunH e m  Allocluioo (A HA ), nod a lDFdlUl- 61FOX-5 ldod8lon T h .  

am I& i s  miaricrmuse., md anua~Iaarisk ofbtadlag wmplIsniom B l d q  
~ m p t b l i o mhave becn dmwn to insrprc mor(rliq a d : m  prckutarlycwnrsonin 

I,, ti.n .I." 
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Corgmmman StephanuTubs Jones 
Unlted states kwseof R e ~ ~ a 
300s C c o p a m  HcUsaORIQ BuRdlng 
WaehInp(0n. DC 20515 

Dear Representalive Tubbs knee: 

I understand h t  yw am mlderlng a ME. HR 5120. relaled lo tho p a w  
reslmlpn provkbru ol ihe H a W a r m a n  bw. I am m In(uventknel 
csrdldooiimdWng at the C k d a n d  Clhb Ienaam In lha d W  care d 

I am rnNng In wppofl d HR 5120 becauce I underssnd Uml, If d passet, me 
enbawlant d n g  Ane)omex me^ becuns &LMe lor palent t e n  rWwaUar 
Thb &Id dlw for f h e r  InwslmdInd i h l  develomnt I me Anabmax 
and have been irvdvedlnlhe&~dvd~na&nacin&carocerbov;acular 
praedume, IndudinghsanBttsdc aid angbi. Mgbman I8 en inpartent th-
La! povbs sale and efleclh mlh6daUDn In lmerwntlonalpmced~nrswWI 
IBSa b(BBdh0 lhen cdkr  ~~. ihere shrsntwes eko saw (he hesnh 
cure $y%tekrnmey by r e d u r n  bloDdlng end p d l n g  slnefe d n g  therapy 
v e w  conrblnatbndng lhempy. 

Patent term reaaaUon fw A&mm la hnportsn( baauaa prollmtnory 
e.xperlenm sueeerte vlal Angbmw mey be useM In prswnihrO end Irding 
stroke. bvc more atudlsn om needed. W e  Ls ths n&n'e mmber one w o e  ol 
Oisab'd~d W I ~Leadhg cewe d W h .  Over 700,000 Americana wtIa~ 
strokes eech yew-ow wew 45 r e .  w a  lBS,MHI dle and meny Vlarsande 
more are d l M  foc Me. Unfwtunately, !he blood Vlbnlng and dDtOudlng 
anenl. OW 0veQablt3 b weal sb4m d e n t s  can coum d a m e m  rlQoWedr 
k&dng .8m(racnnlaj bleeds (anueo'seen so vMdb w?ih I& Wrm MM& 
Sharon) Atqhnur  may be dh lhe prwontlon end beherd  d almh 
mL fewm srde e f k b  &It (he vwy maOy Md tlme-mnrdng dnkel Web 
neededb expkro mh prom* mi use k n ?be (smible unleis patem Lann 
mstorauonunaer me HaicbWBxmbnAd Lt svaleble lo lhad m  dsvebper. 

0W A W n r .  Oncbd CU 44193 



It Is vael (hat HR 512D be enedsd so (hot reaisch on Argianax in l h ~' pieventh and lreabnent of -8 is undertaken tc evduate the dng lo the 
trseenmlardprevembn cd mb debUl@Urg disease. I am evaBabR 0 dkuu 
M!a manor futlherwith yw 81your m n l w c o .  

very \I* *Im.
$&& y.$?,m%.i2 

~ e e p e k ~ .Bheti, MD.FACC. FSW,FESC. FACP 
Aosaisle Mredn.UwdardC4b1bC8rdbvasudaf CtwdhatinpW a r  
St&. C a d ! .  Perlphsei, end CDrmfd Inlmmtbn 
Agiodate Prpfeucr olMedtdne 
DepertmsrrlolC~K&MWU~UMdIdm 
adend ~tlnlcFoundatloo 
CtewlPnd. OH 44 195 USA 
OfficaZ1544MWZ 
FAXr 2t6-4458531 



K20)Thc Caplbl
w* M: 2051n s j 7  
Fax: 202 225-4186 

Dear Congrelsmmran: 

I undartand lhal h,Subcommitlee COWS, IbC hltr~ne(md ~~~~~ hOpUly of 
the J u d i i  Commmeo oftbc H o w  of Rcprcm(sh'vuu coosi&:riq a bill, HR 5120, 
relating to thc pdan r u l d o n  pmvlsionr of !be Haob-WKUDQ law. 1am an 
l~avcrrlionalcardjologla pmticing at Thc UCLA Mcdisal Ccstc.nod lkW t w  Loa 
Angclu Vderm Adminimstion Medical Ceoter. I m&agcInthe :li~cnlCM of 
p t i m t r  with urdiovasculsrd i m  aswell st in cilnical rcswcb ~elalcdto k is  complcx 
miunique goup of patier&. 

1amwriting in of HR 5120befaure I mdcrsrandbat, if i t  pas- the 
mlmagdmt&ng An&max may bmme eligible for p a 2 a  krm -tion. This 
would dlow fm f&a invcstmancfo clinicaldovelcpn& 1wo .\ngiomla Md haw 
been Involved in lhe study of Andomon in acuhsarscardiwasculu p?occdwca. 
y o m a r  b an i r n p o r ~ ~ l I m a p ~that pmvida safe wd s M w e  uriicosgu)mion in 
mcervamiod pmctdumPwith lessblseding lbaDotba lrcatmenb. Thme sdnulagu 
dm rprommiy by rcQclneb l d n g  sod providingrlngls drug tlerapy v e r w  

-

mmbintion dmg Iharapy. 

Pamn (am- d o  for Angiomw B impoma! bDcPrrcmlimhlanclrpcriaxc 
~ ~ g c s l r ( h a ~ ~ o ~ ~ b a ~ i n ~ c n ( i n g d & t i o p s r o k o b ; ( m o r c s t u d i s r  
am raedcd. u tbs ~ t i o o ' snwnbm oneuarse of dkbUity ad lhbd losding cnws 
of h l h .  Ova 700,000 Amencam nr8u r b k a  ucb ycu-one cbcry 45 caonds; ova 
165,000die Mdmany W s more uc diaaNcd Tor life UIJm ma(cly. Om blood 
Ihirdqand dol-busting sgenls now mdlsbls u,bedl Loks pntkaL1em caws 
dangeran side e f f a u ,  including intlauudal blads (M wpr seen #, vivldlv with h s l i  
PI'& Mmirco Sharon). ~ n p i & amy ba useful in !inpcvmtioo and &men1 of 
clrvkn wilb f e w  side cKec(s. Bul Ib. vwy corUymdlimo-wnaunlng clinical h i a h  
mddto explae his  pomishq new we want k ltaabls ~ l mI U ~ Iterm mtomtioo 
rmdn thc HatchWumm A u  is avaUablc lo chr drug'srkvclopcr 



I t i r v i t n l t h s l H R S 1 2 0 b s d ~ O a l r c n a r c b i o s b o k o ~ ~ ~ e o t o ~ ( h s  
wdhdoawio~hcbaotmsotQd~ionofUltrdebi~ndisato.Ism 
& a i ~ eibd iuw UL) ma&furtbm-wi& you a~yourcoovraiuu~. 

Tp: 

Aaoei&RofbsmU;llrmitydWmnisLcrAngelu
Diedm lhid~mCamderirstionLaborsloryQmluLor Aogcla f A Medical Caolar 
Aosir(m( D k k w  Nuclw CudiologyOrato Lor AngsksVA Mcdioal Ccnla 



September 13.2W6 

l h e  Hor~rablc:F. Jamcr Scnscnbrcmcr, Jr. 
Chairman. Comminee on the Judiciary 
U.S. House of Representatives 
2138 Raybum House Office Building 
Washingron. DC 2051 S 

The Honorable John Conyers, Jr. 
Rnnking Mcmbcr, Committee on the Judiciary 
2426 Raybum Building 
Washington. DC 20515 

Dear C h i n n n  Senscnbrenncr and Ranking Member Cimycn. 

On behalf ofrhc 800.000 nrmben of Frecdom\\'orks. I am writing to urge your support for 
H.R. 5120,a bill that would address a concern that has arisen in patent law and provide an 
environment that facilitates illnovationand continued dcvclopm;nt of products that are bcneficial to 
potentially millions of Americans. FrccdonlWorks has e long history of involvcment with issues 
arising from the drug approval pmccu, promotingpolic:cs that eliminate unnecessary dclarj that 
limit consumer access to important new thcrapica. In addition, FrccdomWorks believes that at 
times thc patcnt process m y  bc abused and gcncrics prcvidc an important sourcc of competition 
that generates substantial bcncfiu to consumcrs. This legislation,howcvcr, is not an abuse of thc 
system; it is an adjusmcnt to thc process that will ensun: continued research and dcvclopment. This 
issue also highlights thc burden impowd by the drug apl~rovalproccss and I would urge C o n p r s  to 
also considcr reforms in this tutaa wcll lo ensure Amelicons have thc afccss to the best carc 
possible. 

Bricfly. H.R. 5 120 would grant the U.S. Patent C'fice Ihe discretion to consider an 
applicat.on for patent t e n  renomi on that vn!ntcntionnlty has been filed late, but w ~ t h ~ nfive days 
olthe expiration of the 604ay fillnp. mod cslat.l~shcdIn the Hatch-WaxmanAct (scc 35 U.S.C. 
Section i5qd)(l). The U.S.~ateni0lTiwhas the disclrtion to accept late-filtd submissions in a 
variety of'patent and trademark proceedings, but it doc3 ~ o tin instancesof patent term rcstoration 
filings. H.R. 5120 would w m c t  this anomi\iy. 

Under the Hatch-Waxman Act, patent term rcsto~ationis an induccment for innovators and 
firms to undcnake risky, timc-consuminp, and costly dmg dcvclopment and the FDA approval 
processes. Without patent term rcstoration, incentives Tc.r drug innovationare diminished and 
consumcrs would bcnr the cons as fcwer rcsourccs arc d,:votcd to important lifesaving drug 
therapics. 

As an cxamplc. the Medicines Company railed lo receive patent restoration bccausc its filing 
uas unintentionally filed one day late. The finwas in thc proccss ofconducting important 
additional r e~ i l r chon Angiomax. a drug initially approved as s blood thinning agent. New 
research, however, suggests that Angiomax may be beneficial for use in the prevention and 
treatment of stroke, which is the leading cause oldisability and third leading cause of death in thc 

t I775 Rner)imlr An. .  NW,tla F h  ~'warhlhgmn.DC 1WO( f pH: mL7ll.llm ++ &h..dwaam.orp -



United States. Unfortunately, without patent restoration, the ability to conduct the additional 
research and commit to the costly approval process are eliminated, leaving consumers with fewer 
choices for critical health carc decisions. 

Unlike other m a s  of patent law. Ihe inflcriblc filing deadline is clearly draconian. 7hc  
Hatch-Wuxmeh act orovides incentives lo invest in !he costlv and timc-consumina drug a~uroval- - .. 
proccss, yet the inflexibility built into the current law w~denroy those incentives and have a 
d:sproprtionale impact o n  the process, and reduce oppluni t ies  for innovation. H.R. 5120 brings 
h i s  application of patent law more in line with the bmnder process for patent and trademark 
proceedings. Ciiven the importance of imovatior~in Ihc field of health care, and the potential 
impact on  the lives of  Americans. I urge you lo support this i m p n a n t  legislation. 

Sincerely. 

klan Kibbe 
President and CEO 
Freedomworks 

6 : :  Subcommitlce on Courts, the Inlemrt, ankl Inallcclual Property 
Hon. Lamar S. Smilh, Chairman Hon. Howard L. Berman. Ranking Member 

. Hon. Henry I .  Hyde Hon. Rick Houchcr 
Hon. Elton Gallegly Hon. Zoe Lofgren 
Hon. Bob Coodlane Hon. Maxine Watcm 
Hon. William L. Jenkins Hon. Monirt T. Meehan 
Hon. Spencer Bachus Hon. Roben Wexler 
Hon Robert D. lnglis Hon. Anthony D. Weiner 
Hon. Ric Kcllcr Hon. Adam B. Schiff 
Hun Darrell E. lssa Hon. Linda T. S b c h n  
Hon. Chris Cannon 
Hun. Mike Pence 
Hun. I. Randy Forbes 



PmscrvingYuurRclirenlent. Securing Your Benefits.-
September 13.2008 

The Honorable F. James Sensenbrenner 
Chairman 
House Comminee on me Judiciary 
2138 RaybumHouse Office Building 
Washington. D.C. 20515 

Dear ChairmanSensenbrenner. 

On behalfof the almost 400,000 senior dtirens representedby RetireSsfe.I am writing 
to inform you of our support of H.R. 5120. legislationthat would correct a troubling 
anomaly in me patent law that can hinder 1nnovati3nand stymie life-savingresearch. 
Currently. h e  HatchWaxman Act allows the owner of a tirug patent to obtaln time 
restored to its patent to make up for lime loslwhilt?awalbng FDA approval. H.R. 5120 
would ~ermitthe Patentand Trademah OHice to acce~tan awlicalion within Rve days 
01the deadline if the PTO determines me [ding de ay wa:, un~nienbonal. 

RetireSafeurges the house Judlclary Cornm~neo:o sbppfl thls rnucn reedea , 

les~slal~onthat can benefit millions of seriously 111 patenls It's unfortunate. but wnen 
y&rs of patent protectionon a drug are forfeiied Fue to 6 minor clericalerror. the 
benefits of further researchand developmentof ultical dwgs is often lost. Ironically 
there are more than 30 oatent laws and reuulations on the books aivina the PTO the 
discretion to accept minor application err& and late filiry~s.but not uniJer Hatch-
Waxman. We believe such riaid rules undermine :he intent and basic purposes of the 
patent law. 

Furthermore.lhere are absolutelv no downsides fixingthis orobiem. The bill would 
not upset the balance of ~atch-waxman;it would simp$ avoid a premature cutoff of 
earned patent rights due to minor d e r i ~ lerror. Generic nanufactureswiil also still 
have the same right they now enjoy to file an application to bring out a new drug, and 
this right would still be keyedto the date FDA appoves b e  patent ownef s drug use. 

For instance,take the case of the drug Anpiomax, made hv a small drug comvanv, 
which had earned me rtgnt to patent rkstoiat~onb ~ tm~sspdme deidllne by &no 
day Researcntnlo promlslng new appllcauonsof Anglornax for cardlac and stroke 
patlents-applcallons whlcnare cnbcal to older AtnenCaois - wll be cut shod 11thos 
leglslatlons not passed If Anglomax loses 11spatent protectmn prematurely. thts 
critical research oowrtunitvwill be lost enUrek as 11wiil nsver beconducted-bvaeneric 
manufacturers. he end r;sult will meanthat i 3  rr l i l l i i  Pmencans including 
millions of seniorswith coronarv arlerv disease win never benefit from this wtentiallv- .  
life-savingdwg. 

Angiomax is just one example of a drug thal has faced this filing deadline issue. Two 



other companies have missed the Hatch-Waxmanfiling deadline by one day and others 
will doubtless make minor filing errors in Me future. Cardiac and stroke patientswlll 
clearty benefit tom this ~IIIHR 5120 1s good p ~ tt~cpo~~cytnat W~II nelp save lives ana 
prowde a better quat~tyof I.fe for senousty 111 pallell&. and 11snould be enacted 

In short, H.R. 5120does not give anything lo pateit owners that the Hatch-Waxmanlaw 
dW not intendto give them and does not take anything away from the generic 
manufacturesthat the Hatch-Waxmanlaw Intended to provide. It merelygives PTO the 
discretion to considerwhether or not to aaept an application for patent t e n  restoration 
after hearing all the facts. 

Iurae vw and vour committee to su~portH.R. 5120 and help millions of seniors in this 
couil& who are wnentiy suWenng & at risk for aronav artery dlsease and need 
innovative life-savingmedications. It is mv hope vw will apree lnat H R 5120 is good 
public policy with ariovemding public heaith bene'tit. 

-

Sinmrely. 

~ l J U U W W &  
Michelle Plasari 
Retiresafe 



Chairman F.Juncs Scnunbrenncr. Jr 
HYYKJudiciary COmmillSc 
2138 Raybum H o w  Ofice Building 
Washinglon. DC 20515 

Congrcrmun John Conycn. Jr. 
Ranking Mcmba 
Houx  Judisirrv Commitlsc 
2138 Rayburn~ouscOlficc'Bu~lding 
Washington.DC 20515 

Dear Congressman Smscnbrcnncr and CongressmanConycn: 

Onbehalf o f  the CcnYr for Individual F&nl avid iu more than 250,WO supponcn plld 
activisu mtionaide. Ir m  wrilina lo urae vou lo suown H.R. 5110. This bi l l  nanu the Parent- - .  .. 
ma Traoe Ofiica D l r ~ t o rLhc dvrcl8on. xbcrc fall and .dpproplrtc, w amp1 rllghlly ovcrdue 
palml.tcm, rcloratloa appl1cal8oruwdul the Hllch.Warmm law 

Undcr c m n t  law, nn application unintentionally filed c w n  oneday lstc rnwr bc denid 
- the D i m m  posrusrs absolulcly no discrrtio~~whatsawer. Swh a rigidcammnnd c r a w  
unfair outcorncs. snd arbitrarily jcop~rdizue ~ r m o u r l ynluable propmy righu. 

h g b o u l  othcr realm o f  business, kpl,ad l r n o m l  likcquiublc grace pi& 
mist For eumpk,ather feded agcnckr such uUu h c r n r l  R ~ c r m cb i c e  pu-
discmion lo  acrrpt slightly overdue submirriom. l l n a i  the "Tar Man" can havc Ihean the 
Patcnt and Tradcmarlr M f i c c  should alw, bc al lowd r im Lr diwrclion 

I t  is .Lo i m w l m t  tonut H.R. 5110 into armeoivc: the batwm linc b lhal a com~snv. . . . 
dwuld WI havc to pay tbe pnce of rn~lllonsor clcn b l l l ~PJ of do lulm revcnvr duc w a sunpls 
Yld untnlmllonnl c lencl  cnw Companlu I n t n l  bllllum oldollars m product rcsrarchm d  
devclopmn(. and m u p i n g  thosc invcrtmcnu lhmugh patcnl pmlcction is whal allows our 
imovstive economy lo hik. 

Moreover. othcr man1laws nnd rceulaliaru .Ilo.u the Palcnl md Trade Officodiarction 
lo urusc m!nw rnslrkn *ucn u 61mp JoCumrnu or rmk~nppayments Thus lhr Funmt Hatch. 
W a r m 1  dwdlnnc pmn5lon 1'& a~ an ammaly Dy proublung any ope ordlanl lon In ouz 
viuw, this anomaly should k fixed. and H.R.5120 docsjust thal 

I fan  individual unintcnliomlty pays Ih!r mongge paymcntone day late, docs the bonk 
reizc rhclr hum,? No, lrproperry l u c s  u c  paid o m  day IdlL.duc to Ib3nL disburwmcnt cmr .  



dues h c  government automadcally xhc y o u  p r o p q ?  Obviwsly nol. Should a dircrenl 
standard apply lo  a company whonc v o y  oxirmcs depedr upon a palcnl ha1 h e y  hold? 

Oppacnu of his ralaonal Irpulal~onculm lho~11 would swoebou benefit one ppnaeular 
cvrnpa.v. but that 1s IncomcL R a h r ,  MYconpany Ulal can pmuc 01.1 181 sl~ghtdelay Wac 
uninki ional  would bc vcarsd more fairly. This is aimply good public policy 

Indeed, the only benefuiuia of prpcNating de ~ l r r r n trcguktionr arc g&c 
companieswho sand lo  gain an unfair windfall by poun:ln$ whcnevcr a p l c n l  owner 
arcidcnmlly fi lm a few days late. Papcaaling such inaluilablc windfalls for g d c  comrMics 
is an inappropriate public policy PCIUII.Mainmining lhe HarcbWaxapn mandate ar ia will I u d  
lo h e  further lossof highly vahablc p e n t  ri&a for no good rcaron lo  m n m l  Baing il 
hrovgh H.R. 1120 wi l l  help all innavarorr, bolh p r e m l  d fum. 

Funhcr. H.K. 5120 docs no1give h e  pawn1holder a "cane blanche, no querlions asYW 
gracc I t  does r m  sllow for icdcfinie wknb, no.& ilimply continued prolcclioru dur 
& intckional ncgligcncc. Qathcr,i t  sllows a l iveday pee pcriod for a p l m l  nswrnlion filing 
l b a  I I n i n l c I I l i ~ ~ l l ydelayed. Five dap. 

Finally. Congress mulincly revisits nsrutcs in  ozdcr m fn loopholesand anoznalics. Very 
simply. +:lakc. happn. os docs Ihr law o f  uninlcndd . .emqucscr.  I n  ths srss of  Hach-
W-axma, allowing a rimplc livs-day grace period will n l  undnmine or compmmire Ihs growlh 
ot lhc gcnnks maIkr1in  the Unitcd S w s .  Rr.Ihcr. H.R 5\20 will macly align patcnl 
rcrlorati~nfiling NICEwilhlhc olherdirercrions enjoyed by h e  Palm1 8ndTndernark Oflice 

r\ccord~?blyInr Ccnlcl for lnd#v~duslFrudoln urgeo )w and all mcmbcr~01 h c  
l u d ~ c r mConnmlccs 81, pass I 4  R 5120. allounng XIFull Iohs~derouooby he  U S H o u c  of 
Rcprescnlat~vcr iamcss and rquq j rmat~dr11, and sc utll monllor r n c n k s  v o a t  on ha$ 
crilical rnaucr and communicale hem lo ow c0IISli~enci. 

Thad you very much for your lime nnd cons~dcration. 

Sincerely. 

Ttmothy H. k.Esq. 
Director o f  Lcnal and Public Affairs 

CC: lkHonanbls Lumr S. Smllb 
ThcHonorrblc Hcny J. Hyds 
The Honmbk Elton Callcgfy 
TheHonombk W Goodbnc 
TlrHonmble W i l l h  L. I d i m  
TheH-Mc Spew" Bxhw 
TheHaonblc Bob Inglis 
Shc Hmmbk Ric Kcl ln 
Thc Homnbk hmll Im 
'n* l l o ~ n b l eChris Cumon 
lhc Honorable Itowed L. B m n  

lk Homabk Mole P-
lltc Hmmble Randy Forbm 
The Ilmonblc RILL Baueho 

lkHomnbk ~ u i n s b c ~  
Tlr Hmorabk M q  M ~ < h . n  
lkHa-bk mI.wukr  
Thc Honorable Anlhooy D.Wcincr 
The Hmonblc A h S h i l l  
The Homrabk Llnh T. Snmhrz 
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LETTERFROM LAWRENCE G O F F N E Y  

LawrenceJ. Goffney 
I t0 \VHcrford Place 

Alnandrh, VA IUICY160 

7he Honorable Lamar Smith. Chairman 
fir tfonorable Howard Bcrman, Ranking Member 

Subcommina on Couru. Thc Intmct, and lntclleclual Property 
Co~nminccon the Judiciary 
House of  Rcprcscntativc.s 
Washington, D.C. 20513 

Dear Mr. Chaimw and Mr.Bcrman, 

My  name is Lawrc- I. Cofmcy, Jr.. perhaps Iam better known as "Larry GofEney." I 
am a fcmncr Acting Dcputy Assistant Ssrclary of Commcrce and Deputy Commissioncr of 
Palenu and Trademarks and a Cormcr Assistanl Commissioncr for Patents (now known as the 
"Cc~mmissioncro f  Patents") with thc United Slates Patmt and Trademark Ofice (the "PTO). 
In conncdion with thc hearing that you an holding tomorrow on H.R. S 120. i t  has wmc lo my 
nncntion that thcrc arc a numbcr ofissucs thal wulrrant clarification with rcspcct to this 
legislalion. 

Simply put, H.R. 5120 is perfectly consistrnt with both thc Hatch-Waxman syslrrn and 
the gcncral authority to skcusc unintentional crrun in parent practice. 

T h e  bill would provide the Director with the authority to c x c u ~a late liling under 35 
U.S.C. 6 156 caused by an unintentional error. This aulhority, howcvcr, is limitcd lo  filings 
rvitllin a very shon period o f  five days after the original due datc that arc accompanied with a 
petallon cxpiainlng lo  !he ~ i r c c t o r ' s ~ ~ l i r f a c t ~ o nth; uninlmlional m o r  The shon w~ndowfor 
forgi,cnns in t k  bi l l  cnsurcs that cnors that wuld bc comclcd by th~sauthority wall In no way 
disrupt the handling ofpatcnt term cxtcnsion applicalions within the F'TO. lndced. vinually no 
fornlal or subnanlivc rcvicw wil l  havc occurred within the FTO within five days ofthc original 
dcadline for filing o f  a 9 156 application. 

'rhc provsswnoTa 5-day grace pcnod lo  Jddrcss an unantcnlionallalc filanp will not 
aflc:L in any manner. Ihc dccislon-dnng process that 2cIICric firms follow regard in^ filang o i  
Abbr~vintcdNew Drug Applications ~ANDA'?.  tho &kcling of gcncric druy. or thc in ih t ion 
ofpatcnt challenges undcr tho Hatch-Wman qsam.  Simply put, the dntc on which an 
aoolicarion for patent lenn rcsloration is filed has no relevance lo the decisions madc bv the 
generic company as lo whclher lo  mnrkcl a gcncric drug. Rather, thox docisionsarc bawd on 
factors such as the sizc of the market of a pioneer drug. thc slrcngth or covcragr of a patent, and 



Ihc business risks thc gomric ~nanufacturnis willin8 to undcmkc in sccking early markclingo l  
a generic copy of adrug product. 

In oddition. the prccsdenr for an "uninlenrional errof' standard lor 5 156 applications in 
the rcR of thc palent syrtern is overwhelming. Few findeadlines arc present in the palcnl larvs; 
insead thc PTO has b ~ ngmnld the discrction to extenddcadlincs that would affect subslanti\c 
riehls in a number olcircumstmccs. The naency is cxtrcmcly familiar with the "unintentional 
c&r"slandard k i n g  propOscd In H.K. 5126 lnbeelr. lhts IS [he nandud rnorl commonly urcd 
by the P I 0  In dctcrn~lnlngwhclhcr lo ncccpllnlc lillng, under other statulon probisions. Therc 
is lhus little bms  for conclud~~~gIh.1 t1 .R .  5110 IS ~ncons~nmtwith or momalouslo Ihr palcnl 
lans or lhal the "u~!~nlmlionalcnor" IS not an onjtilsrc aandnrdthat will provc d~mcullfor the 
PTO to apply. 

Finally. lhcrc is considrrabfcpreccdcnt Ibr hnving paunl legislationapply lo issued 
patwts nnd pending npplicaliunsrathcr than hnvingonly a prosprclivccRccl. Most patcnl 
legislation that Congrcss has p n s d  in the lasl twenty ).canhas applicd qt l a 1in pan to 
pendingapplicationsor existing ptcnls. 

I.The Pmen l  Slatutory Seberne Conlemplsta Delays Greater 'Than 60 Days in Ibe 
Piling o l a  Complctnl Patent Ttnn Hutoration Request 

Tlx PTO hm cxerclse4 its rulc-making aulhuriry lo pmridc that an applicalion Tor palcnl 
rcml catcnsion mua includc II. clcmcolr. 37 C F H.5 1.74Wa). Nolwithstand~ngthis cxcniw' 
o f  its mlc-rnnkinr aurhorjlv. thc PTO has furthcr cxcrcised i irut-makinn au1ho;ilv lo orovidc. . 
thal an application containinglcss Ban all of thc requird IS elements will bc ucatcdas timcly 
filed i f  it ~rovidescertain ofthe rcauirodinfonation. These slcmcnts rouahlv wrrcs~ondm 
lh0.s~s&if id in 35 U.S.C. $ 156(d)(l). I fBat informationis provided. [Kc palentee'has Iwo 
monlh--olus the additional lime nvailableuwnthc wmcn t  of surchamcs oursuant lo lhc 
110's us;nl pmttic-to provldc the missing or incdmb~ctcclcmcnts ofihc'applicalion. 37 
C.F.R. 5 1.741(b). 

Arguments 1h;ltthc five day grace periodthnf would bc providedby H.R. 5120 will 
disrupt h e  orderly processing of 5 156 applications,or will causc other unprccedcntd 
disruolions. irnorc both the cxistine authorilv tocorrcct i n f o m l  errors ahcadv in the svslem. 
nndthc br&& npcricnce under PiDpracice. H.R.1120would pmvidc n &ce per& o f5  
days (and would afford lhc IT030 days lo  dctcrminc whcther rhc oatentee is entitled to thc 
grt&'pcriod). This period is signififanlly shorter than the period a i d y  alloltcd for initial 
review o f  6156 amlications. F a  cxamolc. the nmcrn already waemolatcs a oolcnlial delay in 
procasingof twbhonths. plus the additional t i rk  available &on Be bt3ymeniofa surcharge. 
bcforc thc rcqucst for orlcnt term cxmnsion will bc subslnntivcly proccrsd. Morrovcr. 37 
C.P.R. 5 1.74 I(b)'s us; o f w o  months lo establish Ule lime w i i i n  which the applicationmust be 
compklcd underscolrsBat a diffcrcncc o f  a fcw days is inwnwqucntial to the process. Fw 
c ~ & ~ l c .~Tthctw~mon lhpcriod .ncludn k c r n b i r  and lanu&. 62 days arc bffordd ~c 
palema. If, on lhc olhn hand, the mo-month Mod IS medrurcdby Janusr) and Fcbruary Bc 
menlrc is afTorJtd 58 days in thc normnl vuu bul59 &vs in a lcao vcnr. Indccd. it is likelv that. . 
krhing morc than initial &ccssing by th;IT0 mailroolk will have occurredwiBin 5 day; or 
thc *day nalutorydcadlinc providcdby 35 U.S.C.1156. 



2. Determining Ihc Amounl of Patent Term Ratomtion b a Lengthy P rwas  

Similarly, introducing a 5-day gracc pcriod will not lcngthen tlte timc illakcs to processa 
m u s n  for patent t e n  rmoration. That is because, althoughthe Sccrclnry ofthc CkpMment of 
~&cdrurc'(for cemin velcrinnry crugs) or the Sccmlar) o l ~ c a l l hand Human Servlccs(in Ihc 
casc of human drugs) mun hc asked lo calcullte thc applicable"rcyulalory rcv~cwpcnod" withtn 
60 days of reccivi& thc nppliwtion. lhcrc is no set pcriodwithin ~ ih ichIhat calculalionmust be 
madc. 

Rcscarch into the avcraec time it lakes lo  m&c thal calculation reveals the cnlculalion 
pcr id  ir far longer than the fixid t h c  pcncds spccificd in thew rcguladoru. For cwnplc, a 
rcvicu of all ofthc a\'3lla~lCrcquuls for palcnl lcrm cxtcnsion fikd bclwffn 1996and ZOO5 
reveals Ihslthc average timc takcn by thc SccrrtaryofHcalthand Human Srrvicc to nahe a 
dctcrminationuns 1121 dayj3.08 rn In cmtcxt. lhc S4ay enw pcriod provided by H R 
5120 ir0.44%of that ~ h o s ~ ~ h o p o i n lto tho dcadlinc;f& subiqucni 
frequently omit thc fact that by far Ihc larger1amount of lime consumed in thal pmccss is thc 
period &cn by thc SccrctaryofHcallhand Human Smicss to make its dctcrminalion. 

3. The Dsle n f  Pilint af A Request for PatentTerm Rerlorntian it Irrclevanl to  
Gencria. 

Suggostio~~sthat thc rhely  filing of a $ 156 application somehow faclon into Ihe 
dccisica-makingpmccss o l n  guncrlc drug mJnuiacturcr arc dtringcnuou<. l 'hr only dates 
having ~y imponancc to third pmics, such as gcncrics, arc lhc datcs o f  FDA approval oitltc 
dru!: (imm which the limc to file a paragraph 4 cenificalion undcr Hatch-Waxman is compulcd) 
or the (daleon which the mtcnl (including any rcstorcd term) cx~ircs. In facL unul rcccnllv. . - .  , . 
rhcre was vinunlly no information mado available to lhe public about these filings. A person 
wishins IO dctcrmine i f a  b 156 av~licationhas k e n  fildat hat dale had to travcl to a small 
filing r k r n  at the O f i c r  o-f~atcn' l '~c~alAdrnont,uatm a1 Ihc PTO and hand search lhc papcr 
rccord. Today. tnlbrmnl~onon palcnt tcrm cxlensiol~8pplts~l1onsis sloll onl) sporadtwlly 
ab~~lahlethmvrn the PrO'o Potent ?\~nl*ill#cnInSorrnalion Rctnc\at rbuc$n The lack ufroadv 
access to thc in'iormation is hardly su;irising in light ofthc fact that thdmrrc filing ofa 8 I56 ' 
applicalionhas no significance. 

4. Crnnting ThePTOTbc Diseretlun To Accept A l a te  Extenrioa Filiri~Would 
Align The Prlcnt Term Extension Procur With Other Patent Dcndlines 

One of lhc orhcr main clarifications to makc about H.R. 5 120 is that it conccu an 
ano~nalyin the palent law. It  has been noted by somc ofthc opponrnu ofthc bill Ihat ccnain 
provisions ofthe Patent Act ~d Ihc Ha1c.h-Waxman Act includcdewilims lhal arc not flexible. 
Con* to lhcx suggcnions. thc norm is flcxibility. not punilivc inflexibility. 

Thc fcw fixcd dcndlincs that cxist in  tho Paten1Acl m directed almost cxclu~ivclvto a 
pumn'sdccision lo  purmc patent protccllonor frun obligatims the Un~rcdStatcs har u'dcr 
trearicr. When i t  m c s  to granting nn invcnlor Ihc right lo exclud?the publtc from an iovcntion 
M thc right lo claim an cvcn broader i nvcn th  than what was clnimcd m his original patent, the 
pnrcnl laws rcquiru prvrnpt action. Slalulcs such as 35 U.S.C. I IO2(b)and 35 U S.C. 8 25 1 



forcc thc prospt ivc  patcntcc to file a pnlcnl w ae amcndmcnl too patcnt within a spccific time 
rratnc to avoid upsctting senlcd c~pcctalionsof  thc public, who had acccv to the invcntion for 
over a vear hcforc the aorrlicatiun claiminn thc invcntion was filcd. in the c w  of35 U.S.C. 6 
102(b). or hnd acccv to a pa:cnl limlllng me mpc of its clalmc for nvo ycus. in thc casc o f  35 
L1.S.C. 6 251. Thc valcnl laws arc thcrcfore ~rotcctivcofthe publrc when i~lformationIS bcins 
r tmovA Rom lhc public domain. 

T ~ Kpalcnt term cxtcnsion provision o f  35 U.S.C. 5 156 is not analogouslo  statulcs that 
increw the scope ofthc patcnt owned by M inventor. 'lhcrc is nu ncw intcllccmal knowledge 
that is removed from the public or called into question w h a  n potent applicant filcs for an 
cxtcnsion. Innead. the term of the paten1increases in order to compcnsotc the patcntce for the 
delay i t  experiencedduring the FDA approval process. Congress approvedthis incrcasc in the 
p b n t  Lerm ss part ofthc Hatch-Waxman Act in 1984; i t  thus hns slrcedy dccidsd that thc 
cxtcnsion is worth the wst to thc public. 

O m a patent application has bccn filed. lhe Patent Act provides for extraordinary 
llexibility in the pnaccution and admininration ofthc pntent. As notcd by lhc PfO in its lcmr  
datcd Aunusl 30. 2006. the PI'Ocuncntly has dircrrtionan authoritv in a "numbcr ofsitunlions" 
to scccpt~tc.0ledsubmissions. This diicrclion crands to thc ab~l~fytoconcctpatmi term 
cxtvn>ionsvvli:ouons. as discussed abovc. 37 C.F.R. 6 1.74 Itbl. rcvlvc abandoned a~plical~ons. 
37 C F I<.$ i.137: pay rcquircd maintc~~anccfee. 35 uS.C I )  41. and claim thc tcn;itl o l  
carlier forcign filing o,praoriiy dacs, 35 L.S.C. 5 119@)(2). 35 U.S.C 5 I20 Kcscmchha5 
shown that lhcrc a1 lcast Lhirly cxamplcso f  such flexibility in Ihc patent luws and rcyulationr. 
mo\l o l  whtch could othewsc result in the loss o f  substantive tights duc 10 an uniwcnl~onrl 
encr. 

With r e s ~ ~ c lto thc Hatch-WsxrnanAct. thc cunrosucnce for failine lo  fils I I  oven1tcrm 
rxsnsion wilh 80 days is orders of msgnit,de morc harshihan d c  penalti& incunci by mis ing 
~ h cothrr fixed deadlines in lhc Act. Fur example. Scction 5U5&)(2) rrqutrcs thc pdcntcc to filr 
a ~ a ~ v n r ~ lagai~~stan ANDA applicant ~ ~ t h l n45 days ofrccciving noltrc thnt thc appl~cet~onh - 5  

knl filcd. Thcconscqucnce Tor missing that dwdlsnc 13 not to cl~mandtcIhc right la sue. 
however. Instead, the btent: is not 6&tcd an automatic 30-month stay of approval of lhc 
ANUA that challenges thc patent. The Lou of the 30-month nay does not forcclosc thc ability of 
Ihc oatentec lo  sue Ihc ecneric manufactureror enioin i Umarketine ofthc eeneric ~roducl. " " . 
~ i n i l a r l ~ .while the ANDAapplicant has 20 dayi'to give noticc to thc patcnt holdcr, hem arc no 
vrescriM conscaucnccs ifthis deadline i s  not met. The other ~rovisionof the Hatch-Walrman 
Act that has bren~idcn!~ficd-thc 180-daygcncric c~clusnity$r(od granted to lhc l i ra ANDA 
f i lc~to lncludc a valcnt chnllcnyc-is morc a l l y  tcnncd a "race lo  the FDA" lhan aocadline. 
Indeed, thc railuri ofan ~ ~ ~ A f i l c rlo  fils ~ S A N D Awith a p l c n l  challenge on lhc fim day 
possiblc does not automatically lead lo en inabiliNof that tiler w rcccivc 180-dny cxclusivity. 
lnstcad, cxclusivity rcmains o possibility as long sr Ulere is noeul icr filer. cornbaring a race to 
win eaclusiviiylo a loss of an earned patent tcrm restoralion period ancrnplr to comparc apples 
and oranges. 



5. The PTO Is Familiar Wilh  Tbc Standard Uscd I n  H.H. 5120. 

m e  PTU IS not only l i m ~ l ~ a rwith havin2 discraion to accept lalc-filcd submissions, i t  is 
also Camilia with the standard that H.R 5120 asks them to apply: uninrcntional delay. Contrnry 
to concerns mired hy sunlc contmenralon, uninrentional dclay has a well-dcfined r n w i n g  
within the PTO. According tu our rescarch. lhc unintentionalerror standard is Ihc most common 
na~~darduscdhy thc FTOlo  dclerminc whclhcr to excuse a Intc filing. Tne standard is w d  by 
lhc PTO Tor exumplc to dclerminc whether lo revive an abandoned patenL 37 C.F.R. 5 1.137(b); 
rcvlvc o patcnl th31 has clpircd m u r e  o l d  l ~ l l u relo  pay meinlcna~~ccIres. 35 U s.C 5 4l(c); 
filc lard) rcsponcn 17wcxaminatmn pmcccd~ngs.37 C.I: K B 1.550 and 5 1958.  umong othm. 
Ihc lc rm "un~nlcnt~onaldclay'has cvcn k c n  delined In Ihc MPEP, which i, the suthoril). for 
hanJllr1g opplicaliuns for palclbls~ 4 t hn Ihc Pl'O Thc MPEP dcfin~l~ons lhal s ~ c ha delay is 
onclhu;~, nut thc rcrull i ~ a"dcl~beraiel)chown coursc olacliun on lhc pan o l lhc  applicant '' 
h1.P E r 9 71 I 01(~ )  Will) all such nmdards. ihc agcncy has amplc chpcricncc rn cvaluallng 
the merits o f  thc cnsc k f o r c  it und applying thc appropriatc standard. 

6. The PTO la Famlllar Wilh The Standard Used l o  H.R. 5120. 

H.R.5120 has also bm,qucstioncdbscausc it opplics nu1only to prospcctivc 
npplications. but also to applications that arc currenlly wnding. This is common practice in 
p icnt  Irgrsktion, however-4ongresr mul~nrlypcrmli  pntcntnoldcrr n ld  p a h i  applicatrons 
to oke ndvantagrqof the bcnclits gmtcd  by new Icg~slllion.Rcscarchhas shown that ncarly 
cvcv hi l l  urncnding Ihc pdlcnl starulc h s  applicd to pcndlngapplicntionsand pending palcuts i n  
sr I r m  somc rcspecu. This includes provisions in the Cwpcralivc Rescrrchandl'cchnology 
Enh,nccmcnl Act ('CREATI:") (Puh L 108451): lhc Arnerlcan lnvcnlon Protcclian ~ c t  
("AIPA") o l  1999 (Prrb. 1.. 106-113): Bimcchnology Proccss Patcnr ArnrnJmcnts Acl (Pub L. 
10441), and Ihc Umgua) Round Agrccmcnls Act ("UIWA'? (Pub L 101465) 



Lawrence J. Coffney, Jr. hns, sincc January 2000, co~u l t cdon intellectual prupcn). 
and xwcs as an expen ~vitncsson patcnl issues. including proceedings before the United Slates 
Patrnt and l'radomark Office. Since January 2000, he has tcnilicd in court or by deposition in 
over 50 cases, many involving AMlA  litigation. I l c  is regidcrcd to prncticc k fme  the U.S. 
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From 1996 until 1998, prior to joining Akin. Gump. Mr. Goffncy w s  the Aaing Dcputy 
Assistant Secretary o f  Cammcrce and Deputy Commissioner o f  Patentsand Trndcmarks at the 
USITO, a positionlo which he had k e n  dcsignattd by thcSccretar9 of Commcrcc. 

In 1994, hc had been appointed by the Prssidcnl and confirmed by Ihe Senate lo Ihe 
position o f  Asislnnl Commiuioncr for Patents, in which capacity he rnn the entire I1.S. official 
pntcnt process (he "Palmt Olficc") from applicstion w issue. In this capacily, and later as 
Depury Commissioner, hr uncndcd 'rrilalcnil Matingr ollicinls 

Prior lo cnlcring governmenl service 13 a senior orticial in January. 1994, hlr. Coffney 
was a pnnncr in thc Michigan bnscd law firm of Dykema Gosscn. From 1974 until 1989. hc wns 
n Irw profcswr on the hcullics o f  (he University of Texas and the Univmiry of Delmil, a 
visilinl: pmfcssor at the University of W i w ~ i nand a Haward Fellow in Law nnd the 
Hurnnnitics. 

Mr. Goffnc). received a B.S. with honors in 1970 fmm Oakland Univcrsity. Hc allended 
Canlegic lnslilute of'f'cchnology (now Carncgic-Mcllon Univcrsity). He received a 1.D. in 1974 
from lhc Univmily o f  Dctroit and an LL.M. in 1974 from Columbia Univcrsiry. whcrc hc war a 
Bunon Fellow in lntcllcclual Properly. In 1975. Mr. Golfney received a ccrtificale from thc 
Parkcr School in Foreign and CompwativcLaw ~~Co lumb ioUnivcrsity. 
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Mr. Chairman, members of the submmmittee, thank you for having this hearing 
to discuss H.R. $120 and allowing me to submit testimony on behalf ofthe more than 1.2 
million members and supponers of Citizens Against Government Waste (CAGW). We 
hope that this hewing will shed light on what we believe is an irresponsible anempt to 
change U.S.patent law and Ihmw a cog into the wheelofthe landmark Drug Price 
Compctition and Patent Term Restoralion Act of 1984.also k n o m  as the Hatch-Waxmw 
Act. that governs the approval process for generic drugs. Hatch-Waxrnan sceks to 
balance two unpotlant but highly competitive goals: provide quick market access for 
generic manufaclurers and encourage brnnd-name dm8 manufacturers to incur the high 
cost oldrug rcscarch by pmvidinp patent term restorntion to compcnsatc for the Food and 
Drug Administration I:FDA)regulatory review time. 

CAGW was ckatcd in I984 By J. Peter Grace and Jack Anderson aRer Mr. Grace 
presented to President Ronald Reagan the 2.478 fffldings and recommendationsof the 
Grace Commission (formally known as the President's Private Sector Survey on Cost 
Control). If all ofthe Grace Commission's recommendations had been implemented. it 
would have saved $424.4 billion over three yean. In fact. savings from Grace 
Commission and oLher CACW-proposed recommendaimns havs saved $825 billion over -
22 years. 

CACW is clas3ificd as a Sation Wl(c)(3) organhion under the Internal 
Revenue Code of  1954,hns not nccivcd tiny fedeta1money, and does not plan to receive 
any federal funds in the fururn. 

H.R. 5120 has no specifx title. but should be called. "The Dog Atc My 
Homework Act." Simply put. this legislatwn will allow h e  Director of the U.S.Patent 
and 'Tdcmark ~l l icc( l%O)lo accept an application for an extension of  rhe term ofa 
patent if an applicaliori b filed no more than 5 days late and d U ~ eapplicant files a 
petition shov& that the delay in fling the spplGation was uninten;ional. If no anentiin 
had been paid to this legislation, it mighl have k e n  added lo an ~ppropriationsbill in the 
dead ofnight. There would have been no hearing or analysis ofhow it would drastiwlly 
change current drug approval law. We thureforc appreciate the effon b r i g  made to 
address this matter in an open hearing. 

As you know. 'The Mcdicincs Company acquired the anti-coagulant drug 
A n g i u m ~from Bimgen m 1997, received their New Drug Application (NDA) from the 
FDA on Dcccmber IS, 2000, and began ro scU the drug in January 2001. She company 
filed for a patent extension until Dccembcr 15.2011. Current patent law suites that a 
company has 60 days fmrn the day of ND.4 appruvai to file a palent term extension. That 
day came and wcnt on February 13.2001. Llnfonunately for The Medicines Company. 



their representative walled until they thought was the last mmutc LO file this simple 
aeelication. BY filina the extension on Fcb~arv14.?001. The Medicines Com~any 
n k e d  the statutory iedl ine.  Ihc PTO said p&cis&' this in a lener to the c ~ m p a " ~ .  
datcd March 4.2002: "The NDA was approved on December 15.2000. which maker the 
submission of the patent term extension application on Febmaiy 14,2001, untimely 
withim the meaningof 35 U.S.C.156(dXI)..." 

CAGW is concerned that the PTO has kfl this matm pcndimg for several years in 
order to provide The Medicines Company aith the opportunity to explore avenues to 
extend (he term of its pslent. ~ccord ing ;~pavnt la$cn with whom we have spoken, 
ihs  IS unusual. CAGW is also wncrrncd that the PTD is under eressurc to keeo his  
appl~cationopen, poss~blyantclpating that H.R. 5120will be enacted. 

H.R. 5120 is special interest legislation st ils wont. It would allow the Director 
of the PTO to accept an applicalion for an extension of the term of a patent ifan 
application is filed no morc thw S days late, if the applicant Ties a petition showing that 
the delay in filing the applicathn war unintentional. Why? Because one company 
missed a statutorydeadline thal has existed since 1984. As it states in H.R. 5120, it 
would apply to any applicilrionthat. "is pending on thedate ofcnacunent. is the subject 
of a reaucst for re~nsidcralionofa denial of a patent cxt~nsion.or has been denied a 
patent ierm extension in a casc in which the pe&d for seeking reconsideration of such 
denial har not yct expired." The PTO admits as much whw it states in its kncr to h e  
Subcornmineeon Counr. the Internet. und IntellectualProperty that, "We on aware of 
one cumnt application for paant term extension that would immediately Lxnefit from 
cnacment of the bill." 

Of funhe con-em 1s chc leg~slat~velanguage thal states. "dthe appllcanr files a 
oetltlon showmr to the sntslacton of the U~tector.hat h e  dekv m filme the aool~cat~on- .. 
was unintentional" How does one prove that a delay was "unintent~onal'," Talk about 
opcnmg up a can of worms and pmmptmg numerous Inwsuhs! At best,the phrase 
c x ~ ~ s c sPTO lo all sorts o f  mlrlral shenanleans and bbbvma orcssure At worse. n IS. -. 
an'automotic Sday cxtcnsiin oo patent tern,-extension applications. It is far benk to 
have cenainty on batcnl cxrenrhn applications. The cuncnt statute provides that 
cenainrv withoul burdeninr: the public with additional patent extensions- cavnsbns that- .  
delay g;ncric comperition. 

As CAGW stated in a June 19 kttcr to the Judiiiary Committee, timelines winen 
into laws have meaning. Funhenon,  how likely iu it thm a company that has its pmduct 
regulated under h e  Food, Drug. and Cosmetic Act will miss this kind of imponnnt 
deadline? Again, the PTO pmvides insight. Of the 7W applications for patent rcrm 



extensions fied sin= 1984, whcn Hatch-Wnxman was cnactcd,only three other 
applications were not granred duc, a1 kart in put, to timeliness issues. Ihal is 0.4 
percent of total applications. Surely this doesn't warrant legislation that will providc a 
window to cover delays in patent extension filings. In other words, making a law to 
cover an exception benefirs the one to,lhe detriment of thc many who have wmplied wilh 
the regulatory deadlines. 

CAGW undcrstands and apprcciatcs the importanceof patcnu, propcny rights 
and the rok research pharn~accut&alcompanies p&y in our nation's health and c&nomy. 
\Ve have lone fouchtaeainst Ic~isljtionthat ico~nrdistho nlalwork ~harmaccuiial" - - - . . 
compmics do, such as price conlrols and thc R-impomtion of prescription drug 

But CAGW also appreciates the vital rok that the generic induslty plays in health 
care. Gcncrics encourage competilioo and lower the price of pharmaceuticals for all 
Americans. 

The bonom line is H.R. 5120 gives an unfair advantap to onccompwy and 
dramaticauy changes patent law. It is in fact private relief legislation disguised as public 
law. 

CAGW bcbves any changes to Hatch.Waxman and patcnt exclusivity descrvc 
cbse examination. Wc no~reciatethis hearinr. but othcr cornmincesneed to review this.. 
legislation before it goes forward. such as the House Encrig and Commcm Committee, 
and it dcscrves a full review in h e  appropriate Senate committees. 

Neither Conprsss, nor Wpaycrs and consumers. should be vsed to cover-up nnd 
corrcct any company's errors. H.R. 5 120sets a dangerous precedent and it should not 
becomc law. 
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UNITED STATES DEPARTMENTOF COMMERCE 
Patent and Trademark Office 
ASSISTANT SECRETARY AND COMMISS~ONER 
OF PATENTS AND TRADEMARKS 
Washington, D.C. 20231 

David T. Read 
Acting Director Regulatory Policy Staff, CDER 
Food and Drug Administration 
1451 Rockville Pike, HFD-7 
Rockville, MD 20852 

Dear Mr. Read: 

The attached application for patent term extension of U.S. Patent No. 4,911,920 was filed 
on April 26,2000, under 35 U.S.C. $ 156. 

The assistance of your Office is requested in confirming that the product identified in the 
application, BETAXONTM(levobetaxolol), has been subject to a regulatory review period within 
the meaning of 35 U.S.C. $ 156(g) before its first commercial marketing or use and that the 
application for patent term extension was filed within the sixty-day period after the product was 
approved. Since a determination has not been made whether the patent in question claims a 
product, or the method of use of manufacturing such a product, which has been subject to the 
Federal Food, Drug and Cosmetic Act, this communication is NOT to be considered as notice 
which may be made in the future pursuant to 35 U.S.C. § 156(d)(2)(A). 

Our review of the application to date indicates that the subject patent would be eligible for 
extension of the patent term under 35 U.S.C. $ 156, unless levobetaxolol' has been previously 
app r~ved .~  

'The chemical name of levobetaxolol hydrochloride is 2-Propanol, 1-[4-12-
(cyclopropylmethoxy)ethyl]phenoxy]-3-[(I -methylethyl)amino]-hydrochloride(S)-and its empiric 
formula is C,,H,,NO,.HCI. 

*It is noted that the New Drug Approvals list for February, 2000 at 
http:llW.fda.govlcder/da~da0200.htmshows that levobetaxolol hydrochloride is not considered 
a new chemical entity. The entry for NDA 02-1114, BETAXON, Active Ingredient(s): 
levobetaxolol hydrochloride states that the product is chemical type 2 (New derivative: A 
chemical derived from an active ingredient already marketed (a "parent" drug)). Betaxolol 
hydrochloride (racemic, includes levobetaxolol hydrochloride) was previously approved in the 
products Kerlone, on October 27, 1989, and Kerledex, on October 30, 1992, for example, but no 
record has been found of a prior approval of levobetaxolol hydrochloride alone. (See enclosure.) 



- . . -.. 

U.S. Patent No. 4,911,920 Page 2 

Any correspondence, especially any change of address from applicant, with respect to this matter 
should be addressed as follows: 

By mail: ~bmmissionerfor patents By hand: Crystal Plaza Four, Suite 3C23 
Box Patent Ext. 2201 South Clark Place 
Washington, D.C. 20231 Arlington, VA 22202 

By FAX: (703) 308-6916 or (703)941-871 1 
Attn: Karin Tyson 

Telephone inquiries regarding this communication should be directed to the undersigned 
at (703) 306-3159. 

Office of the Deputy Commissioner for Patent Examination Policy 

cc: SallyS.Yeager 
R&D Counsel, Q-148 
Alcon Laboratories, Inc. 
6201 South Freeway 
Fort Worth TX 76134 

Enclosure: USP Dictionary of USAN and International Drug Names (1998), Page 95 
Prescription and OTC Drug Product, Patent and Exclusivity Data, Page AD22 
Prescription Drug Product List, pages 3-44 and 3-45 
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DEPARTMENT OF HEALTH h HUMAN SERVICES Public Health Service 

Food and Drug Administration 
Rockville MD 20857 

JAN 1 7 2001 
Re: Betaxon 

Docket No. 00E-1402 

The Honorable Q. Todd Dickinson 
Director of U.S. Patent and Trademark Office 
Commissioner for Patents 
Box Pat. Ext. 
Washington, D.C. 20231 

Dear Director Dickinson: 

This is in regard to the application for patent term extension for U.S. Patent No. 4,9 11,920 filed by 
Alcon Laboratories under 35 U.S.C. 5 156. The human drug product claimed by the patent is 
Betaxon (levobetaxolol), which was assigned new drug application (NDA) No. 21,114. 

A review of the Food and Drug Administration's official records indicates that this product was 
subject to a regulatory review period before its commercial marketing or use, as required under 35 
U.S.C. 5 156(a)(4). Our records also indicate that it represents the first permitted commercial 
marketing or use of the product, as defined under'35 U.S.C. 4 156(f)(l), and interpreted by the courts 
in Glaxo Operations UK Ltd. v. Quigg, 7p6 F. Supp. 1224(E.D. Va. 1989), am894 F. 2d 392 

. :

(Fed. Cir. 1990). 

Under 35 U.S.C. (j156(d)(l), the patent term extension must be submitted within 60 days of the 
product's approval, or on the next business day after the sixtieth day if the sixtieth day falls on a 
weekend or holiday. In the case of Betaxon, the NDA was approved on February 23,2000. The 
sixtieth day after approval fell on Sunday, April 23,2000, so the deadline for submission of the 
patent term extension application was the next business day, April 24,2000. However, the patent 
term extension application was not submitted until April 26,2000, which is not timely within the 
meaning of 35 U.S.C. 9 156(d)(l).

Lr 

Should you conclude that the subject patent is eligible for patent term extension, please advise us 
accordingly. As required by 35 U.S.C. g1.i56(d)(2)(~)we will then determine the applicable 
regulatory review period, publish the detgjnination in the Federal Register, and notify you of our 

.- ..determination. 
. .. .. 

Please let me know if we can be of furthe'ii&sistance. 

, Sincerely yours, I 

e A. Axelrad 
Associate Director for Policy 
Center for Drug Evaluation and Research 



I ' 
f.. 

a Dickinson, page 2 

,cc: Sally Yeager 
Alcon Laboratories, Inc. 
R&D Counsel, 4-148 
6201 South Freeway 76134 
Fort Worth, TX 76134 
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UNITEDSTATESPATENTAND TRADEMARK OFFICE 
COMMISSIONER FOR PATENTS 

U ~ m oSTATESPATENTAND TWEH*RI( OFFICE 
WCSHINOTDN, D.C. 2 0 2 3 1  

rmw.urpfo.gov 

David T. Read 
Acting Director Health Assessment Policy Staff, CDER 
Food and Drug Administration 
1451 Rockville Pike, HFD-7 
Rockville, MD 20852 

Dear Mr. Read; 

Transmitted herewith is a copy of the application for patent term extension of U.S. Patent 
No. 4,911,920. The application was filed on April 19,2000, under 35 U.S.C. $ 156. The 
application was received by the undersigned on April 26,2000, but was mailed by Express Mail 
on April 19,2000, and is entitled to a filing date of April 19,2000. As a result, the application 
was timely filed. 

The patent claims a product that was subject to regulatory review under the Federal Food, Drug
and Cosmetic Act. Subject to final review, the subject patent is considered to be eligible for 
patent term restoration. Thus, a determination by your office of the applicable regulatory review 

eriod is necess . Accordingly, notice and a copy of the application are provided pursuant to 
!5 U.S.C. 5 1563(2)(A). 

In uiries regarding this communication should be directed to the undersigned at (703) 306-3 159 
(te9ephone) or (703)872-94 11 (facsimile). 

Office of Patent Legal Administration 
Office of the Deputy Commissioner 
for Patent Examination Policy 

cc: Sally Yeager 
Alcon Laboratories Inc. 
R&D Counsel 4-148 
6201 South Freeway 76134 
Fort Worth TX 76134 
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DEPAR- OF HEALTH & t1UMAN SFSVICES Pubtic HeaHh Service 

a 
Food and Orug Administration 
Rodolille MO 20857 

NDA 20-873 

The Medicines Company - b,,, 2 2 r - q o v  

Attention: Sonja Loar, Pharm. D. 
,OneCambridge Center 
Cambridge, Massachusetts 02142 

DearMs. Loar: 

Please refer to your new drug application (NDA) dated December 23, 1997, received 
December 23, 1997, submitted under section SOS(b) of the Federal Food, Drug, and Cosmetic Act for 
AngiomaxTM(bivalirudin) Injectioo. 

~ e ' a c k n o w l e d ~ ereceipt of your submissions dated April 6, May 12 and 17, July 14, October 9. 
November 9, and December 1,2000. Your submission of July 14,2000, constituted a complete 

. response to our May 11.2000, action letter. 

'1Ii.s new drug application provides for the use of AngiornaxN (bivalirudin) Injection as an 
anticoagulant in conjunction with aspirin in patients with unstable angina undergoing percutaneous 
transluminal coronary angioplasty (FI'CA). 

Wchave completed the review of this application, as amended, and have concluded that adequatc 
information has been presented to demonstrate that the drug product is s d e  ahd ef&dve for use a~ 
recommgnded in the agreed upon enclosed labeling text. Accordingly, the application is approved 
effective on the da!e of this letter. 

I 
The f d  printed labeling (FPL) must be idcntical to the cncloscd labcling (text for the package insen) 
and submitted draft labeling (immediate container aidcarton labels submitted July 14, 2000). 
Marketing the produd with FPL that is not identical to thc approved labeling text may render the 
product misbranded and an unapproved new drug. 

Please submit 20 paper copiesof the FPL as soonas it is available, in no case more than 30 days after 
it is printcd. Plcasc individually mount ten of the copies on heavy-weight paper or similar material. 
Alternatively, you may submit the FPL clcctronically according to the guidance lor industry titled 
Providing Rrplutory Submissions in Electronic Format - NDAs (January 1999). For administrative 
purposes, this submission should be designated "FPL for approved NDA 20-873." Approval of this 
submission by FDA is not required bcforr: the labeling is used. 

W c  remind you of your posmarkcting con~rnimentin your subnlissiondated December 1 ,  2000. This 
commitment is listed below. 
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Commit to completing Study TMC 98-10 entitled "~nti&agulantl h m p y  with Rivalirudin to Assist 

in the Performance of Percutaneous Coronary intervention in Paticnts with Heparin-lnduced 
Thrombocylopenia: An Open Label Study of Bivalhdin for Heparin-Induced Thrumbocytopenia 
(HIT) or Heparin-induced Thrombocytopenia and Thrombosis Syndrome (HITTS)" and submitting the 
full report for that study. 

Final Report Submission: W~thin36 months ofthe date of this letter. 

Submit clinical pmtocols to your N D  for this product. Submit nonclinical and chemistry, 
manufacturing,and controls protocols and all study final reports to this NDA. In addition, wider * 

21 CFR 3 14.81@)(2)(vii) and 3 14.8l(b)(2)(viii), you should include a status summary of each 
commitment in your annual report to this NDA. Thc status summary shodd inciudc expcctod 
summary completionand £inalrcport submission dates, any changes in plans since the last annual 
report, and, for clinical studies, number of patients entered into each study. All submissioas. includmg 
supplcmcnts. relating to these postmarketing study commitmenls musl be prominently labeled 
"PostmarketingStudy Protocol", "PostmarketingStudy Final Report1',or "Postmarketing 
Study Correspondence." 

Validation of the regulatory methods has not becn completed. At thc prcscnt time. it is the policy of 
the Ccntcr not to withhold approval because the merhods are being validated Nevertheless, we expect 
your continued cooperation to resolve any problems that may be identified. 

Be advised that, as of April 1, 1999, all applications for new active ingredients, new dosage fonns, new 
indications, new routes of administration, and new dosing regimens are required to contain an 
asscssment of the safety and cffcctivcncss of the product in pediatric patients unless this requirement is 
waived or deferred (63 FR 66632). We are waiving the pediatric study requirement for this action on 
this application. 

In addition, please submit three copies of the introductory promotional materials that you proposc to 
usc for this product. All proposcd materials should be submilted in draft or mock-up form, not final 
print Please send one copy to theDivision of Gastrointestinal and Coagulation Drug Products and hvo 
copics of both the promotional materials and the package insert directly to: 

Division of Drug Marketing, Advertising, and Carnmuniciiti~ns,HFD-42 
Food and DrugAdministration 
5600 Fishers Lane 
Rockville, Maryland 20857 

Please submit onc market package of the drug product when it i s  available. 

We remind you.that you must comply with the requirements for an approved NDA set forth undcr 
21 CFR 314.80 and 314.81. 
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If you have any questions, call Julicann DuBeau, Regulatory H d h  Project Manager, at (301) 
827-7310. 

. ',/&,F.c. R 2 L k  , i z / ~ r / o o  FOR t=H 

Florence Holm, MD., M.P.H., F.A.C.P. 
Director 
Ofice o f  Drug Evaluation IT1 
Center for Drug Evaluation and Rcsmch 

Enclosure 
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UNITED STATES PATENT AND TRADEMARK OFFICE 

BEFORE THE COMMISSIONER OF PATENTS AND TRADEMARKS 

FEB , 8 1993 

In re SankyoCompany Limited 
Request for Patent Term Extension 
U.S.Patent No. 4,486,425 

DECISION DENYING 
APPLICATION 

An application for extension of the patent term'of U.S. Patent No. 4,486,425 granted on December 
4,1984, was filed under 35 U.S.C. 8 156 in the Patent and Trademark Office (m0)on 
December 7,1992. The application for extension was filed by the assignee of record Sankyo 
Company Limited through its duly authorized agent, 'lheUpjohn Company. Applicant requests a 
3.2 year extension of the '425 patent on the basis of new drug applications (NDAs) simultaneously 
approved by the Food and Drug Administration (FDA) for a product containing the active ingredient 
cefpodoxime proxetil. The '425 patent claims the active ingredient cefpodoxime proxetil in the 

drugs VANTIN Tablets, VANTIN Oral Suspension, BANANTablets, and BANAN Oral 
Suspension. 

The FDA official records indicate that the product was subjectto a regulatory review period before 
itscommercial marketing or use, as required under 35 USC 8 156 (a)(4), and that it represents the 
fust permitted commercialmarketing or use of the active ingredientcefpodoxhe proxetil. 

The New Drug Applications were approved on August 7,1992, which makes the submission of the 
patent term extension application outside the sixtyday period beginning on the day the NDAs were 
approved, and accordingly, untimely within the meaning of 35 USC 8 156 (d)(l). However, 
applicantrequests that the application be considered as timely filed since the failure to file within the 
sixty days was "unintentionaln. Applicant claims that due to a misunderstanding between it and its 
U.S.licensee,The Upjohn Company, applicant was not aware until December 4,1992, that the 
patent extension application had not been filed. Therefore,applicant q u e s t s  that the sixty-day 
period referred to in 35 USC 5 156 (d)(l) be interpreted as commencingon the date that applicant 
first became aware of an "unintentional"failwe to file an application for extension. 



I ' ' ;' patent No.4,486,425 
Li 

Applicant maintains that public policy supports the requested remedial interpretation of the duration 
of the sixty-day period, arguing that Congress has twice in the last ten years (1982 and 1992) 

amended the patent statutesto remedy unintentional f a i l m  to act Applicant notes the court in 
ed v. O w ,  12 USPQ2d 1644,1646 (Fed. Cir. 1989) stated that the sixty-day period in 

section 156(d)(l) begins on the FDA approval date, but argues the court's decision was before the 
latest statement from Congressevincing a remedial approach to such matters, and involved diifexnt 
facts than those herein. 

Section 156(a)(3) provides that an application for patent tern extension must be submitted by the 
owner of record of the patent or its agent in accordancewith the requirements of subsection (d). 

Subsection 156 (d)(l) provides: 

(1) To obtain an extension of the term of the patent under this section, the 
owner of record of the patent or its agent shall submit an application to the. .
Commissioner. Such an application-y be submitted . . 
mty-dav perrod beginning o n the 
under the provision.of law under which the applicableregulatory review 
period occurred corn-. ...(emphasis added). 

The startingpoint for statutory interpretation is the plain language of the statute. The statute itself 

must be regarded as conclusiveof the meaning absent a clearly contrary legislativeintent. 

Northern R.R. Co. v. O k l a h o a m ,  481 U.S.545,461 (1987); -on v. 

u,849 F.2d 1422,7 USPQ2d 1152 (Fed. Cir. 1988). Statutory words are normally 

presumed, unless the contrary appears, to be used in their ordinary agd usual sense,and with the 
. .meaning commonly attributed with them. v. m,242 U.S. 470,485 (1917) 

s 

[the meaning of a statute must, in the first instance, be sought in the language in which the act is 
framed and, if that is plain, the sole function of the court is to enforce it according to its terns]. 

The plain language of the statute sates that an application for patent term extension is timely only if 

submitted within the sixty-day period beginning on the date the product received permission under 

the provision.of law under which the applicable regulatory review period o c c d  for commercial 

marketing or use. Read in the light of the &f*tion of 'regulatory review period", this language is 
crystal clear. w e d  v. Ouigg, at 1646. Applicant's application was frled outside the 

sixty-day period. Clearly it would be inconsistent with theplain language of the statute to make the 

sixty-dayrequirement a subjectivetest based on =medial considerations or on the patent owner's 



intent, knowledge or inaction, as the clarity of the statute admits of no other meaning than that the 
sixty-day period begins on the FDA approval date. Accordingly, the applicationfor patent term 
extension must be denied because it was not filedwithin the sixty-day period beginning on the date 
the product nxeived permission under the provision of law under which the applicableregulatory 

review period occurred for commercial marketing or use. 

For the reasons advanced above, the term of U.S. Patent 4,486,425 is not eligible to be extended 
under 35 USC 0'156. 

c E . U .  6 
Charles E. VanHorn 
Patent Policy &Projects Administrator 
Officeof the Assistant Commissioner for Patents 

cc: Ronald L. Wilson, Director 
Health Assessment Policy Staff 
Officeof Health Affairs (HFY-20)
F d and Drug Administration 
5600 Fisher's Lane. Room 11-44 
Rockville, MD 20857 

LawrenceT.Welch 
Corporate IntellectualProperty Law 
The Upjohn Company 
301 Henrietta Street 
Kalarnazoo, MI 49001 

Re: Vantin Tablets 

Docket No. 93E-0009 

(For Applicant) 
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DEPARTMENT OFHEALTH B HUMANSERMCFS P U ~ I ~ C~ e a ~ t hService 

,Fad and Dtug Administration 
Rockville MD 20857 ' 

NDA 21-114 

Alcon Research, Ltd. 
Attention: Scott Krueger 
SeniorDirector, RegulatoryAffairs 
6201 South Freeway 
Fort Worth, Texas 76134-2099 

DearMr. Krueger 

Please refer to Alcon Universal, Limited's new drug application (NDA) dated 
August 25, 1999, received August 26,1999, submittedunder section 505(b) of the Federal Food, 
Drug,and CosmeticAct for Betaxon (levobetaxololhydrochloride ophthalmicsuspension) 0.5%. 

We acknowledge receipt of your subrdissions dated May 25 and 26, Ootober 1, 15and 20. 
December 2,7,8,13,17, and 20,1999, and January 12,18 and 24, and February'15 
and 17,2000. 

Tisnew drug applicationprovidh for the use of Betaxon for lowering intraocular pressure in 
patients with chronicopen-angle glaucoma or ocular hypertension. 

We have completed the review of this application, as amended, and have concluded that 
adequate idonnation has been presented to demonstratethat the drug product is safe and 
effitive for use as recommended in the submissiondated February 17,2000. Accordingly, the 
application is approved effectiveun thc:date of this letter. 

The final printed labeling (FPL)must be identical to the draft labeling submitted February 17, 
2000. Marketing the product with FPL that is not identical to the approved labeling text may 
render the product misbranded and an unapproved new drug. 

Please submit 20 copies of the FPL as soon as it is available, in no case more than 30 days after it 
is printed. Please individually mount ten of the copies on heavy-weight paper or similar 
material. For administrativepurposes, this submissionshould be designated "FPL for approved 
NDA 21-114." Approval of this submission by FDA is not required before the labeling is used. 

Validation of the regulatory methods has not been completed. At the present time, it is the 
policy of the Center not to withhold approval because the methods are being validated. 
Nevertheless, we expect your continued cooperationto resolve any problems that may be 

. identified. 
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Be advised that, as of April 1, 1999, dl applications for new active ingredients, new dosage 
f o m ,  new indications, new routes of administration,.md new dosing regimens are required to 
contain an assessment of the safety and effectivenessof the product in pediatric patients unless 
this requirement is waived or deferred (63 FR 66632). We note that you have not fulfilled the 
requirements of 21 CFR 314.55 (or 601.27). We are deferring submission of your pediatric 
studies until October 1,2002. However, in the interim, please submit your pediatric drug 
developmentplans and we will review.your plans. 

Pediatric studies conducted under the terms of section 505A of the Federal Food, Drug,and 
Cosmetic Act may result in additional marketing exclusivity for certainproducts (pediatric 
exclusivity). A written request forpediatric information on levobetaxolol hydrochloride for the 
treatment of elevated intraocular pressure was issued onOctober 15, 1999. Please note that 
satisfaction of the requirements in 21 CFR 314.55 alone may not qualifLyou for pediatric 
exclusivity.' FDA does not necessarily ask a sponsor to complete the same scope of studies to 

qualify for pediatric exclusivity as it does to fulfill the requirements of the pediatric rule. 

In addition, please submit three copies of the introductorypromotional materials that you 
propose to use for this product. AJI proposed materials should be submitted in .draftor mock-up 
form, not final print. Please submit one copy to this Division and two copies of both the 
promotional materials and the package insert directly to: 

Division of Drug Marketing,Advertising, and Communications, HFD-40 
Food and Drug.Administration 
5600 Fishers Lane 
Rockville, Maryland 20857 

1 

Please submit one market package of the drug product when it is available. 

weremind you that you must comply with the requirements for an approved NDA set forth 
under 21 CFR 314.80 and 314.81. 

If you have any questions,call LoriM. Gorski, Pmject Manager, at (301) 827-2090. 

Sincerely, 

& & d m -
Wil A. Chambers,M.D. 
Deputy Director 
Division of Anti-Inflammatory, Analgesic and 
Ophthalmic Drug Products, HFD-550 
Office of Drug.Evaluation V 
Center for DrugEvaluation and ~esdarch . 
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DEPUTMENT OF HEALTH & HUMAN SERaCES 

EXBIBIT VII Food and Drug Administration 
1401 Rockville Pike 

Our STN: BL 103949 (replaces 

Nicholas J. Pelliccione, Ph.D. 
Schering Corporation 
2000 Galloping Hill Road 
Kenilwonh, NJ 07033 

Dear Dr. Pelliccione: 

Ref. No. 
Rockville MD 20&2-1 448 

January 1 9 ,  2001 

/ 

, 
Your biologics license application for Peginterferon alfa-2b is approved effective this date. 
Schering Corporation, Kenilworth, New Jersey, is hereby authorized to introduce or deliver 
for introduction into interstate commerce, Peginterferon alfa-2b under Department of Health 
and Human Services U.S.License No. 0994. 

Peginterferon alfa-2b is indicated for the treatment of chronic hepatitis C in patients not 
previously treated with interferon alh  who 'have compensated liver disease and are at least 18 
years of age. Under this authorization, you are approved to manufacture Peginterferon alfa-2b 
at. . your facility in Innishannon County Cork, Ireland. Finai formulated drug product will be 
filled at Innishannon County Cork and unlabeled vials of drug product will be shipped to 

:Kenilworth, New Jersey, for labeling, packaging and distribution. In accordance with 
approved labeling, your product will bear the trade name PEG-lntron, and will be marketed in 
100 1.18ImL, 160 kg ImL, 240 pg ImL and 300 pg ImL vials of lyophilized powder, supplied 
with a 5-rnL vial of PEG-Intron Diluent (Sterile Water for Injection), two disposable 1-mL 
(Becton Dickenson Safety-Lok) syringes with needles and needle'guards, and alcohol swabs. 

The dating period for Peginterferon alfa-2b shall be 24 months from the date of manufacture 
when stored at 25 "C(77 " F). The date of manufacture shall be defined as the date of final 
sterile filtration of the formulated drug product. The bulk drug substance may be stored for up 
to 36 months at -80 "C. Results of ongoing stability studies should be submitted throughout 
the dating period, as they become available, including the results-of stability studies from the 
first three production lots. The stability protocol in your license application 'is considered 
approved for the purpose of extending the expiration dating period of your drug substance and 
drug product as specified in  21 CFR 601.12. 

You are not currently required to submit samples of future lots of Peginterferon alfa-2b to the 
Center for Biologics Evaluation and Research (CBER) for release by the Director, CBER, 
under 21 CFR 610.2. FDA will continue to monitor compliance with 21 CFR 610.1 requiring 
assay and release of only those lots that meet release specifications. 

Any changes in the manufacturing, testing, packaging or labeling of Peginterferon alfa-2b, or 
in the manufacturing facilities will require the submission of information to your biologics 
license application for our review and written approval consistent with 21 CFR 601.12. 
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Any changes in the manufacturing, testing, packaging or labeling of Peginterferon alfa-2b, or 
in the manufacturing facilities will require the submission of i n f o d t i o n  to your biologics 

license application for our review and written approval consistent with 21 CFR 601.12. 

As of April 1, 1999, all applications for new active ingredients, new dosage forms, new 
indications, new routes of administration. and new dosing regimens are required to contain an 
assessment of safety and effectiveness of the product in pediatric patients unless this 
requirement is waived or deferred (63 FR 66632). We do not concur with your request, as 
submitted to your application on E'ebruary 4, 2000, to waive the requirement to conduct . 
pediatric studies. As communicated during the December 14, 2000, meeting, we are deferring 
the submission of your pediatric studies until June 30,2001, subsequent to discussion at an 

, . 
open session of an FDA advisory committee meeting. 

Pursuant to 21 CFR Part 208. FDA h& determined that this product poses a serious and 
significant public health concern requiring the distribution of a Medication Guide. Distribution 
of a Medication Guide is necessary for safe and effective use of this product. FDA has 
determined that Peginterferon alfa-2b is a product for which patient labeling could help prevent 
serious adverse effects and inform the patient of serious risks relative to benefit that could 
affect their decisions to use, or continue to use the product. See 21 CFR 208.1. FDA hereby 
approves the Medication Guide you submitted Jancary 19,2001. In accordance.with 21 CFR 
208, you are responsitile for ensuring that this Medication Guide is available for every patient 
who is dispensed a prescription for this product. In addition, you,are responsible for ensuring 
that the label of each package includes a prominent and conspicuous .instruction to authorized 
dispensers to provide a Medication Guide to each patient to whom the drug is.dispensed, and 
states how the Medication Guide is provided. 

We acknowledge your written commitrnenrs to provide additional informarion and to conduct 
post marketing studies as described in your letters of November 28, 2000, and 
January 12, 2001, as outlined below: 

. . 1. To address the safety and efficacy of Peginterferon alfa-2b in African Americans by, 
submitting the data fiom a study of 100 previously untreated patients with chronic hepatitis 
C who will receive 1.5 pglkg PEG-Intron and 800, 1000or 1200 mg ribavirin, depending 
on their weight. The final protocol for this study will be subrnitced to CBER by 
April 1, 2001. Patient accrual will be completed by June 1, 2002, the study completed by 
December 1, 2003 and a final study report submitted to CBER by June I ,  2004. 
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To evaluate, in patients diagnosed with chronic hepatitis C and compensated liver disease, 
the effects of single and multiple doses of Peginterferon at fa-2b on the disposition of dnigs 
known to be metabolized by hepatic cytochrorne P450 enzymes.. The final protocol for 
this study will be submitted to CBER by February 22, 2001. patient accrual will be 
completed by February 19, 2002, the study completed by April 19, 2002, and a final study 
report submitted to CBER by November 20, ,2002. 

To evaluate the pharmacokinetic, pharmacodynamic and clinical effects of 
Peginterferon alfa-2b when given chronically to patients with renal dysfunction (creatinine 
clearance c50d m i n ) .  The final protocol for this study will be submitted to CBER by 
March 1, 2001. Patient accrual will be completed by March 1, 2002, the study completed 
by April 29, 2002, and^ finalstudy report submitted to CBER by October 21, 2002. 

4. To evaluate the pha&acokinetic, pharmacodynarnic and clinical effects of 
Peginterferon alfa-2b when administered to patients receiving methadone. The final 
protocol for this study'will be submitted to CBER by May 15, 2001. Patient accrual will 
be completed by May 12, 2004, the study completed by July 12, 2004, and a final study 
report submitted to CBER by January 18,2005. 

5. To replace the 5-mL vial of diluent that is packaged with Peginterferon alfa-2b with a 1-
rnL vial of diluent. The supplement supporting this change will be submitted by 

. December 31, 2001. 

It is requested that adverse experience reports be subrnitted'in accordance with the adverse.,. 

experience reporting requirements for licensed biological products (21 CFR 600.80) and that 
distribution reports be submitted as described (21 CFR 600.8.1). All adverse experience 
reports should be prominently identified according to 21 CFR 600.80 and be submitted to the 
Center for Biologics Evaluation and Research, HFM-210, Food and Drug Administration. 
1401 Rockville Pike, Rockville, MD 20852-1448. 

Please submit all final printed labeling at the time of use and include implementation 
information on FDA Form 2567. Please provide a PDF-formatelectronic copy as well as 
original paper copies (ten for circulars and five for other labels). In addition;you may wish to 
submit draft copies o f  the proposed introductory .advertisingand promotional labeling with an 
FDA Form 2567 or Form 2253 to the Center for Biologics Evaluation and Research, 
Advertising and ~rornotionalLabeling Branch, HFM-602, 1401 Rockville Pike, Rockville, 
MD 20852-1448. Final printed advertising and promotional labeling should be submitted at 
che time of initial dissemination, accompanied by a FDA Form 2567 or Form 2253. 
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All promotional claims must be consistent with and not contrary to .approved labeling. No 
comparative promotional claiin or claim of superiority over other products should be made 
unless data to support such claims are submitted to and approved by the Center for Biologics 
Evaluation and Research. 

Sincerely yours, 

way P. ~iegel ,M.D.,FACP 
Director 
Office of Therapeutics 

Research and Review 
Center for Biologics 

Evaluation and Research 
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NDA 21-001 

Pharmacia and Upjohn Co. 
Arm: Marcia Rogers 
7000 Portage Road 
Kalamazoo, MI 49001 

Dear Ms. Rogers: 

'Please refer to your new drug application (NDA)dated December 17, 1999, received December 20, 
. 

1999, submitted under section SOj(b) of the Federal Food, Drug, and Cosmetic Act for Axert 
(almomptan malate) tablets. 

We acknowledge receipt of your submissions dated January 5,2001, January 23,2001, March 6,2001, 
March 13,2001, March 28, 2001, April.9,2001 and April 30,200 1. Your submission of March 6, 
200 1 constituted a complete'response to our December 20, 2000 action letter. 

This new drug application provides for the use of Axert (almotriptan rnalate) tablets for the acute 
treatment of migraine. 

We have completed the review of this application, as amended, and have concluded that adequate. 
information has been presented to demonstrate that the drug product is safe and effective for use as 
recommended in the agreed upon enclosed labeling text. Accordingly, the application is approved 
effective on the date of this letter. 

The final printed labeling (FPL) must be identical to the enclosed labeling (text for the package insert, 
text for the patient package insert). Marketing the product with FPL that is not identical to the 
approved labeling text may render the product misbranded and an'.unapproved new drug. 

Please submit [he copies of final printed labeling (FPL) electronically according to the guidance for 
industry titled Provuiing Regulatory Submissions in Electronic Format - NDA (January 1999). 
Alternatively, you may submit 20 paper copies of the FPL as soon as it is available but no more than 30 
darj  after it is'printed. Please individually mount ten of the copies on heavy-weight paper or similar 

. material. For administrative purposes, this submission should be designated "FPL for approved NDA ' 

2 1-001." Approval of this submission by FDA is not required before the labeling is used. . 

Validation of the regulatory methods has not been completed. At the present time, it is the policy of the . . 
Center not to withhold approval because the methods are being validated. Nevertheless, we expect your 
continued cooperation to resolve any problems that may be identified. In order that we may complete 
the methods validation process in an orderly fashion, please submit a corrected methods validation 
package. The necessary corrections were detailed in our fax of May 4, 2001. 
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Be advised that, as of April 1, 1999, all applications for new'active ingredients, new dosage forms, new 
indications, new routes of administration, and new dosing regimens are required to contain an 
assessment of the safety and effectiveness of the product in pediatric patients unless this requirement is 
waived or deferred (63 FR 66632). We note that you have no1 fblfilled the requirements of 21 CFR 
3 14.55 (or 601.27). We note your March 28,2001 submission includes your Pediatric Development . 

Plan and Proposed Pediatric Sfudy Request.' That submission remains under review. We are defening 
submission of your pediatric studies until approximately 2 years after approval. 

In addition, submit three copies of the introductory promotional materials that you propose to use 
. . 

for this product. All proposed materials should be submitted in draft or mock-up form,.not final print. 
Please send one copy to the Division of Neuropharmacological Drug Products and two copies of both 
the promotional materials and the.package insen directly to: 

; Division of Drug Marketing, ~ d v e k s i n ~ ,and Communications, HFD-42 
Food and Drug Administration 
5600 Fishers Lane 
Rockville, Maryland 20857 

Please submit one market package of the drug product when i t  is available. 

We remind you that you must comply with the requirements for an approved NDA set forth under 
21 CFR 314.80 and 314.81. 

If you have any questions, call Lana Chen, R.Ph., Regulatory Management Officer, at (301) 594-5529. 

Sincerely, 

Robert Temple, M.D. 
Director 
Office of Drug Evaluation I 
Center for Drug Evaluation and Research 

Enclosure 



This is a representation of an electronic record that was signed electronically and 
this page is the manifestation of the electronic signature. 

/ s /- - - - - - - - - - - - - - - - - - - - -
Robert Temple. 
5/7/01 05:02:11 PM 
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THE PATENT OFFICE PONY, 

had filed charges against Mr. Burke. Indeed, this 
wasso, because Mr. Burke had suspended examiner- to name all 
Clinton pending his removal, and then when hene Titian is 
was removed had refused to pay .him his salary 
during the period of suspension. Dr:Clinton thenle service of 
appealed to the President, and Secretary of State 
James Buchanan sided with Dr. Clinton as to his 
right to receive pay during the suspension period.9 

Titian Peale was offered an appointment as 
assistant examiner, and he initially declined it, 
even though he had no other prospects.10 How- THOMAS E W G3ut tent or 
ever, on advice of Joseph Henry and others," hePilkes naval 
did accept the position in August 1848.12 By May 1849, Peale was settled inHe suffered 
and liked his duties, but found his salary insufficient to overcome debts. Heterial which 
had received his first confirmation of a rumor that Commissioner Burke was. H e w a s a  
about to leave by seeing packing boxes lined up in front of his room.13had a back-

Prior to 1848, patents could issue on any day, but beginning in early 1848. He had at 
and continuing to date, patents have issued at noon every Tuesday, and only 
on Tuesday, come fire, flood, war, riot, or national holiday. 

On March 11, 1848,journal of tbe Franklin Institute editor-for-lifeThomas 
P. Jones gave up his editorship at death. The journal continued despite loss 
of its first editor.heard from 

As far back as 1812, some officials had advocated a Home Department in 
the' Government to handle non-foreign affairs, leaving the State Department 

. to handle foreign affairs. It was to comprise territorial governments, nationala of recom-
highways and canals, the General Post Office, the Patent Office, and the Indi-k was from 
an Affairs Office.14 A Home Department was founded by the Act of March 
3, 1849. Its first Secretary was Thomas Ewing, and its name was the Interior 
Department by early April. The 1849 act also appropriated 9600,000 to com-
plete the east wing of the Patent office Building, of which $250,000 was to 
come from the Patent Fund The Patent Office was placed withimthe Home 
Department, and the Home Department, lacking a building of its own, moved 
into the Patent Office Building and began elbowing for space. 

The conflict between the Patent Office and the Interior Department for 
space in the building continued for many years and would continue to cause . 

hard feelings among the nation's inventors and their representatives.!Gen. Lewis 
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United States Patent and Trademark Office OG Notices: 01 February 2005 

Relocation of Customer Service Windows for 
Patent-Related Correspondence; 

Establishment of Drop Box in South Tower for 
Certain Patent-Related Correspondence; 

Hand Carry and Mailing Address for 
Trademark-Re1ate.dCorrespondence 

Effective January 14, 2005, a new Customer Service Window for patent-
related correspondence will open at 8:30 a.m. at the USPTO Alexandria 
campus. The Customer Service Window (Lobby, Room 1B03) and the PCT 
Customer Service Window (8th floor) currently located at 220 20th Street 
South, Crystal Plaza Two, Arlington, VA 22202 will close at 12:OO midnight 
on January 13, 2005 and will be consolidated at the Alexandria.campus. 

Customer Service Window for Patent-Related Correspondence 

The location for the new Customer Service Window is on the first floor 
of the south side of the Randolph Building, with street level access from 
Ballenger Avenue. The specific hand carry or delivery address is: 

Customer Service Window 
Randolph Building 
401 Dulany Street 
Alexandria, VA 22314 

If the appropriate mail stop is known, the mail stop should also be 
included in the address. Documents for the Customer Service Window or 
the PCT Customer Service Window may be hand carried or delivered to the 
new Customer Service Window at the above Alexandria address on or after 
January-14,2005. No application numbers will be assigned by window staff 
at the time of delivery. Hours of Operation will be 8:30 a.m. through 
12 midnight, Monday through Friday, except holidays and if the USPTO is 
closed for inclement weather or an emergency. 

Drop Box in South Tower for Certain Patent-Related Correspondence 

Additionally, a satellite drop location will be established in the 
lobby of the South Tower building in Crystal City (2900 Crystal Drive, 
Arlington, Virginia), effective January 14, 2005. This location will not 
be staffed but will be monitored by the building guard. Applications and 
application-related papers may be left at this location during the hours 
of 8:30 a.m. and 7:00 p.m., Monday through Friday, except holidays and if 
the USPTO is closed for inclement weather or an emergency. The guard will 
not allow materials to be left except during those hours. No postcard 
receipts will be stamped at time of drop off, nor will the guard answer 
any processing questions. Materials will be retrieved periodically 
throughout the day and taken to the appropriate location for processing. 

Other Information Regarding Patent-Related Correspondence 

The new customer service window and new drop box must not be used for 
correspondence that is required to be mailed to post office boxes other 
than P.O. Box 1450, Alexandria, VA 22313-1450, filed by.facsimile, filed 
electronically, or hand-delivered to a different address. 



PCT customer service offices will provide file inspection for files 
located in PCT.PALM locations. The PCT file inspection location is Room 
4A22, 2900 Crystal Drive, Arlington, Virginia (South Tower). Customers 
should ca11.703-305-3165 in advance to make arrangements to inspect a file. 
Requests to inspect files located in OIPE PALM locations should be 
directed to the File Information Unit (FIU) at 703-308-2733. The FIU is 
located in Room 2E04, 2900 Crystal Drive, Arlington, Virginia (South 
Tower). 

Patent-related correspondence sent through the United States Postal 
Service should continue to be directed to the addresses set forth in 
37 CFR 1.1 (revised etfective September 13, 2004) (e.g., P.O. Box 1450, 
Alexandria, VA 22313-1450). 

Hand Delivery and Mailing Address for Trademark-Related Correspondence 

Use of any patent boxes for trademark-related correspondence is strongly 
discouraged, and may result in delayed processing. Most trademark-related 
correspondence, including Madrid Protocol-related correspondence, may be 
filed electronically using the Trademark Electronic Application System 
(TEAS), at www.uspto.gov. The USPTO prefers that filers use TEAS where 
possible. 

Trademark-related correspondence also may be hand-delivered to the 
Trademark Assistance Center (TAC) located at: 

Trademark Assistance Center 
James Madison Building - East Wing . 

Concourse Level 
600 Dulany Street 
Alexandria, VA 22314 

Hand deliveries of Madrid Protocol-related correspondence should also 
include the notation "Attention: MPU". 

Hours of operation for TAC are 8:30 a.m. - 5:00 p.m. Monday through 
Friday, except holidays or days the USPTO is closed for inclement weather 
or emergency. 

' Trademark-related correspondence sent through the United States Postal 
Service, except documents sent to the Assignment Services Division for 
recordation, requests for copies of trademark documents, and documents 
filed under the Madrid Protocol, should be mailed to: 

Commissioner for Trademarks 
P.O. Box 1451 
Alexandria, VA 22313-1451 

Madrid Protocol-related documents sent through the United States Postal 
Service should be mailed to: 

Commissioner for Trademarks 
P.O. Box 16471 
Arlington, VA 22215-1471 
Attn: MPU 

Questions regarding this notice may be e-mailed to 
PatentPractice@uspto.gov, or directed to the Inventors' Assistance Center 
(formerly the Patent Assistance Center (PAC)) by telephone at 
(800)786-9199, or (703)308-4357. 



.. 

January 12, 2005 JOHN D. HASSETT 
Director 

Administrative Services 
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LEGAL FRAMEWORK FOR EFS-WEB 
September 2008 

I. Introduction - Scope of Document 
This Legal Frameworkprovides guidance on the background statutes, regulations and policies 
that support the Electronic Filing System -Web (EFS-Web) project. The document is provided 
as a reference for applicants, parties in reexamination proceedings, attorneys, and agents, as well 
as their staffs using the system. 

11. Background 
From October 2000 through October 2006, the USPTO provided eFiling software including two 
client-side components. Those components were EFS-ABX for patent application specification 
authoring and ePAVE for form generation, validation, and submission to the USPTO. EFS-ABX 
generated an .abx package that contained the Portable Document Format (PDF) version of the 
file and an XML version with all associated files needed for rendering in a browser. ePAVE. 
generated XML forms based on user input, allowed for the .abx file to be attached, validated the 
package, and submitted it to the USPTO for processing. Due to low adoption rates of eFiling, 
the USPTO requested feedback from the IP community and found that users prefer filing 
applications using PDF, as well as being free from downloading and installing software on their 
workstations. 

AS a result of these user requests, the USPTO created EFS-Web, a PDF-based Internet patent 
application filing system. The use of a web browser on the client side answered requests for a 
!'light" client, that is a system that does not require a user to download a substantial amount of 
software onto hislher computer. As a result of the highly favorable reception of the EFS-Web 
filing system and the low adoption rate of the ePAVE and ABX filing components, the ePAVE 
and ABX filing components were retired by the USPTO in the Fall of 2006. 

EFS-Web is a PDF-based filing system. Accordingly, all EFS-Web submissions are required to 
be in PDF format unless otherwise indicated below. In addition, PDF files created from scanned 
documents and submitted via EFS-Web must be created using a scanning resolution no lower 
than 300 dpi. Lower resolution scans have significantly delayed processing and publication of 
applications, e.g. resubmission has been required for documents failing to comply with the 
legibility requirements. See 37 CFR 1.52(a)(l)(v) and (a)(5) regarding document legibility 
requirements. 

EFS-Web collects data elements from on-screen entries made through the EFS-Web graphical 
user interface (GUI) data collection screens. Needed patent information, however, is also 
collected on form fillable PDF, or user created PDF files attached to the submission. 

EFS Legal Framework 



The user and the USPTO benefit greatly from such automated processing by increasing the 
accuracy and timeliness of data going from one system to another, while eliminating the need for 
the user to prepare paper submissions (which may be extensive) and eliminating the need for the 
USPTO to process large volumes of paper submissions. An applicant need not provide a 
duplicate copy of any document filed through EFS-Web unless the Office specifically requires 
the filing of a duplicate in a particular situation. 

The USPTO provides users with PDF Web-based fillable forms. Currently there are several 
fillable forms including the Provisional Cover Sheet, the Information Disclosure Statement, the 
Application Data Sheet; Petition to Make Special under'Accelerated Examination Program, 
Petition to Accept Unintentionally Delayed Payment of Maintenance Fee in an Expired Patent, 
Request for Continued Examination (RCE), and Petition to Make Special Based on Age. The 
USPTO will continue to convert additional forms to the PDF form-fillable format over time. 

EFS-Web permits a legal assistant or paralegal to submit an applicationlrequest for 
reexamination previously reviewed by a registered practitioner without the registered practitioner 
being present. 

IV. Relevant Statutes and Rules 

35 USC 111 - filing a patent application 
35 USC 302, 3 11 - filing a request for reexamination 
37 CFR 1.52- form of an application/reexamination 
37 CFR 1.4- signatures 
37 CFR 1.6-.receipt of correspondence 

Electronic Filing System Available to Public 1240OG 45 (14 November 2000) indicates that to the extent 
that any USPTO regulation is inconsistent with EFS procedures, the regulation will be interpreted in a 
manner to support EFS. 

Improper Use of EFS-Web: 

Use of EFS-Web in a manner significantly in violation of the instructions proscribed by the 
Legal Framework may result in non-entry of the submission or failure to accord a filing date in 
the event the USPTO does not fully, successfully, and officially receive all of the elements 
necessary to obtain a filing date for an intended submission once the applicantlpatent owner 
clicks the SUBMIT button on the Confirm and Submit screen. 

V. Legal Advantages to the Filer of the EFS-Web Approach 

Major Innovations of EFS-Web: 

a. Web access from anywhere using web browser. 

b. standard PDF accepted, from commercial and free PDF converters. 

EFS Legal Framework 



c. Portable PDF forms, can be passed around for collaboration. 

d. Responsible attorney or agent need not be present for submission. 

e. Real time fee payments. 

f. An Acknowledgement Receipt received upon making an electronic filing is the legal 
equivalent of a post card receipt described in MPEP 503. 

VI. Legal Issues & Policies 

This initiative does not depend upon, or require, statutory changes. PDF files when submitted as 
part of a Patent Application Specification via EFS-Web are used to create the official record. 

The following are policies of the Office concerning e-filed patent application's/requestsfor 
reexamination under EFS-Web, as well as follow-on papers in applications and reexamination 
proceedings. 

VII. Subscriber Agreement1 Signature Policy 
A practitioner or an employee acting under the direction and control of a practitioner may, as a 
general rule, file documents signed by either the practitioner exercising the direction and control 
or another practitioner via EFS. Filing of a document that is unauthorized to be filed via EFS 
(e.g., a withdrawal from issue by a third party) is inconsistent with the subscriber agreement. 
Thus, the certificate holder and employee acting under the direction and control of a registered 
attorney (or agent) must make sure that documents being submitted are authorized to be filed via 
EFS, regardless of whether the document is signed by the practitioner exercising the direction 
and control or another practitioner. 

VIII. Acknowledgement Receipt Policy 
The Acknowledgement Receipt establishes the date of receipt by the USPTO of electronic 
documents itemized in the receipt. Under EFS-Web, the Acknowledgement Receipt will contain 
a full listing of the documents submitted to the USPTO as described by applicant or a 
reexamination party (patent owner or reexamination requester) during the submission process, 
including the count of pages andlor byte sizes for each document. Thus, the Acknowledgement 

. Receipt is the electronic equivalent of the post c&d receipt described in MPEP 503. 

The official application filing date will benoted on the Filing Receipt (37 CFR 1.54), PTO 
Form-103~,after the submitted application parts are reviewed for compliance with 35 U.S.C. 4 
111. The filing date is based on the dates indicated on the Acknowledgement Receipt assuming 
that, after review, the documents submitted are found to be entitled to an application filing date. 
Likewise the official reexamination filing date will be noted on the' "Notice of ... Reexamination 
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Request Filing Date," after Central Reexamination Unit (CRU) review for filing date compliance 
and is based on the dates indicated on the Acknowledgement Receipt. 

If the official version of any document received by the EFS-Web is lost, damaged or rendered 
unreadable by the USPTO and if it cannot be recovered from the stored files received by 
electronic submission, then the applicant/reexarnination party will be promptly notified. In that 
situation, the applicant/reexarnination party may have to resubmit the document(s) or portion of 
the document that are lost and petition for the original filing date. Such events are expected to be 
rare, indeed since inception of the EFS project no documents submitted using USPTO EFS 
software and received in EFS have been lost. In most cases a phone call to the Electronic 
Business Center (EBC) will resolve the issue. But if that is not sufficient, the 
applicant/reexamination party would present: (1) the Acknowledgement Receipt; (2) a copy of 
the missing files as submitted; and (3) a signed petition and statement verifying that the attached 
files are the same as mentioned in the Acknowledgement Receipt for that application number. 
The Acknowledgement Receipt and statement will serve as primafacie-evidence that the 
resubmitted documents are the same as those submitted on the date of receipt. Note the 
Acknowledgement Receipt only indicates that the USPTO received what was actually sent, as 
opposed to what may have been intended to be transmitted. Applicants1reexamination parties 
should exercise the same care in preparing and preserving a copy of a submission in electronic 
form as in paper. 

IX. Entry in the US national stage under 35 USC 371 
It is recommended that applicants continue to use the Transmittal Letter to the United States 
DesignatedIElected Office (DOIEOIUS) Concerning a Submission Under 35 USC 371 (Form 
PTO-1390) when electronically filing documents for entry into the US national stage under 35 
USC 371. The PTO-1390 Form includes useful information that is not othenvise collected by 
EFS-Web at this time. 

If a timely submission to enter the national stage of an international application is compliant with 
the conditions of 35 USC 371 and other applicable requirements, Form PCT/DO/E0/903 
indicating acceptance of the application as a national stage submission under 35 USC 371 will be 
issued in addition to the Filing Receipt. 

X. Security 

The USPTO requires Public Key Infrastructure (PKI) certificates to meet federal government 
computer system authentication guidelines as defined by the National Institute of Standards and 
Technology (NIST) and the Office of Management and Budget (OMB). The required evaluation 
of EFS and PAIR determined that level 3 authentication was needed which is met by the 
USPTO's PKI. 

Only PKI registered users (or persons under their direction and control) can submit follow on 
papers. This preserves confidentiality, and is consistent with power of attorney and 
correspondence regulations. In order to obtain a PKI certificate the user must already be a 
registered attorney (or equivalent) or inventor and complete the appropriate paperwork. Once the 
user has a PKI certificate, the user can authenticate hirnselfierself to the USPTO through the 
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EFS-Web sign-on. This will generate a secure, encrypted, connection with the USPTO. While 
an inventor and hisher attorney may obtain a PKI certificate, only a single PKI certificate 
associated with a single customer number is allowed access to a particular application in Private 
PAIR. 

For filers that do not have or do not wish to use a PIU certificate to authenticate to the USPTO, 
they may still submit new filings only via a non-authenticated workflow. The user would go to 
the EFS-Web page and choose to submit without a PKI certificate as an unregistered user, which 
would generate a Transit Layer Security (TLS) connection for the session, thus allowing secure 
data transmission to the USPTO. Non-authenticated users have the same level of protection for 
filing as a registered user, but are limited to submission of initial filings. This practice minimizes 
the risk of improperly filed third party petitions and other papers. 

Note: Users are advised that the USPTO may revoke a user's digital PKI certificate if the user 
makes an improper submission through EFS-Web. See section XXXI (Documents Policy) at 
page 17. See also paragraph 4 of the "United States Patent and Trademark Office Public Key 
Infrastructure Subscriber Agreement7'located at 
[http://www.uspto.gov/ebc/documents/subscribersagreement.pdf]. 

XI. Policy of Annex F of the PCT Administrative Instructions 

EFS-Web employs a Web based approach to document submission which is different from the 
Annex F "wrapped, bundled and signed package" approach. Thus EFS-Web does not meet 
Annex F requirements. See Annex F.,of the PCT Administrative Instructions located at 
[http://www.wipo.int/pct~en/texts/l.While EFS-Web is not required to meet Annex F 
requirements at this time, work will commence to expand Annex F as a world standard. 

XII. What is the official record of documents submitted by EFS-Web? 

The Official Record for application files and reexamination proceeding documents (e.g., 
reexamination requests) submitted via EFS comprises (1) ASCII text documents as well as color 
and grayscale drawings in PDF format as stored in the Supplemental Complex Repository for 
Examiners (SCORE) and (2) TIFF images of all other original documents as stored in the Image 
File Wrapper system as well as the Electronic Acknowledgement Receipt and the Electronic 
Patent Application Fee Transmittal both of which contain information entered via the EFS-Web 
graphical user interface (GUI). The original documents submitted via EFS, e.g., applications 
and, reexamination proceeding documents d e  stored exactly as filed, for reference, in an 
independent location. 

XIII. May biotechnology sequence listings, large tables, or computer program 
listing appendices be submitted as text files via EFS-Web? 
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Yes, all of these types of documents may be submitted as text files for national applications 
(other than international applications filed under the Patent Cooperation Treaty (PCT)) and 
reexamination proceeding documents. The CD practice of 37 CFR 1.52(e) and 37 CFR 1.821 
remains as a filing option. i'he filing of international applications under the PCT via EFS-Web 
is discussed in Part XVIII below. 

A filer may subinit the following document types, as specified in 37 CFR 1.52(e), as text files via 
EFS-Web instead of on compact d s c  provided such files are in compliance with the American 
Standard Code of Information Interchange (ASCII): 

A computer program listing (see 37 CFR 1.96); 

A "Sequence Listing" (submitted under 37 CFR 1.821); or 

Any individual table (see 37 CFR 1.58)if the table is more than 50 pages in length, or if the total 
number of pages of all of the tables in an application exceeds 100 pages in length, wherein a 
table page is a page printed on paper in conformance with 37 CFR 1.52(b) and 37 CFR 1.58(c). 

The requirements of 37 CFR 1.52(e)(3)(ii), (4), and j6) are not applicable to computer program 
listings, sequence listings, and tables submitted as text files via EFS-Web. Further, the 
specification must contain an incorporation-by-reference of the material in the text file in a 
separate paragraph identifying the name of the text file, the date of creation, and the size of the 
text file in bytes as per 37 CFR 1.52(e)(5). 

Pursuant to 37 CFR 1.821, apatent application which discloses nucleotide and/or amino acid 
sequences must contain both "a paper copy" of the sequence listing (37 CFR 1.821(c)) and a 
computer readable form (CRF) of the sequence listing (37 CFR 1.821(e)). If a sequence listing 
text file submitted via EFS-Web complies with the requirements of 37 CFR 1.824(a)(2)-(6) and 
(b) (i.e., is a compliant sequence listing ASCII text file), the text file will serve as both the paper 
copy required by 37 CFR 1.821(c).andthe CRF required by 37 CFR 1.821(e). Thus a statement 
under 37 CFR 1.821(f) (indicating that the paper copy and CRF copy of the sequence listing are 
identical) is unnecessary. Furthermore, the filer need not submit any additional copies of the 
sequence listing pursuant to 37 CFR 1.821(e). If a filer submits a compliant sequence listing 
ASCII text file viaEFS-Web, the filer should not request the use of a compliant computer 
readable "Sequence Listing" that is already on file for another application pursuant to 37 CFR 
1.821(e). If such a request is filed, the Office will not carry out the request but will use the 
sequence listing submitted with the application as originally filed via EFS. Checker software 
that may be used to check a sequence listing for compliance with the requirements of 37 CFR 
1.824 is available on the USPTO web site at http://www.uspto.gov/web/oMices/pac/checker/. 

If a filer submits a sequence listing (under 37 CFR 1.821(c) and (e)) as a text file via EFS-Web 
in response to a requirement under 37 CFR 1.821(g) or (h), the sequence listing text file must be 
accompanied by a statement that the submission does not include any new matter which goes 
beyond the disclosure of the application as filed. However, if the sequence listing text file 
complies with the requirements of 37 CFR 1.824(a)(2)-(6) and (b), the filer need not submit (i) 
any additional copies of the sequence listing pursuant to 37 CFR 1.821(e) nor (ii) the statement 
described in 37 CFR 1.821(f) and any request under 37 CFR 1.821(e) for the use of a compliant 
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computer readable "Sequence Listing" that is already on file for another application is 
unnecessary and will not be carried out. 

XIV. How are text files counted for application size fee purposes? 

Any sequence listing submitted as a text file via EFS-Web that is otherwise in compliance with 
37 CFR 1.52(e)and 1.821(c) or (e), and any computer program listing submitted as a text file via 
EFS-Web that is otherwise in compliance with 37 CFR 1.52(e) and 1.96. will be excluded when 
determining the application size fei  required by 37 CFR 1.16(s) or 1.4926) as per 37 CFR 
1,52(f)(l), 

Regarding a table submitted as a test file via EFS-Web that is part of the specification or 
drawings, each'three kilobytes of content submitted will be counted as a sheet of paper for 
purposes of determining the application size fee required by 37 CFR 1.16(s) or 1.492(j). Each 
table should be submitted as a separate text file. Further, the file name for each table should 
indicate which table is contained therein. 

XV. What is the size limit for text files? 

100 megabytes is the size limit for sequence listing text files submitted via EFS-Web. If a filer 
wishes to submit an electronic copy of a sequence listing text file that exceeds 100 megabytes, it 
is recommended that the electronic copy be submitted on compact disc via Express Mail in 
accordance with 37 CFR 1.10 on the date of the corresponding EFS-Web filing in accordance 
with 37 CFR 1.52(e) if the filer wishes the electronic copy to be considered part of the 
application as filed. Alternatively, a filer may submit the application in paper and include the 
electronic copy of the sequence listing text file on compact disc in accordance with 37 CFR 
1.52(e). Sequence listing text files may not be partitioned into multiple files for filing via EFS-
Web as the EFS-Web electronic filing system is not currently capable of handling such 
submissions. If the sequence listing is filed on a compact disc, the sequence listing must be a 
single document, but the document may be split using software designed to divide a file, that is 
too large to fit on a single compact disc, into multiple concatenated files. If the filer breaks up a 
sequence listing so that it may be submitted on multiple compact discs, the compact discs must 
be labeled to indicate their order (e.g., "1 of X", "2 of X", etc.). 

For all other file types, 25 megabytes is the size limit. If a filer wishes to submit an electronic 
copy of a computer program listing or table that is larger than 25 megabytes, it is recommended 
that the electronic copy be submitted on compact disc via Express Mail in accordance with 37 
CFR 1.10 on the date of the corresponding EFS-Web filing in accordance with 37 CFR 1.52(e) if 
the filer wishes the electronic copy to be considered to be part of the application as filed. 
Alternatively the applicant/patent owner may submit the application in paper and include the 
electronic copies on compact disc in accordance with 37 CFR 1.52(e). Another alternative 
would be for the filer to break up a computer program listing or table file that is larger than 25 
megabytes into multiple files that are no larger than 25 megabytes each and submit those smaller 
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files via EFS-Web. If the filer chooses to break up a large computer program listing or table file 
so that it may be submitted electronically, the file names must indicate their order (e.g., "1 of X", 
"2 of X", etc.). 

XVI. What is the limit on the number of electronic files submitted via EFS-
Web? 

60 electronic files is the file number limit, as EFS-Web is not currently capable of accepting 
more than 60 electronic files in any one submission. Accordingly, if an application file is 
comprised of more than 60 electronic files, it is recommended that the filer submit 60 or fewer 

. files in an initial filing via EFS-Web at which time the application will be assigned an . 

application number. Note that regarding the 60.electronicfile limit, an applicant may upload and 
validate in sets up to 20 files each, with a limit of three sets of 20 files. If applicant chooses to 
divide a file into multiple parts using the multi-doc feature, each part is counted as one file. 
Then the filer may submit any additional electronic files as follow-on documents later on the 
same day as the initial.filing. This will allow all of the electronic files making up the application 
to receive the same filing date. 

XVII. May international applications filed under the Patent Cooperation 
Treaty (PCT) with the US Receiving Office (ROIUS) be electronically 
submitted via EFS-Web? 

Yes, EFS-Web enables a user to electronically file international applications under the Patent 
Cooperation Treaty (PCT) with the United States Receiving Oflice (RO/US). 

XVIII. May EFS-Web be used to file international applications containing 
nucleotide/amino acid sequence listings and/or tables related thereto in the 
United States Receiving Ofice? 

Yes, applicants may file international applications under the PCT that contain nucleotide/amino 
acid sequence listings and/or tables related thereto with the United States Receiving Office 
(RO/US) via the EFS-Web filing system of the USPTO. However, computer program listings 
may not be included in international applications filed under the PCT. 

Applicants are advised that EFS-Web may be used to file either: (1) intemational applications in 
fully electronic form or (2) follow-on papers to previously filed international applications. 
Applications containing large sequence listings andlor tables related thereto (i.e. 400 or more 
combined sequence listing andlor tables pages) may qualifjr for a reduced filing fee under 
Section 707(a-bis) of the PCT Administrative Instructions (AI) as discussed below. 
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Applicants should note that A1 Part 8 does not apply to applications filed via EFS-Web, because 
A1 Part 8 is reserved for applications filed partly on paper and partly on electronic media. 

A. Sequence Listing: 
Under PCT Rule 5.2(a), the sequence listing part must always be presented as a separate 
part of the description. The sequence listing part of the description should be submitted as a . 
single ASCII text file with a ".txtWextension (e.g. "seqlist.txtU).Submission of the sequence 
listing part in PDF format is not recommended because applicant would still be required to 
supply a copy of the sequence listing in text format in accordance with A1 Annex C, 739. If 
the sequence listing part is submitted as a text file, applicant need not submit any additional 
copies. The text file will serve both as the written portion of the sequence listing under PCT 
Rule 5.2 and the electronic form under PCT Rule 13ter.l(a). Furthermore, the required 
statement in paragraph 40 of Annex C that "the information recorded in the electronic form 
is identical to the sequence listing in the application" is not required. . 

B. Tables Related to a Sequence Listing: 

Tables related to a sequence listing may be either interspersed with the rest of the 
description or consolidated into a separate part of the description. Description pages, which 
contain interspersed tables, must be submitted in PDF format. Table pages which are 
consolidated into a separate part of the description may be submitted in either PDF or text 
format when using EFS-Web, although text format is preferred. For consolidated tables, 
each table must be contained in a separate file with the appropriate extension (i.e. ".txt" for 
text files and ".pdftfor PDF files). Furthermore, each table file must have a filename which 
indicates the name of the table contained therein (e.g. "table-1.txtU,"table-2.txt", "table-
3.txt" etc. or "table-l.pdf', "table-2.pdft,"table-3.pdf1,etc.). Regardless of the file format 
used, the spatial relationships (e.g., columns and rows) of the table elements must be 
maintained. 

C. File Size and Quantity Limits 

100 megabytes is the size limit for sequence listing text files. For all other file types (including 
tables related to a sequence listing) EFS-Web is currently not capable of accepting files that 
are larger than 25 megabytes. Additionally, a single EFS-Web submission may include-no 
more than 60 electronic files. Note that regarding the 60 electronic file limit, an applicant may 
upload and validate in sets up to 20 files each, with a limit of three sets of 20. If applicant 
chooses to divide a file into multiple parts using the multi-doc feature, each part is counted as 
one file. Unusually large or numerous sequence listings and/or tables may prevent applicant 
from making a complete international application filing in a single EFS-Web submission. In 
such instances, applicant may use EFS-Web to file part of the intemational application and to 
obtain the intemational application nuniber and the confirmation number. The remainder of 
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the international application must then be submitted on the same day as one or more follow-on 
submissions using EFS-Web, Express Mail from the United States Postal Service (USPS) in 
accordance with 37 CFR 1.10, or hand delivery, as appropriate, in order to secure the same 
filing date for all parts of the international application. However, sequence listing text files 
may not be partitioned into multiple files for filing via EFS-Web as the EFS-Web electronic 
filing system is not currently capable of handling such submissions. In addition, USPS 
Express Mail and hand carried submissions may not contain PDF files and must fully comply 
with the guidelines for filing a sequence listing andlor tables related thereto on electronic 
media as set forth in MPEP 1823.02,except that only one copy of the sequence listing andor 
tables is required, and applicant need not make any reference to A1 Part 8 or A1 $801. If a 
sequence listing is filed on a compact disc, the sequence listing must be a single document, but 
the document may be split using software designed to divide a file, that is too large to fit on a 
single compact disc, into multiple concatenated files. If the filer breaks up a sequence listing 
into multiple concatenated files so that it may be submitted on multiple compact discs, the 
compact discs must be labeled to indicate their order (e.g., "1 of X", "2 of X", etc.). 

As an alternative to using USPS Express Mail or a hand carried submission to submit a table 
file related to a sequence listing that exceeds the EFS-Web 25 megabyte limit, applicant may 
partition the oversize table file into multiple files, each of which is smaller than 25 megabytes. 
If applicant chooses to partition an oversize table file, the filenames of the resulting segments 
must indicate their proper order (e.g. "table-35-partlof3.txtU,"table-35-part2of3.txt", etc.). 

D. Fee Determination for International Applications Containing a Sequence 
Listing. 

The calculation of the international filing fee shall take into account only the first 400 pages of 
the combination of any sequence listing and any tables related thereto which are individually 
consolidated in separate parts of the description. Tables that are not related to a sequence 
listing will not qualify for any potential fee reduction. 

Pursuant to A1 $ 707(a), the international filing'fee, subject to the 400 page limit described 
above, is calculated on the basis of the number of sheets that the application would contain if 
presented as a print-out complying with the physical requirements prescribed in PCT Rule 11. 
For text files, each three kilobytes of content ak measured by USPTO computer systems shall 
be counted as'one printed page for fee calculation purposes. 

XIX. Follow-on Submissions for International Applications. 

As noted above, a sequence listing part andor tables related thereto may be submitted using one 
or more follow-on EFS-Web submissions. Such follow-on submissions will form part of the 
international application if filed on the same date on which the international application was 
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filed. Note that follow-on submissions may change the number of pages in the international 
application and therefore may affect the intemational filing fee. 

EFS-Web may also be used to submit a sequence listing in text format after the international 
filing date in response to a requirement under 37 CFR 1.821(h) and PCT Rule 13ter. Such 
sequence listing will not form part of the intemational application as set forth in PCT Rule 
13ter.l(e). 

XX. May a reissue application or a request for reexamination, and follow on 
papers be submitted via EFS-Web? 

Yes, EFS-Web permits a user to electronically submit a reissue application under 35 USC 251 
and follow-on papers, a request for ex parte reexamination under 35 USC 302 and follow-on 
papers, or a request for inter partes reexamination under 35 USC 311 and follow-on papers. In 
reexamination, both the reexamination requester and the patent owner may file via EFS-Web. 

XXI. May pre-grant publication requests be submitted via EFS-Web? 

Yes, EFS-Web enables users to electronically submit pre-grant publication requests for amended 
publication, redacted publication, voluntary publication, or republication under 37 CFR $5 1.215, 
1.217, 1.219, and 1.221(a)via EFS-Web. When filing pre-grant publication requests via EFS-
Web, the form fillable application data sheet (PTOlSBl14) is required to be used for fulfilling the 
bibliographic data requirements. An electronic submission for voluntary publication, amended 
publication, republication (37 CFR 5 1.221(a)) or redacted publication must be submitted as a 
"Pre-Grant Publication" by selecting the Pre-Grant Publication" radio button on the ~ ~ k - ~ e b  
data collection screen. It is not sufficient for a filer to merely submit a document via EFS-Web 
requesting voluntary publication, amended publication, republication or redacted publication 
without also selecting the "Pre-Grant Publication" radio button on the EFS-Web data collection 
screen. 

XXII. May color drawings for design applications be submitted via EFS-
Web? 

Yes, all design application drawings may be submitted via EFS-Web. However, the Office will 
treat color drawings in design applications as informal drawings unless accompanied by a 
grantable petition filed under 37 CFR 5 1.84(a)(2) explaining why the color drawings are 
necessary. 
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The requirement for three (3) sets of color drawings under 37 CFR 1.84(a)(2)(ii) is not applicable 
to color design drawings submitted via EFS-Web. Only one set of such color design drawings is , 
sufficient when filing via EFS-Web. 

Drawings submitted via EFS-Web in application types other than design applications must be in 
bitonal black and white only. 

XXIII. What is the date of receipt of an application received under the EFS-
. Web? 
35 USC 111(a)(4) states in part (emphasis added): 

The filing date of an application shall be the date on which the specificationand a& required 
drawing are received in the Patent and Trademark Office. 

Thus, the filing date of an application is the date of receipt of the application in the USPTO. 
Further, the USPTO is located in the Eastern Standard Time zone. Accordingly, the date of 
filing of an application officially submitted through EFS-Web will be the date in the ~astkrn 
Standard Time zone at the time of submission. As such, the submission's "date of receipt", as 
shown on the Acknowledgement Receipt, is the Eastern Standard Time date that the documents 
are fully, successfully, and officially received at the USPTO as indicated by pressing the Submit 
Button on the Confirm and Submit screen. This date is controlling for filing date purposes of' 
your newly filed application. There is no "certificate of transmission" practice for new 

a application e-filings (37 CFR 1.8).This applies by analogy to reexamination.proceedings. 

To be very specific, tlte EFS- Websystem records as tlze date of receipt of docunzetzts tlte local 
date in Eastern Standard Time on wlticlz it receives art electronic ittdicafiontlzaf tlze SUBMIT 
button has been clicked on the Confirn and Submit screenfor those documents. 

So, for example, if an applicant in California officially files a patent application with the USPTO 
through EFS-Web by clicking on the SUBMIT button at 10:OO PM Pacific Time in California on 
May 1, that application would be officially received by the USPTO at 1:00 AM Eastern Standard 
Time on May .2. Accordingly, the application would receive a filing date of May 2. However, 
the applicant could alternatively file the application using the "Express Mail Post Office to 
Addressee" service of the United States Postal Service in accordance with 37 CFR 1.10 in which 
case the applicant would have until midnight on May 1 in hisher local time zone to file the 
application and obtain a filing.date of May 1. 

XXIV. What if the applicant electronically files an application via EFS-Web, 
and on that same day, realizes that they have inadvertently omitted a 
document from the application? 

One advantage of filing an application via EFS-Web is that the applicant may view the 
submission in PAIR and file a paper directly into the application on the same day as the filing 
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date of the application. In certain situations, applicant may correct an error by filing a missing 
item@)on the same day as the filing date of the application. Applicant, however, may wish to 
file another new application in other certain situations. For example: 

(1) Oath or Declaration - Applicant may file an executed oath or declaration on the same 
day as the filing date as the application via EFS-Web. The oath or declaration will notbe 
considered late and thus a surcharge for filing a late oath or declaration will not be . 
required. 
(2) Filing Fees - Applicant may file the filing fees (e.g., the basic filing fee, search and 
examination fees, application size fee, or excess claims fee) on the same day as the filing 
date of the application via EFS-Web. The fees will be considered late and thus a 
surcharge for filing the filing fees will m b e  required. 
(3) Non-publication request - Since 37 CFR 1.213(a)(l) requires any non-publication 
request to be filed with the application, applicant cannot simply file the non-publication 
request to correct the error. If applicant does not wish to have the application publish, 
applicant must file: (a) a new application kith a nonpublication request; and (b) file a 
petition for express abandonment to avoid publication under 37 CFR 1.138(c) and fee 
under 37 CFR 1.17(h) in sufficient time to permit the appropriate officials in Pre-Grant 
Publication Division to recognize the abandonment and remove the application from the 
publication process. 
(4) Drawings - Applicant may file the missing drawings as a preliminary amendment on 
the same day as the filing date of the application. The drawings will be considered as part 
of the original disclosure of the application. See 37 CFR 1.115(a)(2). If the application, 
however, were filed with the "wrong drawings," the "wrong drawings" would still be part 
of the original disclosure. A preliminary amendment could be filed on the same day as 
the filing date of the application adding the correct drawings and deleting the "wrong 
drawings." An amendment adding new drawings and deleting the "wrong drawings," 
filed on a day after the filing date of the application, may raise new matter issues. 
Certainly, if applicant wishes to have an application without the "wrong drawings" being 
a part of the original disclosure, applicant should file a totally new application (e.g., new 
specification including claims(s) and fees) comprising the correct'drawirigs, and, if 
desired, expressly abandon the original application. 
(5) Claims - Applicant may file the claims as a preliminary amendment on the same day 
that applicant filed the application,papers. Please note that the application will not be 
entitled to a filing date until applicant files at least one claim in the application. 
(6) Part of the specification - Applicant may file the missing portion.of the written 
description as a preliminary amendment on the filing date of the application. Such 
amendment will be considered as part of the original disclosure. 

If applicant files another new application to correct the error; applicant will have two 
applications. Applicant may continue to prosecute the first application that has the error or 
abandon the first application by filing a declaration of express abandonment. Please note that 
any fees paid in the first application will not be refunded or applied to the second application. 
Applicant may request refund of the search fee and any excess claims fees (but not the basic 
filing fee, examination fee, and application size fee) paid in the first application if the application 
was filed under 35 USC 11l(a) on or after December 8,2004 and the applicant files a declaration 
of express abandonment in accordance with 37 CFR 5 1.138(d). 
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XXV.What is the date of receipt of follow-on correspondence received by the 
USPTO through EFS-Web? 

Patent application/reexarninationproceeding correspondence filed after the initial application 
filing (i.e. follow-on correspondence) will receive as an official filing date the date the follow-on 
correspondence is received at the USPTO. However, follow-on correspondence that is required 
to be filed within a set time period will be considered timely if the correspondence is officially 
submitted through EFS-Web prior to the expiration of the set time period, and the 
correspondence includes a certificate for each piece of correspondence stating the local date of 
submission. See 37 CFR 1.S(a)(l)(i)(C). 

XXVI. Hours of Operation 

Hours of operation of the EFS-Web will be clearly provided in the EFS-Web instructions. If a 
transmission is attempted during a down time, the Office cannot accept it and will, if possible, 
transmit back a notice that the Office is not accepting submissions. No Acknowledgement 
Receipt will be sent. Instead a notice will advise the applicant/reexamination partyto use 
alternative filing methods, such as hand delivery of paper to the USPTO or Express Mail (under 
37 CFR 1.10), to establish the filing date. Note that most applications filed under 37 CFR 1.53, 
and reexamination requests, cannot be submitted by fax (37 CFR 1.6(d)(3) and (5)), and that 
normal certificate of mailing procedures do not apply to new applications and reexamination 
requests (37 CFR 1,8(a)(2)(i)(A)and (D)). Users are strongly advised to transmit their electronic 
filings sufficiently early in the day to allow time for alternative paper filing when transmission 
cannot be initiated or correctly completed. 

If the submission is successfully received on a Saturday, Sunday or Federal holiday within the 
District of Columbia, the Office will assign that receipt date at the USPTO to the submission. 

XXVII. Are there any legal consequences of the Ofice's accepting 
electronic patent applications on Saturday and Sunday? 
The USPTO will be open for receiving applications in electronic form during scheduled hours 
every day of the week. Hours will be announced on the Patents Electronic Business Center Web 
Page, at the USPTO Website: http://www.uspto.gov/ebc. 

Electronic filing will provide applicants with the opportunity to receive a filing date on any day 
of the week, including Saturday, Sunday, and Federal holidays. In addition, 35 USC 21(b). 
states: 

When the day, or the last day, for taking any action or paying any fee in the United States Patent 
and Trademark Ofice falls on Saturday, Sunday, or a Federal holiday within the District of 
Columbia, the action may be taken, or fee paid, on the next succeedingsecular or business day. 

Further, 35 USC 119((e)(3))states: 
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Ifthe day that is 12 months after the filing date of a provisional application falls on a Saturday, 
Sunday,or Federal holiday within the Dist~ictof Columbia, the period of pendency of the 
provisiotial application shall be extended to the next succeeding seculir or business day. 

Thus, under United States law, applicants will be permitted to take action on the next business 
day when the last day for taking action falls on a weekend or Federal holiday, regardless of the 
mode or form of filing. 

However, Article 4 of the Paris Convention addresses'the priority period and in Article 4(c)(3) it 
states: 

If the last day of the period is an official holiday, or a day when the Office is not open for the 
filing of applications in the country where protection is claimed, the period shall be extended until 
the first following working day. 

Further, as stated above, the USPTO is capable of accepting electronic patent application filings 
every day of the week, including weekends and holidays, through EFS-Web. Thus, applicants 
are cautioned to consider possible adverse consequences regarding the determination in other 
countries of priority periods under Article 4(C)(3) of the Paris Convention when filing 
intemational applications with the United States Receiving Ofice (ROtUS). Specifically, the 
ability to file applications electronically on weekends and holidays in the USPTO may result in 
loss of priority rights in foreign jurisdictions designated in international applications filed with 
the ROIUS, if applicants elect, in accordance with 35 USC 21(b) or 119(e)(3), to file an 
international application on the next succeeding business day in the event that the twelve month 
Paris,Convention priority period set out in Article 4(C)(1) falls on a Saturday, Sunday, or Federal 
~ o l i d a ~ .In such circumstances, other Patent Offices may deny the priority claim on the basis 
that the intemational application was not timely filed if their national law strictly incorporates the 
provision of Paris Convention Article 4(c)(3) and considers the USPTO to be open for the filing. 
of applications on weekends and holidays. For this reason, applicants may prefer not to rely upon 
the "next business day" provisions of sections 21(b) and 119(e)(3) of title 35 when filing 
applications with the USPTO, and instead file the application before the Paris Convention 
twelve-month priority period has expired. 

XXVIII. Under what authority does an authorized assistant of the digital 
certificate holder submit signed documents? 

Subscriber Agreements and Certificate Action Forms have been written to permit Assistants 
under the direction and control of the digital certificate holder (applicant/reexaminationparty or 
attorney) to submit documents under EFS-Web. The Assistant will use the Certificate Holder's 
certificate to make the submission. 

The Assistant will serve the ministerial function of pickup and delivery of documents that have 
been electronically or ink signed by the applicant/reexamination party or the attorney. (Ink 
signed documents can be electronically scanned and then e-filed.) The Assistant, not being a 
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registered attorney or the applicant/reexamination party, does not have the authority to sign or be 
responsible for the content of the documents submitted. However, they may view and retrieve 
documents from Private PAIR, or submit documents under EFS-Web under the direction of a 
registered practitioner. 

In the submission process, the Assistant is required to specie certain "locator information" so 
the documents can be associated with the proper electronic File Wrapper in the IFW system. 
That locator information may include the application's title, first named inventor, docket number, 
application number, confirmation number, correspondence address and filing date, all if 
available. The type of application (e.g. 11l(a), 371, international application, etc) and 
information necessary for the payment of fees are not considered to be locator information. ,This 
information is entered on submission to assure that the documents are placed in the proper file, 
and do not constitute a signed submission o'f bibliographic data on behalf of the 
applicantJreexamination party. Errors made in the "locator information" may be corrected by the 
Office on its own initiative, or by the applicant/reexamination party, similar to the way they are 
corrected in paper processing. 

It also should be noted that the assistant could pay the fees associated with the submission in the 
EFS-Web solution. This is comparable to the paper practice in which law firms designate 
individuals to pay fees. 

XXIX. Under what conditions will the EFS-Web allow refunds? 

The USPTO will grant refunds to e-filers when, due to a malfunction with the EFS-Web system,. 
the EFS-Web system has misled a filer into paying a fee in error. If it camiot be determined that 
a malfunction occurred, but rather seems only to be an e-filer error, no refund will be given. The 
filer should contact the EBC if there are any issues associated with their submission. 

XXX. Signature Policy 

Signatures, other than handwritten signatures meeting the standard of 37 CFR 1.4(d)(l), included 
in image attachments submitted via EFS-Web are governed by the S-signature requirements of 
37 CFR 1.4(d)(2)(See also 69 FR 56186, Sept. 21,2004). 

If the signer is submitting an application through EFS-Web in image-based PDF format, he or 
she should apply either a handwritten signature in compliance with 37 CFR 1.4(d)(l) or an S-
signature in compliance with 37 CFR 1.4(d)(2) before scanning the document or converting it to 
image-based PDF form. It is noted that when filing a new application by EFS-Web, a signed 
transmittal form or a signed application data sheet (ADS) is recommended for identification 
purposes. It should be noted, however, that a signature is not required to obtain a filing date for a 
new patent application. 

A legible electronic image of a handwritten signature inserted, or copied and pasted by the 
person signing the correspondence into an application document may be considered to be an 
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acceptable signature. The legible image of the handwritten signature of the person signing the 
correspondence must be inserted by the person. Additionally, the signature must be surrounded 
by a first single forward slash mark before the electronic image and a second single forward 
slash mark after the electronic image. That is, the legible electronic image of a handwritten ' 

signature must be enclosed between two single forward ,slashesand the signer's name is 
indicated below or adjacent the signature as per 37 CFR 1.4(d)(2). The slashes may be inserted 
into the document prior to the insertion of the signature. 

The presentation to the USPTO (whether by signing, filing, submitting, or later advocating) of 
any document constitutes a certification under 37 CFR 10.18(b)(2). See 37 CFR 1.4(d)(4). 

XXXI. Documents Policy 

EFS-Web will allow registered users to file both new submissions and follow-on documents. The 
following is a list of submission types that are mal lowed to be filed using EFS-Web: 

1) Correspondence concerning Registration Practice submitted under 37 CFR 1.4(e), 
which states: 
Correspondence requiring a person's signature and relating to registration practice before 
the Patent and Trademark Ofice in patent cases, enrollment and discipliniq 
investigations, or disciplinary proceedings must be submitted with an orignal hand 
written signature personally signed in permanent dark ink or its equivalent by that person. 
See 37 CFR 1.6(d)(l) 

2) Certified Copies submitted under 37 CFR 1.4(f), which states: 
When a document that is required by statute to be certified.must be filed,'.acopy, 
including a photocopy or facsimile transmission, of the certification is not acceptable. 
See 37 CFR 1.6(d)(2). An example of such a submission is a certified copy of a foreign 
patent application filed pursuant to 35 USC 119 or a certified copy of an international 
application filed pursuant to 35 USC 365. 

3) Correspondence to be filed in a patent application subject to a secrecy order under $ 5  5.1 
through 5.5 of this chapter. See 37 CFR 1.6(d)(6). 

4) Submissions in contested cases before the Board of Patent Appeals and Interferences, 
except as the Board may expressly authorize. See 37 CFR 1.6(d)(9). 

'5) Papers filed in contested cases before the Board of patent Appeals and Interferences, 
which are governed by 37 CFR 41.106(f). See 37 CFR 1.6(d)(3). 

6) Corresponden'cefiled in connection with a disciplinary proceeding under 37'CFR part 
lo. See 37 CFR 1.6(d)(3). 

7) Submissions that are not associated with an application/reexarnination proceeding. 

8) Third party papers under 37 CFR 1.99. 
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9) Protests under 37 CFR 1.29 1 

10) Public use hearing papers under 37 CFR 1.292. 

11) Maintenance fees submitted under 37 CFR 1.366. See MPEP 2510 for information. 
regarding the proper methods for submitting maintenance fees. 

12) Assignment documents under 35 USC 261, which may be electronically filed using the 
Electronic Patent Assignment System (EPAS) or the Electronic Trademark Assignment System 
(ETAS). Information regarding EPAS is available at: http://evas.uspto.~ov. Information 
regarding ETAS is available at: l~tte://etas.uspto.~o\;. 

13) Submissions under 35 USC 161 associated with plant applications. 

14) Initial submissions for Patent Term Extension under 35 USC 156. 

For more information on these policies, please contact Diana Oleksa, Legal Advisor - IT 
Projects, PCT Legal Administration, at Diana.Oleksa~2!us1~to.~ov . 

John J. Love 
Deputy Commissioner for Patent Examination Policy 

September, 2008 
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