
PRESIDENT AND CHIEF EXECLmVEOFFlCER 

February 10,2009 

BY HAND DELIVERY 

The Honorable William E. Kovacic 
Chairman, Federal Trade Commission 
Office of the Secretary 
600 Pennsylvania Ave., NW 
Room H-135 (Annex I) 
Washington, DC 20580 

Re: Evolving IP Marketplace - Comment, Project No. PO93900 

Dear Chairman Kovacic: 

The Pharmaceutical Research and Manufacturers of America (PhRMA) 
appreciates the opportunity to respond to the Federal Trade Commission's notice and 
questions concerning the Evolving Intellectual Property Marketplace, 73 Fed. Reg. 
70645 (Nov. 2 1,2008). 

PhRMA represents the country's leading pharmaceutical research and 
biotechnology companies, which are devoted to inventing medicines that allow patients 
to live longer, healthier, and more productive lives. PhRMA companies are leading the 
way in the search for new cures. PhRMA members alone invested an estimated $44.5 
billion in 2007 in discovering and developing new medicines. Industry-wide research 
and investment reached a record $58.8 billion in 2007. 

The U.S. pha'rmaceutical and biotechnology sector make important economic 
contributions to the United States. Developing new medicines is a particularly risky, 
lengthy, and costly endeavor. Strong intellectual property protection is a fundamental 
element of an environment that fosters innovation and provides important incentives for 
the investment needed to seize the extraordinary opportunities for medical advances 
and economic growth offered by this 21St Century knowledge-based sector. 

. Pharmaceutical Research and klanufacturers of America 
950 F Street. NW. Washington. DC 20004 Tel: 202-835-3420 FAX: 202-71 5-7052 



We appreciate your engagement in this important area and the thoughtful 
approach in which you are soliciting views from stakeholders on these issues. We look 
forward to continuing to work with you, your colleagues at the Federal Trade 
Commission, and other stakeholders, as you continue consideration of these and other 
important topics. 

Sincerely, 

Billy Tauzin 
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PhRMA'S COMMENTS TO THE FEDERAL TRADE COMMISSION 

Since the Federal Trade Commission's ("FTCyy) 2003 report," strong patent protection 
has become more important to the biopharmaceutical industry due to the increasing expense and 
uncertainty associated with developing new medicines and bringing them to market. 
Biopharmaceutical companies range in size from small start-up research firms to multi-national, 
multi-billion dollar corporations, and encompass both research-based pharmaceutical and 
biotechnology companies. Regardless of their size, these companies face significant challenges 
relating to the discovery, development, testing, production, and commercialization of new 
medical treatments. 

PhRMA's member companies are leading research-based pharmaceutical and 
biotechnology companies that are devoted to developing medicines that allow patients to live 
longer, healthier, and more productive lives. In 2007, PhRMAYs member companies invested an 
estimated $44.5 billion in research and development and were developing or seeking regulatory 
approval for 2,700 molecules that might eventually be used to treat U.S. patients. Development 
of new medicines is a long and high-risk process, and it has become more costly and complex 
over the last decade. 

Recent medical advances4riven by scientific research and creative genius-would 
have been impossible without a system of laws that provide the structure, stability, and 
opportunity necessary to support the needed investment. As discussed more fully below, 
PhRMA's member companies face a number of challenges in the intellectual property ("IP") 
marketplace that reinforce and heighten the importance of strong intellectual property rights. 

I. For The Biopharmaceutical Industry, Strong Patent Protection Has Become More 
Important Than Ever. 

In the FTC's Federal Register notice for its Hearings on the Evolving IP Marketplace, the 
FTC asks a series of questions on various developments in the IP marketplace.2/ The FTC's first 
question asks how the IP marketplace has changed in the last five to ten years and how those 
changes affect innovation. The biopharmaceutical industry is premised on strong intellectual 
property protections-including both patents and data exclusivity. For biopharmaceutical 
companies, patent protections provide the innovator with a time-limited, exclusive right to 
market a particular patented medicine once the medicine has been approved by FDA. 
Biopharmaceutical companies that bring products to market rely on such intellectual property 
rights, and the ability to enforce those rights, to justifj the inherently risky, costly, complex, and 
lengthy R&D process that is necessary to success~lly bring safe and effective medicines to 
niarket. 

/I  Federal Trade Commission, To Promote Innovation: The Proper Balance of Competition and 
Patent Law and Policy (2003), available at 
http://www.ftc.gov/os/2003/10/innovationtpdf bereinafter 2003 FTC Report]. 

n Federal Trade Commission, Notice of Public Hearings Concerning the Evolving Intellectual 
Property Marketplace, available at http://www.Rc.gov/os/2008/1 l/PO93900ipwksph.pdf. References to the FTC's 
questions in the present document are to these questions. 



Comments of PhRMA on the Evolving IP Marketplace 
February 10,2009 

Patents are particularly important to the biopharmaceutical industry as compared to other 
industries. According to one commentator, without patent protection, an estimated 65 percent of 
pharmaceutical products would not have been brought to market, while the average across all 
other industries was 8 percent.31 Indeed, it is well-established that patents are significantly more 
important to pharmaceutical firms than for firms in other sectors in part doe to the very high 
costs of development! In 2007, commentators found that patents are especially crucial to small 
biotechnology companies because they are "typically the only assets those firms possess that are 
sufficiently stable and valuable to attract the large amounts of capital they need to exploit 
promising research toward new drugs and diagnostics. Hence, the market valuation of startup 
biotechnology firms tends to reflect the scope and breadth of their patents."51 Commentators also 
describe the "spillover" effect of patented innovation that provides knowledge and economic 
value to both patentees and competitors.61 An example of this is a successful medicine used in 
research for testing, refining, and suggesting hypotheses in basic science. 

A. Because the uncertainties associated with the development of new medicines 
are many and substantial, patent protection is essential to maintaining a 
vibrant and innovative biopharmaceutical industry. 

Today, the United States is the clear global leader in biopharmaceutical investment, jobs, 
and product development, offering opportunities for high-quality and robust economic growth. 
However, the industry faces increasing challenges that reinforce the importance of robust patent 
protection to biopharmaceutical companies. These challenges include increasing regulatory 
requirements and heightened complexi~ of clinical trials for new drugs, both of which result in 
increased costs and greater uncertainty in drug development over time. Additionally, challenges \ 

to the validity of biopharmaceutical patents are increasingly occurring earlier in a drug's 
lifecycle. Finally, the effective patent life for pharmaceutical products is shorter than the 
effective patent life in other industries. Each of these developments will be discussed below. 

First, the regulatory environment for biopharmaceutical products has grown increasingly 
complex since 2003. For example, enhanced post-market surveillance requirements and the 
creation of Risk Evaluation and Mitigation Strategies enacted as part of the Food and Drug 
Administration Amendments Act of 2007 increase investments in marketed products.71 These 
increased investments, while appropriate to promote regulatory compliance, also enhance the 
importance of patent protection to help recoup increased costs for marketed drug products. 

13 Edwin Mansfield, Patents and Innovation: An Empirical Study, ~ a n a ~ e m i n t  Science (February 
1986) at 173-181. 

14 Henry Grabowski, Patents, Innovation andAccess to New Pharmaceuticals, 5 JOURNAL OF INT'L 
ECONOMIC LAW 849-60 (2002). 

15 John E. Calfee & Claude Barfield, Biotechnology and the Patent System: Balancing Innovation 
and Property Rights 27 (The AEI Press 2007). 

16 Id. at 28. 

n See generally Pub. L. No. 110-85. 
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Second, the clinical trials necessary to develop the data to support product approval are 
growing increasingly complex, adding to development costs for biopharmaceutical products. 
Today, clinical trials are longer, have more participants (who are difficult to recruit and retain), 
and involve more demanding and complex trial design and clinical protocols (including more 
procedures per patient and difficult-to-measure clinical endpoints). In addition, there is an 
increasing challen e of developing new therapies for complex diseases and more testing against 
comparator drugs. 6 

In addition, while the 1984 Drug Price Competition and Patent Term Restoration Act (the 
"Hatch-Waxman Act") was designed to achieve a balance between increased generic 
competition while preserving sufficient patent exclusivity to ensure continued R&D 
development, the dramatic increase in generic competition and the increase in the number of 
Paragraph IV certifications9' challenging the validity of drug patents have created great 
uncertainty for pharmaceutical innovators. This risk and uncertainty is magnified when one also 
considers the increasing generic utilization rate and the increasingly rapid erosion of the brand 
market to generic drugs. In 2007, generics represented 67 percent of prescriptions filled in the 
United States, up from 19 percent in 1 9 ~ 4 . ' ~ '  Thus, the significant investments needed to 
develop, seek approval of, and successfully market a medicine are supported by a smaller and 
smaller percentage of total U.S. prescriptions, and this trend can be expected to continue. This 
fact demonstrates that patent protections will continue to be even more essential to allow these 
significant investments to be recouped. When a generic version of a medicine becomes available 
for the first time, it can capture as much as 86 to 97 percent of the market within the first 
month.'" This dramatic and rapid impact on brand market share increases the risk and 
uncertainty involved in innovative drug development. 

Commentators have found that the number of patent challenges associated with 
Paragraph IV filings has grown in recent years and that these legal challenges are occurring 
much earlier in a drug's ~ifec~cle. '~ '  Changes in the Food and Drug Administration's 
implementation of the 180-day exclusivity period resulted in it being awarded to the first 

' Tufts University Center for the Study of Drug Development, Growing Protocol Design 
Complexity Stresses Investigators, Volunteers, Tufts Impact Report (Jan./Feb. 2008), available at 
http://csdd.tuAs.edu/_documents/~~~l/Doc~309~65~893.pdf 

Under the Hatch-Waxman Act, generic drug companies may submit Abbreviated New Drug 
Applications ("ANDAS") that rely upon the submissions in an innovator pharmaceutical company's approved New 
Drug Application. See 21 U.S.C. $3550). If an ANDA applicant seeks to market its drug before the Orange-Book- 
listed patents on the relevant innovator pharmaceutical expire, then under 21 U.S.C. 8 355Cj)(Z)(A)(vii)(IV) the 
generic drug company must certify that those patents are invalid or will not be infringed. Such certifications are 
c'ommonly known as "Paragraph N certifications." 

11 0 PhRMA tabulation of 1984-2000 data: IMS Health Inc., National Prescription Audit PlusTM; IMS 
Health News Release, IMS Health Reports US. Prescription Sales Grew 3.8 Percent in 2007 to $286.5 Billion (Mar. 
12,2008), available at http:Nwww.imshealth.com. 

" I  Medco, 2008 Drug Trend Report (2008) at 9, available at 
http://medco.mediaroom.com/file.php/l62/2008+DRUG+TREND+REPORT.pdf 

'I2 Henry G. Grabowski & Margaret Kyle, Generic Competition and Market Exclusivity Periods in 
Pharmaceuticals, 28 Managerial and Decision Economics 491,492 (2007). 
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applicant to file an abbreviated application with a patent challenge, rather than requiring the 
generic challenger to prevail in the underlying court case in order to receive the grant of 180-day 
exclusivity.'3'\According to one commentator, "[mlost of these patent challenges now occur four 
years after market approval which is the earliest oint in time that a generic firm can submit an P ANDA filing with a paragraph IV certification." 4' Such "[elarly patent challenges also can have 
a chilling effect on the development of new indications and formulations, given the uncertain 
time horizon concerning generic entry and the fact that new indications are developed and 
approved several years after the original approval."'5' 

Lastly, pharmaceutical products have a much shorter effective patent life compared to the 
effective patent life in other industries. Commentators have examined this issue for a more 
recent sample of products experiencing initial generic c~rn~etition. '~'  They found the marketing 
exclusivity period (defined as the time from innovator approval to first generic entry into the 
market) for new molecular entities was in the range of 12 to 15 years, with products with lar er 
sales at the time of first generic entry having lower average marketing exclusivity peri~ds.'~'For 
medicines with annual sales of more than $100 million (which accounts for 90% of the sales of 
medicines exposed to generic competition) whose generic competitors entered the market in 
2005, the average time on the market before generic competition was 11.5 years.'8' Continued 
erosion of the effective patent life of pharmaceutical patents may put future investments into new 
medicines at risk. According to the commentators, these "values for [market exclusivity periods] 
represent relatively short product life cycle return periods for products that typically take more 
than a decade to develop and whose sales revenues are critical to the returns to R&D for the 
overall portfolio of new drug  introduction^."'^' The continued erosion of pharmaceutical patent 
life could cause the rate of new product introductions to decline dramatically, to the detriment of 
both innovator companies and generic drug manufacturers. 

/ I 3  For a discussion of the changes to the law, including elimination of the "successfU1 defense 
requirement," see Erika Lietzan & David Korn, Issues in the Interpretation of 180-Day Exclusivity, 62 FOOD AND 
DRUG LAW JOURNAL 1,54,59 (2007). 

114 Henry G. Grabowski, Data Exclusivity for New Biological Entities, Duke University Department 
of Economics working paper (Jun. 2007) at 28, available at 
h t t p : l l w w w . e c o n . d u k e . e d u l P a p e r s l P D F I D a t ~ e r . p d f  [hereinafter Data Exclusivity for New 
Biological Entities]. 

"' Id. at 29. 

/ I 6  Grabowski & Kyle, supra, at 491-502. 

/ I 7  Id. 

Id. 
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B. Patent protection is increasingly important to innovating biopharmaceutical 
companies because the development of new medicines is a long, costly, and 
risky process and total development time has grown significantly. 

In 2007, there were more than 2,700 molecules in development or awaiting approval for 
use by U.S. patients.z0' Development of new medicines is a long and high-risk process, and it 
has become more costly and complex over the last decade. Without strong patent protection, 
biopharmaceutical companies could not afford to make the significant investments that are 
needed to develop these new medicines. 

Between 1960 and 2007, the average development time for new medicines increased 
from approximately eight years to between 10 and 15 years."' At the same time, costs to bring 
new discoveries from bench to bedside have also increased. Recent analysis estimates the 
average cost to develop a new medicine to be more than $1.2 billion.22/ This number includes 
the cost of the thousands of once-promising but ultimately failed initiatives-products that never 
made it to market. For every 5,000-10,000 compounds that enter the R&D pipeline, only 250 
reach the pre-clinical stage. Of those compounds, only five progress to clinical study in humans, 
and ultimately only one receives regulatory approval?3' Figure 1 illustrates the research and 
development process. 

"O PhRMA, ProJle 2008 (2008), available at http://www.phrma.org/files/2008%20Profile.pdf. 

"' Id;  Joseph A. DiMasi, New Drug Development in the US. 1963-1999, 69 Clinical Pharmacology 
& Therapeutics 286,292 (2001). 

"' Joseph A. DiMasi & Henry G. Grabowski, The Cost ofBiopharmaceutica1 R&D: Is Biotech 
Dzyerent?, 28 Managerial and Decision Economics 469,477 (2007). 

'23 PhRMA, Drug Discovely andDevelopment: Understanding the R&D Process (2007), available at 
http://www.innovation.org!d~~1g~discove~ects/pd~~Brochure.pdf. 


































































