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(1) 

INTERNATIONAL PATENT ISSUES: 
PROMOTING A LEVEL PLAYING FIELD 

FOR AMERICAN INDUSTRY ABROAD 

THURSDAY, APRIL 26, 2012 

HOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON INTELLECTUAL PROPERTY,

COMPETITION, AND THE INTERNET, 
COMMITTEE ON THE JUDICIARY, 

Washington, DC. 

The Subcommittee met, pursuant to call, at 10:12 a.m., in room 
2141, Rayburn House Office Building, the Honorable Bob Goodlatte 
(Chairman of the Subcommittee) presiding. 

Present: Representatives Goodlatte, Quayle, Chabot, Watt, Con-
yers, Chu, Deutch, Lofgren, Jackson Lee, Waters, and Johnson. 

Staff Present: (Majority) Vishal Amin, Counsel; Olivia Lee, Clerk; 
and (Minority) Stephanie Moore, Subcommittee Chief Counsel. 

Mr. GOODLATTE. Good morning. This hearing of the Sub-
committee on Intellectual Property, Competition, and the Internet 
will come to order. And I recognize myself for an opening state-
ment. 

I will start by wishing you all a Happy World IP Day. Today we 
are holding a hearing on international patent issues, looking spe-
cifically at the problems that American companies face when seek-
ing enforcement and using patents overseas. The Leahy-Smith 
America Invents Act was the first patent reform bill in over 60 
years and the most substantial reform of U.S. patent law since the 
1836 Patent Act. In light of the AIA’s recent passage which main-
tains the U.S. patent system as the global standard, we need to 
now expand our focus and closely examine the adequacy and effec-
tiveness of patent systems in foreign countries and whether they 
meet global trading standards. We need to evaluate whether they 
create a level or an unlevel playing field for American inventors. 

Looking at recent history, today’s hearing topic appears to be the 
first time in either the House or Senate that Congress has looked 
specifically at international patent laws in the context of intellec-
tual property enforcement. As we will learn today, U.S. innovators 
continue to face patent-specific enforcement issues internationally. 
These global problems require real solutions. The ability to obtain 
timely decisions regarding patent applications as well as meaning-
ful enforcement of patent rights go to the very heart of our innova-
tive companies and their ability to compete on the global playing 
field. 
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Unfortunately, we have seen many foreign countries ignore real 
legal reforms and effectively create major barriers to trade for U.S. 
companies in the patent space. When asked why he robbed banks, 
Willie Sutton once said, ‘‘Because that is where the money is.’’ And 
it appears that in the context of IP enforcement, foreign countries 
have been focusing their market-distorting actions right where the 
money is. From an economic and jobs perspective, company profits 
are driven directly by the goods or products that they can sell. And 
for patented innovations, many foreign countries are getting a free 
pass when it comes to the patent systems they have in place. 

As more and more American companies expand their inter-
national presences and seek patent protection in foreign markets, 
these patent-specific harms have grown exponentially in their im-
portance. Less than a decade ago, there were only a handful of 
companies that filed for patents abroad and faced these kinds of 
market access issues. Today nearly every innovative American com-
pany that sells patented products abroad is harmed in some way 
by these market-distorting actions. 

This hearing is meant to shine a spotlight on these issues and 
encourage the Administration to expand the U.S. Government’s ef-
forts to do more and work to find real solutions to these unfair 
trade practices that distort the free market trade and end Amer-
ican jobs. For a range of innovative companies, from the pharma-
ceutical and biotech space to technology and manufacturing, the 
patents that they own or license form the foundation of their busi-
ness. In the United States, we have worked to ensure a patent sys-
tem that not only expeditiously reviews patent applications but 
issues quality patents that can be enforced through the courts and 
administrative proceedings. The U.S. patent system is designed to 
be fair, meeting our international obligations and not discrimi-
nating against any field of technology. 

The same cannot be said of the patent systems and patents 
granted in many markets around the world. When American com-
panies seek patent protection in foreign markets, they see their 
patent applications being held up, with patent pendency times ap-
proaching a decade in some cases. They see their patents subjected 
to unnecessary administrative hurdles. And even after going 
through these challenges they continue to face issues in foreign 
courts and administrative agencies to even bring their product into 
the local market. 

When Nations go out of their way to devalue the intellectual 
property of America’s innovative companies, they not only violate 
their international commitments but create a significant negative 
economic impact that hits the U.S. economy and domestic jobs. 

This hearing is just a start. And as we work to make progress 
on these issues, we look forward to working with American 
innovators and industry to help identify specific concerns and 
issues so that the U.S. Government works with our trading part-
ners to find solutions. We can ensure that the solutions reached are 
in line with compelling U.S. economic interests and job creation. 

I look forward to both hearing from all of our witnesses on the 
issues that they have seen on the ground and also engaging in a 
discussion on how we can improve and correct the patent issues 
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that American industry faces abroad to promote U.S. manufac-
turing, technology, and innovation. 

It is now my pleasure to recognize the Ranking Member of the 
Subcommittee, the gentleman from North Carolina, Mr. Watt. 

Mr. WATT. Thank you, Mr. Chairman. And thank you for con-
vening this important hearing—maybe among the most important 
hearings we could be having, although unfortunately about things 
we don’t have absolute control over but need to evaluate neverthe-
less. 

A little over 2 weeks ago on April 10, the Obama administration 
issued a report entitled, ‘‘Intellectual Property and the U.S. Econ-
omy: Industries in Focus.’’ The report stands as the first of its kind 
backed by comprehensive investigation by the Federal agencies 
that share responsibility for safeguarding the interests of American 
industries, the Department of Commerce and the U.S. Patent and 
Trademark Office. 

As we celebrate World IP Day today, this report reinforces the 
major contributions that all U.S. intellectual property-intensive in-
dustries make to the Nation’s economy; specifically, after exam-
ining 313 American industries, the investigation identifies 75 in-
dustries as IP-intensive. These industries produce 27.1 million jobs 
for our citizens. 

The report further concludes that a substantial share of IP-inten-
sive employment in the United States was in trademark-intensive 
industries, followed by patent- and copyright-intensive industries 
respectively. 

Intellectual property has played a major role in building Amer-
ican industry, largely because IP enforcement within the United 
States is strong. Unfortunately, American intellectual property 
does not always enjoy the same level of protection throughout the 
world. Other countries profit from an immense world trade of illicit 
goods and anti-competitive practices that violate the IP rights of 
U.S. rights holders. So while today we focus on patent-intensive in-
dustries and the challenges those industries face globally, we must 
remain ever vigilant in our effort to enhance America’s standing in 
the competitive international market and to guard against unfair 
foreign encroachments on our intellectual property rights. 

The annual Special 301 Report by the United States Trade Rep-
resentative is scheduled for release next Monday, April 30. That re-
port will identify those countries that continue to provide inad-
equate intellectual property protections for U.S. products and also 
highlight any progress that has been made. Inadequate protections 
can consist broadly of a lack of legal structure for protecting IP 
rights and inadequate penalties for IP crimes or poor enforcement 
of laws designed to protect rights holders. 

We are fortunate to have here today witnesses from the pharma-
ceutical and technological industries to report to us firsthand some 
of the ongoing obstacles they face in foreign markets as well as two 
experts, including our former staff person Dr. Christal Sheppard, 
who have extensive experience evaluating these issues. 

The bottom line, Mr. Chairman, is, we can have the most innova-
tion, best protected intellectual property possible in the United 
States; but unless it is protected around the world in this inter-
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national global environment in which we are operating, we are 
kind of swimming upstream always. 

So I will conclude, Mr. Chairman, and allow the witnesses to up-
date us on the current state of affairs for patent protection abroad 
and hopefully some suggestions also on how we may be able to 
strengthen those enforcements and patent protections in other 
parts of the world. 

I yield back. 
Mr. GOODLATTE. The Chair is pleased to recognize the Ranking 

Member of the full Committee, the gentleman from Michigan, Mr. 
Conyers. 

Mr. CONYERS. Chairman Goodlatte, I thank you and the Ranking 
Member for putting this together. And its importance has already 
been stated by both of you. I agree completely. 

Earlier this week, I began developing something that is related. 
And it is called the zero percent unemployment goal of this coun-
try, another very far-reaching attempt to come about full employ-
ment at another way. It has never been put together before. But 
that connects very directly into this hearing on international pat-
ent issues. So it gives me a chance to broach both of these topics 
and invite our witnesses to think about the interrelationship. 

The economy, both nationally and globally, the economies of the 
world in the end all turn on how many people are gainfully em-
ployed. And we have now reached the point in our political matura-
tion that we now realize that having a job is a right, a serious and 
important right. And the way our patent laws relate to this is of 
critical importance; what the Internet does, how intellectual prop-
erty is regarded in each of these states. 

So this Committee has a huge ongoing responsibility to begin to 
examine the systems in the rest of the world because we can’t ask 
people to do what we would like them to do when we don’t even 
know what they are doing. And that is going to task our staff and 
our resources going into the next Congress, for sure. And I think 
we are up to it. I think it is an exciting challenge that all ties into 
why we joined here today. 

I did want to say one word about our witness Mr. Israel, who is 
here. I wanted to in particular welcome him to the Committee. I 
may be given the honor of introducing Christal Sheppard. So I will 
turn back my time and thank you very much. 

Mr. GOODLATTE. Thank you, Mr. Conyers. And I have a feeling 
that request is going to be honored. And without objection, other 
Members’ opening statements will be made a part of the record. 

We have a very distinguished panel of witnesses today. Each of 
the witnesses’ written statements will be entered into the record in 
its entirety. And I ask that each of you summarize your testimony 
in 5 minutes or less. To help you stay within that time, there is 
a timing light on your table. When the light switches from green 
to yellow, you have 1 minute to conclude your testimony. When the 
light turns red, it signals the witness’ 5 minutes have expired. And 
before I introduce our witnesses, as is customary with this Com-
mittee, I would like to ask them to stand and be sworn. 

[Witnesses sworn.] 
Mr. GOODLATTE. Thank you. Be seated. Our first witness is Dr. 

Roy F. Waldron, Senior Vice President, Associate General Counsel 
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and Chief Intellectual Property Counsel at Pfizer. Dr. Waldron 
leads a team of Pfizer attorneys and professionals worldwide who 
procure patents, work closely with R&D business development, and 
the Pfizer business units and ensure enforcement of trademarks. 
He serves as the chair of the IP task force at PhRMA and is on 
the board of the Intellectual Property Owners Association. He 
joined Pfizer in 1999 from White & Case’s IP practice group and 
was also previously an associate at Fish & Neave. Dr. Waldron has 
a JD from New York University School of Law, a Ph.D. in physical 
organic chemistry from Yale University, and a bachelor’s degree 
from Dartmouth College. 

Our second witness is the Honorable Chris Israel. Mr. Israel 
served as our Nation’s first U.S. Coordinator for International In-
tellectual Property Enforcement during the administration of Presi-
dent George W. Bush. As the President’s IP Coordinator, he was 
responsible for coordinating and leveraging the resources of the 
U.S. Government to protect American intellectual property rights 
at home and abroad. Prior to this, he served as Deputy Chief of 
Staff to Commerce Secretaries Don Evans and Carlos Gutierrez, 
where he assisted in the leadership and management of all major 
Commerce Department priorities, such as trade and economic pol-
icy. Mr. Israel also served as Deputy Assistant Secretary of Com-
merce for Technology Policy where he helped lead the Administra-
tion policy designed to maximize U.S. competitiveness and techno-
logical growth. Currently Mr. Israel is a partner at the American 
Continental Group. He received his bachelor’s degree from the Uni-
versity of Kansas and an MBA from George Washington Univer-
sity. 

Our third witness is Mr. Sean Murphy, Vice President and Coun-
sel, International Government Affairs, at Qualcomm. Mr. Murphy 
manages Qualcomm’s international public policy agenda, rep-
resenting the company before branches of the U.S. and foreign gov-
ernments, industry associations, and multilateral institutions like 
the OECD and APEC. Before joining Qualcomm in 2001, Mr. Mur-
phy practiced law at Mayer Brown and served in the Office of the 
U.S. Trade Representative. He holds a bachelor’s degree in political 
science from the University of California Santa Barbara, a master’s 
degree from the University of Cambridge and a law degree from 
Georgetown University. 

And our fourth and final witness has some close ties to this Com-
mittee and most especially to the Ranking Member of the Com-
mittee, so I will yield to Mr. Conyers for the purpose of an intro-
duction. 

Mr. CONYERS. Thank you very much, Chairman Goodlatte. I am 
going to put this in the record because it is far too long. And I 
know she didn’t have anything to do with its preparation, but with 
the admiration of all of your former staff members and the Mem-
bers of the Committee, I will just briefly summarize. 

She is presently teaching law at Nebraska College of Law. But 
ironically, she started off as a scientist, at the University of Michi-
gan and then finally to Cornell Law School and working on the Ap-
peals Federal court, practicing in a large firm and then the United 
States International Trade Commission. So she brings a full circle 
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of expertise that is important in forming the views that she will 
present here today. 

Dr. Sheppard, we are all here, on both sides of the aisle, very 
pleased to welcome you back as a distinguished witness. 

[The information referred to follows:] 

Ms. SHEPPARD. Thank you. 
Mr. GOODLATTE. Thank you, Mr. Conyers. And Dr. Sheppard, we 

welcome you as well. We welcome all of you, and we will begin with 
Dr. Waldron. 
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TESTIMONY OF ROY F. WALDRON, SENIOR VICE PRESIDENT, 
ASSOCIATE GENERAL COUNSEL AND CHIEF INTELLECTUAL 
PROPERTY COUNSEL, PFIZER, INC., ON BEHALF OF PHAR-
MACEUTICAL RESEARCH AND MANUFACTURERS OF AMER-
ICA 
Mr. WALDRON. Good morning, Mr. Chairman and Members of the 

Subcommittee. Thank you for this opportunity to appear here 
today. 

Mr. CONYERS. Turn it on. 
Mr. WALDRON. Thank you for this opportunity to appear here 

today. My name is Roy Waldron and I am the Chief Intellectual 
Property Counsel for Pfizer. I am also the Chair of the Intellectual 
Property Task Force within the International Section of PhRMA, 
the Pharmaceutical Research and Manufacturers of America. It is 
in this capacity as chairman of that task force that I appear here 
today. 

With your permission I would like to summarize our prepared 
statement and I request that our full written submission be in-
cluded in the record in its entirety. 

PhRMA represents the country’s leading pharmaceutical re-
search—— 

Mr. GOODLATTE. Dr. Waldron, you may want to pull that micro-
phone closer to you. People will hear you better in the audience I 
think. 

Mr. WALDRON. PhRMA represents the country’s leading pharma-
ceutical research and biotechnology companies. U.S. biopharma-
ceutical research makes important economic contributions to the 
U.S. GDP, contributions likely to grow if the incentives and 
underpinnings for large-scale R&D investment remain intact. The 
U.S. biopharmaceutical sector supported a total of 4 million jobs in 
2009, including more than 650,000 direct jobs. The U.S. biopharma-
ceutical industry also exported about $46 billion in goods in 2011, 
making it the sixth largest U.S. exporting industry for the year. 
Markets outside of the U.S. are fueling demand for innovative 
medicines due to their increasing economic growth and rising mid-
dle class. Both innovative medicines and generics play a critical 
role in the health of patients around the world. However, the inno-
vation of new medicines depends on a respected and enforced intel-
lectual property regime. Intellectual property protections spur the 
discovery of new medicines which later become generics. 

Although strong intellectual property protections are provided in 
the United States, this is not true in many countries where the 
greatest growth potential for U.S.-developed innovative medicines 
is expected to occur in the future. Many of these countries’ local 
biopharmaceutical companies are owned or connected to the gov-
ernment, if not supported by the government’s industrial policies. 
The main competitive edge of the U.S. biopharmaceutical industry 
relative to these local businesses is the innovative nature of our 
products. However, while developing and testing a new medicine 
requires significant and risky investment of over $1 billion on aver-
age and over a development period of up to 12 years, local compa-
nies can copy medicines with little effort in a very short period of 
time. Without the legal principles and mechanisms in place which 
recognize and enforce patents effectively, local companies can mar-
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ket copies immediately and obliterate our industry’s innovative 
competitive advantage. Unsurprisingly, foreign governments as 
well as local companies resist the establishment of these IP prin-
ciples and mechanisms. 

We face three categories of patent-related barriers: lack of effi-
cient, effective, and timely patent enforcement; problems with ex-
treme delay in the grant of patents; and restrictive requirements 
and other locally imposed hurdles to patent grants. Some barriers 
are inconsistent with international law but are maintained to pro-
tect local interests. At the same time, these local interests, when 
doing business in the U.S., benefit from the effective and open U.S. 
patent system. 

To move to a more level playing field, we urge the Subcommittee 
to, one, ensure that the Administration pursues strong intellectual 
property standards in free trade agreements, including the ongoing 
negotiations of the TPP, the Trans-Pacific Partnership, by building 
on the agreement with Korea and the principles in U.S. law, par-
ticularly the provision of 12 years of regulatory data protection for 
biologics. 

Two, support efforts of the U.S. Government to secure full imple-
mentation of all international obligations under multilateral re-
gional and bilateral trade agreements. 

And three, support the IP attaché’s program of the USPTO and 
other capacity building programs. 

Effective patent enforcement is absolutely critical for growth in 
exports of our medicines. A country such as China, with weak pat-
ent enforcement, illustrates the problems encountered by our in-
dustry. In China, the enforcement of court orders is not automatic 
and damages are simply inadequate. Many countries permit the 
grant of compulsory licenses that allow others to exploit a patented 
invention without the permission of the patent owner. Compulsory 
licenses may be appropriate in extraordinary situations to meet le-
gitimate needs of the public; however, competitors in many coun-
tries want to use them to obtain U.S. technology without having to 
make the costly and risky investment needed to develop it. 

In many countries significant delays in granting patents create 
business uncertainty and, even worse, allow copiers to free ride and 
enter the market with impunity. PhRMA’s members can wait an 
average of 8 years for a final patent rejection in Chile and 10 to 
13 years in Brazil. To make matters worse, these countries do not 
extend the terms of their patents to compensate for these delays, 
nor for regulatory approval delays, as we do in the U.S. 

As our statement for the record sets out, although PhRMA mem-
bers are now able to get onto a playing field of patent protection, 
that field is far from level. Unfortunately, it is not just a game. The 
level playing field is critical to the future sustainability of U.S. in-
novation, innovative businesses, jobs, and exports. 

We greatly appreciate, therefore, your interest in obtaining more 
information about the level of IP protection worldwide and we 
would be pleased to provide additional information. Thank you 
again. 

[The prepared statement of Mr. Waldron follows:] 
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Mr. GOODLATTE. Thank you, Dr. Waldron. Mr. Israel, welcome. 

TESTIMONY OF CHRIS ISRAEL, PARTNER, AMERICAN CONTI-
NENTAL GROUP (FORMER U.S. COORDINATOR FOR INTER-
NATIONAL INTELLECTUAL PROPERTY ENFORCEMENT) 

Mr. ISRAEL. Thank you. Chairman Goodlatte, Ranking Member 
Watt, and Members of the Committee, I truly appreciate the oppor-
tunity to appear before you to discuss the promotion and protection 
of American intellectual property and specifically to examine chal-
lenges and barriers presented to American companies when they 
seek patent protection in key global markets. 

From May 2005 to March 2008, I had the privilege of serving as 
the U.S. Coordinator for International Intellectual Property En-
forcement. We were tasked by Congress and the President to co-
ordinate and leverage the resources of the U.S. Federal Govern-
ment to protect American IP at home and abroad. Mr. Chairman, 
during my experience in this position, it became clear to me that 
it was and remains critical for the U.S. Government to actively 
seek every opportunity to support IP-intensive U.S. companies com-
peting globally in their compelling economic interests. It is clear 
that adequate and effective global patent protection is essential to 
U.S. competitiveness, and I would argue that there are several key 
reasons for this. 

First, as you noted in your opening statements, Mr. Chairman, 
and directly related to the work of this Committee is the passage 
of the Leahy-Smith America Invents Act. The AIA represents a 
major achievement in strengthening and modernizing U.S. patent 
law and making it the global standard for quality and efficiency. 
While the USPTO continues to implement the AIA in a methodical 
and thoughtful way, many of our biggest competitors are going ei-
ther advertently or inadvertently in the opposite direction. This 
disconnect, as was noted by Ranking Member Watt, with the U.S. 
setting the global standard while other countries seek competitive 
advantage by racing to the bottom, is certainly not a new competi-
tive dynamic for the United States but seeing it play out in terms 
of global patent policy is something policymakers need to be aware 
of and prepared to address. 

Second, exacerbating this problem is the fact that we are seeing 
a dramatic increase in international patent filing in the countries 
that often expose U.S. companies to poor patent protection. The 
growth in patent applications in China, India, and Brazil from 
2006 to 2010 average 7 percent a year, while the growth in patent 
applications in the United States, the EU, and Japan over the 
same period average 0.7 percent. 

Third, and perhaps most importantly, the challenges and threats 
to global patent protection affect our most competitive and innova-
tive companies and industries. As was reported in the Obama ad-
ministration report that Ranking Member Watt noted in his open-
ing comments, the 26 patent intensive industries in the United 
States support 3.9 million very well-paying jobs. Not surprisingly, 
our U.S. patent-intensive industries also drive U.S. exports. Our in-
novative products lead the world and span multiple categories, in-
cluding health care, advanced manufacturing, chemicals, energy, 
transportation, software, information technology, and others. These 
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are areas where the U.S. must seek to increase its competitive ad-
vantage through innovation and global commercialization. This can 
only be accomplished when coupled with a policy approach that 
promotes strong patent protection. 

Mr. Chairman, while my written testimony provides detailed ex-
amples of the many ways our trading partners have undercut 
American innovation through overt and less obvious practices, I 
would like to quickly bring a few of these examples to the attention 
of the Committee. 

Some countries explicitly restrict the patentability of inventions 
for a number of unrelated factors purely for competitive reasons. 
For example, India excludes software patents as a whole, except 
when combined with novel hardware. In the context of break-
through U.S. innovations in clean technologies, countries such as 
China, India, Bolivia, Venezuela, and others have pushed for a 
range of, quote, flexibilities in global patent rules under the false 
claim that patent protections hinder the flow of important energy- 
related technologies. Additionally, countries such as Chile, Brazil, 
India, Russia, Argentina and others have continuously avoided re-
quirements in the TRIPS Agreement to provide exclusivity for pro-
prietary data that is required in order to grant marketing approval 
to pharmaceutical agrichemical and biotechnology products. 

Also a major concern of many U.S. innovators is the threat of 
countries issuing compulsory licenses for their products, essentially 
breaking the patent and allowing their competitors to manufacture 
and market a product in that country. India recently issued a com-
pulsory license for a patent that was held by a U.S. subsidiary of 
Bayer. 

The Chinese Government even subsidizes the development of do-
mestic technologies by providing direct financial support for Chi-
nese companies to file foreign patent applications. China also dis-
criminates against foreign competitors by limiting the ability of 
non-Chinese IP owners to access the Chinese market. 

Mr. Chairman, this Committee has raised an important issue 
that impacts countless U.S. businesses of all sizes and is at the 
core of our overall global competitiveness. I truly appreciate the op-
portunity to participate in this hearing and look forward for any 
chance to support the work of the Subcommittee and the Com-
mittee in the future. 

[The prepared statement of Mr. Israel follows:] 
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Mr. GOODLATTE. Thank you, Mr. Israel. Mr. Murphy, welcome. 

TESTIMONY OF SEAN P. MURPHY, VICE PRESIDENT AND 
COUNSEL, INTERNATIONAL GOVERNMENT AFFAIRS, 
QUALCOMM INCORPORATED 

Mr. MURPHY. Good morning, Chairman Goodlatte, Ranking 
Member Watt, and other Members of the Subcommittee. It is an 
honor to testify this morning. I am grateful for the opportunity. 
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My name is Sean Murphy and I manage international policy 
issues at Qualcomm, including intellectual property and inter-
national trade. Let me begin by thanking Members of the Sub-
committee for your important efforts to support American innova-
tion through strong intellectual property laws. Thank you also for 
your recognition of the challenges that U.S. patent holders confront 
in other countries which threaten America’s competitive edge, tech-
nology leadership, and jobs. 

The patent system has been critical to Qualcomm’s success. 
Founded in 1985, Qualcomm started with seven engineers in a liv-
ing room with ideas to improve mobile communications. At the 
time, mobile technologies were expensive, unreliable, and limited 
only to voice calls. Our founders were determined to do better and 
pioneered a new digital communications technology called code di-
vision multiple access, or CDMA. Today we are a successful global 
company of more than 23,000 employees, 65 percent of whom are 
engineers, with 73 locations in the U.S. and 172 locations world-
wide. More than 90 percent of our global revenues are earned out-
side the United States but nearly 70 percent of our employees work 
here. 

The adoption of CDMA has exceeded our expectations and helped 
to drive a global revolution in mobile technologies and services. 
Today there are 6 billion mobile connections in a world of 7 billion 
people. 

Qualcomm’s business model concentrates on two key areas. First, 
we design state-of-the-art semiconductors and software which are 
the brains of today’s advanced mobile phones, tablets, e-readers, 
and other mobile devices. 

Second, we broadly license our portfolio of U.S. and foreign pat-
ents to virtually every manufacturer in the mobile industry. We re-
invest approximately 20 percent of annual global revenues in R&D, 
which equated to about $3 billion last year and over $19 billion 
since our founding. 

These investments produce new inventions that drive what we 
call a virtuous cycle of innovation. Our business model enables a 
$1.3 trillion global ecosystem, promotes competition and choice, and 
benefits consumers. Qualcomm is one of countless innovative tech-
nology companies that rely on strong patent protections to drive 
U.S. jobs, economic growth, and exports. 

According to the Department of Commerce report that Congress-
man Watt mentioned, IP-intensive industries account for over one- 
third of U.S. GDP and 40 million American jobs. IP licensing gen-
erated a trade surplus of $84 billion last year. To sustain this im-
pressive growth, American innovators need fair market opportuni-
ties and adequate patent protections globally. However, foreign 
governments and industries try to achieve unfair competitive ad-
vantage through a variety of protectionist policies. These measures 
aim to promote indigenous innovation or exclude, minimize, or de-
value American technologies. 

A few examples: pressure to reduce licensing fees or royalty rates 
and make other concessions; local working requirements, such as 
local manufacturing in order to preserve patent rights; exclusion of 
certain technologies from patent protection; the use of homegrown 
technical standards to benefit domestic technology or industry; and 
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the threat of antitrust enforcement to force the transfer of patented 
technologies on unfair terms. 

Beyond these specific practices, which are not adequately ad-
dressed by existing treaties or trade agreements, we see a growing 
trend worldwide to weaken patent protection. It is imperative that 
the United States lead by example and send consistent messages 
to our trading partners about strong patent laws and fair market 
access for American innovators. Governments, including our own, 
should not favor or discriminate against any particular business 
model, technology, or means of commercializing intellectual prop-
erty. In sum, policymakers should refrain from picking winners and 
losers, and laws and policies should be ‘‘business model-neutral’’ in 
their design and their effect. Yet the opposite is the norm in many 
countries critical to U.S. companies. 

We should vigorously expand and enforce international agree-
ments and trade policy dialogues in order to promote a level play-
ing field for American innovators and job creation. This approach 
will serve us well today, while also encouraging the next generation 
of U.S. inventors and U.S. employment. 

Thank you again for the opportunity to appear today to share 
Qualcomm’s perspectives. I welcome your questions. Thank you. 

[The prepared statement of Mr. Murphy follows:] 
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Mr. GOODLATTE. Thank you, Mr. Murphy. Dr. Sheppard, wel-
come. 

TESTIMONY OF A. CHRISTAL SHEPPARD, Ph.D. J.D., ASSISTANT 
PROFESSOR, UNIVERSITY OF NEBRASKA COLLEGE OF LAW 

Ms. SHEPPARD. Good morning, Mr. Chairman, Ranking Member 
Watt, and distinguished Members of the Subcommittee. I thank 
you for the opportunity to appear today before you to discuss inter-
national patent issues. I am sincerely honored and humbled to tes-
tify before this Committee on an issue of utmost importance to our 
national economy. I have a strong academic interest in this area; 
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but also as a citizen of the United States, I, along with every other 
person in this country, have a personal interest in ensuring a level 
playing field for American industry worldwide. 

As alluded to in that wonderful introduction—thank you very 
much—I come at this issue from a unique perspective. As was dis-
cussed, I have had the pleasure of working as a bench scientist in 
the field of molecular biology. I am a registered patent attorney. So 
I have prosecuted patents both nationally and internationally. I 
have worked within the Federal Circuit and at the International 
Trade Commission. And I have worked in science policy and most 
recently in intellectual property policy right here with this very 
Committee. 

So having that background, I can personally attest to the amount 
of hard work, labor, cost, and time that goes into creating new in-
ventions, including new drugs and how important it is that the in-
tellectual property laws provide a framework so that such research 
can continue to take place. I know the challenges and intricacies 
and frankly the headaches involved in obtaining patent protection 
nationally and internationally and then later enforcing those same 
patents. 

I understand the challenges the courts face in interpreting IP 
laws. They try very hard but sometimes it is challenging. And I 
also know—and I do not take lightly—how hard it is to enact the 
reforms that I have and will continue to propose. 

Finally, as I currently teach law students patent law inter-
national IP and other issues, students bring me insights that I pre-
viously did not have. I hope all of those things will be useful in this 
conversation. 

In my written remarks, I discuss in detail the importance of IP 
with reference to the American innovators Steve Jobs and Steve 
Wozniak, the Steves who cofounded Apple Computer. I discuss 
these two to drive home the fact that the economy of the United 
States in the 21st century is and will remain based on the inge-
nuity of we, the people. And that ingenuity of ‘‘we, the people’’ 
must be protected. The Steves and others built their American em-
pires not upon manufacturing but upon the intellectual property 
laws that help to protect the fruits of their labor from outright 
theft and surreptitious free riding. 

One of the things I hammer into my students—and I am sure 
they would say ‘‘hammer’’—is that patent law does not convey a 
right to use. Patent law does not convey a right to sell. All a patent 
gives a patent holder is the right to stop others from making or 
using or selling or importing or offering to sell. But to be more suc-
cinct, all a patent actually conveys is a right to sue. 

Unfortunately, that right can be undermined in many ways that 
are discussed in my written testimony and that were discussed by 
others here today and that we will continue to discuss. These are 
the actual companies at this table who have been in the trenches 
in these issues and with the Administration trying to protect these 
rights. 

Congress has taken many steps in the past, including creating 
the Special 301 list, to level the playing field globally for IP. I dis-
cuss in my written remarks several of the steps that the Congress 
has taken, including implementing TRIPS, the creation of Special 
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301, passage of Pro IP, creation of the International Trade Com-
mission which addresses infringing imports, and passage of the 
America Invents Act. 

However, today I think what I am going to talk about—with the 
time left, which is almost none—the additional hurdles that I think 
can bear fruit, if tackled. In my written remarks, I detail several 
places where I think congressional efforts would be the most effec-
tive and the Administration to tackle. The summary of my written 
submission is that a lot of these issues are public policy issues that 
the Constitution put upon Congress. The courts look to Congress 
for guidance. However, on the issue of patentability that guidance 
has not been forthcoming. 

Within my written testimony, there is a quote from 1972 with 
the courts looking for guidance from Congress on patentability 
issues. That guidance has not come. And most recently, the Su-
preme Court has again revisited that issue, and narrowed patent-
ability. The companies here will talk about the fact that other 
countries have been narrowing patentability in various ways or 
doing things that affect U.S. companies’ ability to patent or enforce. 
In order for the United States to have a legitimate voice in the con-
versations to stop other countries from narrowing patentability and 
enforcement, the United States has to, in some ways, put their own 
house in order. Patentability has to be addressed in the U.S.. Addi-
tionally, the U.S. itself is not in full compliance on some IP issues. 

I am over my time. From that side of the dais, it seems like a 
lot more time. From this side, it seems like no time at all. So I will 
stop talking now. 

[The prepared statement of Ms. Sheppard follows:] 

VerDate Aug 31 2005 12:55 Aug 15, 2012 Jkt 000000 PO 00000 Frm 00068 Fmt 6633 Sfmt 6601 H:\WORK\IP\042612\73965.000 HJUD PsN: 73965



65 

VerDate Aug 31 2005 12:55 Aug 15, 2012 Jkt 000000 PO 00000 Frm 00069 Fmt 6633 Sfmt 6621 H:\WORK\IP\042612\73965.000 HJUD PsN: 73965 C
S

-1
.e

ps



66 

VerDate Aug 31 2005 12:55 Aug 15, 2012 Jkt 000000 PO 00000 Frm 00070 Fmt 6633 Sfmt 6621 H:\WORK\IP\042612\73965.000 HJUD PsN: 73965 C
S

-2
.e

ps



67 

VerDate Aug 31 2005 12:55 Aug 15, 2012 Jkt 000000 PO 00000 Frm 00071 Fmt 6633 Sfmt 6621 H:\WORK\IP\042612\73965.000 HJUD PsN: 73965 C
S

-3
.e

ps



68 

VerDate Aug 31 2005 12:55 Aug 15, 2012 Jkt 000000 PO 00000 Frm 00072 Fmt 6633 Sfmt 6621 H:\WORK\IP\042612\73965.000 HJUD PsN: 73965 C
S

-4
.e

ps



69 

VerDate Aug 31 2005 12:55 Aug 15, 2012 Jkt 000000 PO 00000 Frm 00073 Fmt 6633 Sfmt 6621 H:\WORK\IP\042612\73965.000 HJUD PsN: 73965 C
S

-5
.e

ps



70 

VerDate Aug 31 2005 12:55 Aug 15, 2012 Jkt 000000 PO 00000 Frm 00074 Fmt 6633 Sfmt 6621 H:\WORK\IP\042612\73965.000 HJUD PsN: 73965 C
S

-6
.e

ps



71 

VerDate Aug 31 2005 12:55 Aug 15, 2012 Jkt 000000 PO 00000 Frm 00075 Fmt 6633 Sfmt 6621 H:\WORK\IP\042612\73965.000 HJUD PsN: 73965 C
S

-7
.e

ps



72 

VerDate Aug 31 2005 12:55 Aug 15, 2012 Jkt 000000 PO 00000 Frm 00076 Fmt 6633 Sfmt 6621 H:\WORK\IP\042612\73965.000 HJUD PsN: 73965 C
S

-8
.e

ps



73 

VerDate Aug 31 2005 12:55 Aug 15, 2012 Jkt 000000 PO 00000 Frm 00077 Fmt 6633 Sfmt 6621 H:\WORK\IP\042612\73965.000 HJUD PsN: 73965 C
S

-9
.e

ps



74 

VerDate Aug 31 2005 12:55 Aug 15, 2012 Jkt 000000 PO 00000 Frm 00078 Fmt 6633 Sfmt 6621 H:\WORK\IP\042612\73965.000 HJUD PsN: 73965 C
S

-1
0.

ep
s



75 

VerDate Aug 31 2005 12:55 Aug 15, 2012 Jkt 000000 PO 00000 Frm 00079 Fmt 6633 Sfmt 6621 H:\WORK\IP\042612\73965.000 HJUD PsN: 73965 C
S

-1
1.

ep
s



76 

Mr. GOODLATTE. Dr. Sheppard, you have a unique perspective on 
that, and we appreciate your statement. 

I will begin the questions with Dr. Waldron. Dr. Waldron, in the 
patent world, there are many hurdles that a foreign country can 
raise to prevent a company from selling a product based on a law-
fully granted patent. But in recent years, we have seen countries 
like Brazil, Thailand, and India using the threat of a compulsory 
license as a negotiating strategy to force American companies to 
manufacture or license their products to local companies at govern-
ment mandated prices. Recently, India took the unprecedented step 
of issuing a compulsory license against a Bayer oncology drug, stat-
ing among other reasons that the patented drug was not being suf-
ficiently worked in India because it was not locally manufactured. 

What steps can the U.S. Government take or should it have 
taken to ensure that countries think twice about using a compul-
sory license simply as a negotiating strategy or to facilitate their 
budget planning? 

Mr. WALDRON. The U.S. Government should take a hard line on 
these issues. I think if you liken compulsory licensing to the life-
boats on an ocean liner, you don’t frequently see those being em-
ployed except in extraordinary circumstances. In fact if they are 
used regularly, one would begin to question the sanity of running 
ocean liners, if that would be the only recourse. What we really 
need to do is get to the heart of why some of these countries are 
imposing compulsory licensing. Some of them are for fiscal reasons. 
They haven’t put enough money in the budget for their health care 
systems. These are not extraordinary circumstances that would jus-
tify essentially the abrogation of an individual patent holder’s 
rights. I mean, this has a direct effect if it were to continue and 
extrapolate to other countries. And other countries may mimic 
what has happened in Brazil and India and Thailand, which would 
be devastating to the U.S. industry. This has a direct effect on our 
ability to sell drugs in those countries and has a direct effect on 
the investment that we put into developing drugs that may be of 
use in those countries. And it has a direct effect on the jobs that 
are created in the United States. We have a competitive advantage 
versus the rest of the world in the biopharmaceutical and biotech 
area. We should not hesitate, as a government, to go forward and 
protect the interests of our companies, particularly our competitive 
advantage versus those in the economic area. 

Mr. GOODLATTE. If the Indian Government’s decision is not re-
versed on appeal, do you envision an increased risk for other pat-
ent protected drugs or even other patented technologies in other 
areas, like energy, communications, and the Internet basically 
being taken away by foreign governments? 

I will ask you and then I will ask Mr. Israel the same question. 
Mr. WALDRON. I believe there is a risk. This is something that 

is being experimented with. And I think it is also a test of our re-
solve to see whether we are going to stand up for our own industry 
in these contexts. If we don’t send a hard message on these issues, 
I think we will find it increasingly difficult to combat it at a later 
stage when sort of the horse is out of the barn. I believe it is impor-
tant to make a statement very early about this because we will find 
green technology and other industries under the same pressure. 
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And when we find the whole panoply of our industries under siege 
and unable to do business in these countries, I think we will find 
ourselves in a sorry state. 

Mr. GOODLATTE. Thank you. Mr. Israel? 
Mr. ISRAEL. I think the dynamic that you lay out, Mr. Chairman, 

is exactly correct. And I think we are seeing it play out in realtime. 
I think we have seen in recent years the threat of compulsory li-
censing being applied or at least discussed in relationship to clean 
technologies. I think we need to be also very aware that this isn’t 
just an individual Nation concern but it is a more global concern 
because a lot of the countries that are using this tactic or threat-
ening this tactic are also working very hard within global organiza-
tions, such as WIPO, the World Intellectual Property Organization, 
to promote this type of position, to promote this type of a frame-
work. Brazil, for example, has recommended within the Standing 
Committee on Patents at WIPO that a manual be put together that 
would instruct countries on how to essentially work around intel-
lectual property rights. 

So as Dr. Waldron lays out, this is something that has a slippery 
slope dynamic to it. I think we are seeing it played out in realtime 
and I think on the compulsory licensing question, we need to be 
very focused on the prongs that exist within TRIPS that do allow 
for compulsory license. You need to exhaust the negotiations with 
the rights holders and there needs to be a true emergency at hand. 
And I think in very few—no circumstances really have we seen 
those prongs being met. And it has largely been used as a tool, ei-
ther as a negotiating tactic or for other competitive purposes. 

Mr. GOODLATTE. Dr. Waldron, the Administration is currently 
negotiating a Trans-Pacific Partnership Aagreement that includes 
provisions dealing directly with the issue of regulatory test data 
protection and how it should be protected. 

Can you explain to the Committee the importance of data protec-
tion, the markets that lack adequate protection, and how it should 
be protected as a part of the TPP? And I will ask that question of 
Mr. Israel as well. 

Mr. WALDRON. The 12 years of data protection that you men-
tioned that is set forth under U.S. law and we believe is key to 
being part of the TPP and other free trade agreement negotiations 
that are ongoing, the reason we say it is key is because the bio-
medical and biotechnology industries are extremely risky indus-
tries. The investment is very risky. There is an extremely high at-
trition rate. As I noted, it costs over $1 billion on average to de-
velop a new drug. In these times of selective capital movement 
around the world, we want to ensure that companies feel certainty 
in investing in drugs so that when they come to a country or one 
of our trading partners that they are at least guaranteed a period 
of nonusage of their data in the regulatory scenarios. It is abso-
lutely critical to have that certainty and I think that we would ab-
solutely think it is a key part of any trade negotiation going for-
ward. 

Mr. GOODLATTE. Mr. Israel, my time has expired. But I am going 
to ask you one more question and you can address both. We know 
that many of these countries have de facto TRIPS violations. 
Should the United States be more aggressive in bringing cases at 
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the WTO or utilizing our other international trade tools? And also, 
can you give me a sense of what the Bush administration did? 

Mr. ISRAEL. Certainly, Chairman Goodlatte. I think the answer 
is definitely. I think the position of the United States Govern-
ment—and this transcends any Administration I think—should al-
ways be to enforce the interests and the rights of American compa-
nies and American intellectual property holders at the WTO 
through well constructed and winnable cases. It is a very difficult 
process, as you know. And you have to win these cases when you 
go forward with them. The Bush administration brought about 24 
cases before the WTO and has expanded a number of fields and 
ranges. There were two cases brought for intellectual property in-
fringements against the Chinese. We settled a patent case against 
the Argentineans in 2002. So there is an active history here, and 
I think the Obama administration is carrying forward with that. 

In terms of TPP, just very quickly, as Dr. Waldron noted, it is 
very important to include provisions regarding data exclusivity 
within all of our trade agreements. I think it is important to under-
stand that the proprietary test data that is required for regulatory 
approval of a pharmaceutical or a biological product is in and of 
itself an intellectual property. It is a piece of intellectual property. 
It is very difficult to construct that data. The Administration has 
stated that it is negotiating TPP as if trade promotion authority 
were in place, which unfortunately it is not. Trade promotion au-
thority—and it dated back to the 2002 Trade Act which extended 
it to 2007—stipulates that the government, that the Administra-
tion, any Administration should negotiate a trade agreement that 
attempts to mirror or mimic U.S. law as closely as it possibly can. 
Of course in U.S. law, we do have 12 years of data exclusivity for 
biological products and 5 years for pharmaceutical products. 

So I think that indicates a note of consistency that should be 
noted as we negotiate to TPP. 

Mr. GOODLATTE. Thank you very much. My apology to our other 
two witnesses. I am sure that other Members will have some ques-
tions for you. 

And I now yield to the Ranking Member, Mr. Watt. 
Mr. WATT. Thank you, Mr. Chairman. Let me first compliment 

all four of the witnesses on your testimony which dealt very well 
with a description of the problem. But as I started to mention in 
my opening statement, I am more interested in flipping the switch 
and trying to find some solutions to the problem. I think we have 
identified the problem pretty comprehensively, and I know that is 
what this hearing was about. But it seems to me that Representa-
tive Waters and I may have a slightly different perspective on this 
because we serve on both the Financial Services Committee and 
the Judiciary Committee. And there seems to me to be three areas 
in which our economy can be pretty—either out of step with the 
rest of the world or in step with the rest of the world. And I think 
we probably have done a better job in the financial services eco-
nomic currency area than we have in the trade policy area and the 
intellectual property area. Those are the three areas generally 
where I kind of look at this. One side of me says that it is easier, 
I suppose, to have a world regime of money because you are deal-
ing with only one product. In fact, when we stepped outside of deal-
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ing only with money and started dealing with derivatives and 
collateralized debt obligations and other things and we didn’t have 
any worldwide system of dealing with them, our financial services 
system broke down, too, and our economy collapsed as a result of 
it. 

So I am not here bragging about the financial services mecha-
nisms. But at least we have you know Basel I, II, and III and the 
International Monetary Fund and what have you. I don’t know that 
there is a parallel system of entities in place in the intellectual 
property area. And I am not sure we have done an outstanding job 
of writing into our trade policies any requirements that there be 
any harmonization of intellectual property standards. We tend to 
approach these things, it seems to me, in different categories, even 
though they intersect with each other regularly. 

So I guess my general question would be, what are the incentives 
that would make other countries want to be more aggressive in the 
intellectual property area? How can we increase those incentives? 
Is the only way that we have to increase those incentives to in-
crease the disincentives for them not to do it? In other words, a 
more punitive deterrence—what is the word I am looking for—reac-
tive kind of system where we retaliate against people and other 
countries who don’t do it. Is there some positive way we can 
incentivize this other than increasing the negative way we do it? 

Those are the two questions generally that I—and I am sorry it 
took me so long to kind of outline my vision of how this works. But 
maybe my vision of how it works is inaccurate also. And if you 
want to take a shot at dealing with that vision, I am happy to have 
you do that, too. But I am more interested in finding out whether 
you think there are ways that we can incentivize other countries 
to have a more robust intellectual property protection regime rath-
er than just retaliating against them for not doing it. 

Mr. WALDRON. Thank you for that question. I do think that there 
are things that we can do. The U.S. economy is the prize of a lot 
of our trading partners. They want to do business here. We allow 
a number of countries and their businesses to do business in the 
United States. I think that there is a lot of levers that we can push 
on sort of ensuring that countries respect intellectual property, par-
ticularly our intellectual property, and come to a harmonized re-
gime on intellectual property. It is like, right now we have several 
FTAs which sort of remain unenforced with respect to IP provi-
sions, Chile being one of them where it has been pending for 7 or 
8 years and still that country has not implemented measures to 
comply with its free trade agreement. I say that we should at least 
take a serious look at allowing other countries to have the benefits 
of trading with the United States, yet at the same time not enforc-
ing their obligations reciprocally I think is problematic, and I think 
we have to take a serious look at that. I also think diplomatically— 
I mentioned the USPTO attaché’s program is a positive step. I 
think we need to empower our Diplomatic Corps on IP issues, and 
I think that they can achieve good results locally if we are able to 
empower them to work essentially in the Diplomatic Corps to 
achieve those goals. Other countries around the world—I mean and 
there are many of them—have topnotch people pushing IP issues 
in a number of fora, and I think that we should actually look to 
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that as a mechanism for showing that we are serious about this 
and we are empowering people to do it and that we really mean 
it. 

Mr. WATT. Let me go to the other end of the spectrum here be-
cause my time has run out with my question rather than your an-
swer. We will get an academic perspective, and then at some point 
in the process later, maybe you can address, Mr. Israel, I am par-
ticularly interested in your perspective on it since you were in the 
prior Administration and had something to do with it. The Admin-
istration, I think, is consistently trying to find an answer to the 
mechanism here. 

But let me get an academic perspective on it from Dr. Sheppard. 
Ms. SHEPPARD. You mentioned the three areas, and that is a very 

important point. One of the reasons that TRIPS, Trade-Related As-
pects of Intellectual Property, that agreement was seen to be such 
a success—and, frankly, countries thought it was very heavily fa-
vored toward industrial Nations, was because for the first time, it 
melded two of the areas that you talked about. It linked intellec-
tual property with trade. And by doing that, they were able to have 
an active redress for countries that were in violation of IP. 

Prior agreements, such as Paris and Berne, did not tie trade to 
intellectual property. By tying tade to IP, they were able to look 
at the interdependency between the countries because as was men-
tioned a moment ago, not only do we want to sell our products 
abroad and have them protected, they want to sell their products 
here. And by linking those two things together, trade and IP, if IP 
isn’t respect on one end, then perhaps something that they want 
to sell here is not able to be sold. So that is how we link those two 
things. 

TRIPS was successful on that basis. However, perhaps now we 
need TRIPS Plus, and that is what the TPP, some people believe 
and also ACTA are attempting to do. I am going to stop on that 
point. 

Mr. MURPHY. Mr. Chairman, may I briefly add three observa-
tions. 

The first thing I would offer up is the United States, as I said 
in my statement, can lead by example. One thing that we can do 
is ensure that we as a government are sending consistent messages 
to our trading partners. In some areas involving intellectual prop-
erty, there are mixed signals. On the one hand, you have some of 
the trade agencies that are pushing very hard to ensure strong en-
forcement and strong protections. 

There are other agencies whose missions are tangential or touch-
es on intellectual property which may be saying things that are 
sending some of our trading partners the idea that maybe U.S. pol-
icy is shifting. Such as, for example, comments on certain high-pro-
file patent litigation in the United States, which suggest an evo-
lution in our law. Also, for example, the nexus between antitrust 
and intellectual property right now is in a state of change. Govern-
ments around the world are watching what emanates from Wash-
ington at the nexus of these two fields. Again, foreign governments 
are drawing conclusions, perhaps selectively, that what we are 
doing and talking about domestically is consistent with their own 
domestic interests. 
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Secondly, I agree with Dr. Sheppard that more can be done for 
TRIPS Plus obligations. As I said in my statement, I gave a list of 
different practices that are problematic to U.S. Patent holders 
which are not currently addressed by existing rules. There are 
loopholes, and there are certain exclusions or flexibilities which are 
being exploited, and I think we can do more to leverage what our 
foreign trading partners’ economic interests are in order to shore 
up our own by getting better obligations. 

Thirdly, I also note that a lot of developing economy companies 
are slowly moving up the value chain. Mr. Israel’s testimony talks 
about the fact that Chinese patent holders are applying for patents 
in much larger volumes than ever before. It may take a generation 
or more, but I think we can be optimistic that some of our trading 
partners, who are causing us some difficulty, will slowly come to 
the conclusion that strong patent protection is in their own na-
tional interest. 

Mr. QUAYLE. [Presiding.] Thank you, Mr. Watt. 
The Chair now recognizes the gentleman from Ohio, Mr. Chabot, 

for 5 minutes. 
Mr. CHABOT. Thank you. I would like to personally thank you for 

being generous with your time and for allowing me to go next. I 
had planned on attending a classified cybersecurity briefing at 11, 
so I am going to catch the tail end of it. I wouldn’t have made it 
at all except for your willingness to allow me to go next. Thank 
you. 

Mr. Israel, I have a couple of questions for you. In your testi-
mony, you mentioned the current negotiations to establish the TPP, 
which could provide global patent protection for U.S. businesses. 
Again, in regard to the data exclusivity, and I know that Dr. 
Waldron has already commented on this somewhat, but if you can 
expound upon a little bit about why it is so important, so critical 
that we continue to negotiate for 12 years of data exclusivity? 

Mr. ISRAEL. Thank you, Mr. Chabot. 
I think the principle is so important, and Dr. Waldron did begin 

to explain why it is so critical for U.S. pharmaceutical and biotech 
and agricultural companies as they invest so much money in the 
regulatory approval process. I think the step of getting a patent 
granted in many of these countries is a very difficult and lengthy 
and expensive one in and of itself. You are then asked, obviously, 
to go to the regulatory agency and get that product approved and 
demonstrate its safety and efficacy. That is what this package of 
information that we are talking about really represents in pro-
viding an exclusivity so it cannot be relied upon by other competi-
tors which have not put that similar set of resources and time and 
energy into constructing that information and providing it is abso-
lutely critical. 

As we have noted, the standard here in the United States is 12 
years for biological products, 5 years for small molecule pharma-
ceutical products. So I think that the notion that we would be abso-
lutely consistent and very strong on that consistency as we nego-
tiate with our foreign trade partners, whether it is within the con-
text of the TPP or other trade agreements, it is a principle in al-
most all of our free trade agreements. And certainly it is something 
that we need to be very vigilant to continue to stress going forward. 
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Mr. CHABOT. Thank you. 
Can you tell us how the Obama administration has approached 

the data exclusivity issue as well as the intellectual property rights 
generally in their negotiations thus far? 

Mr. ISRAEL. I can do my best to answer that question, Congress-
man. I am obviously not involved in a lot of the very important and 
well-structured arguments and negotiations that the Administra-
tion is leading. It is a very, very talented and effective team that 
exists at USTR. Victoria Espinel is obviously doing a great job lead-
ing the enforcement effort within the Administration. It is a dif-
ficult issue. 

I think it is important to recognize, as we were engaged in this 
issue in 2005 and through the remainder of that decade, a lot of 
these issues were really just starting to kind of bubble up. India 
only put its patent law in place in 2005. China only joined the 
WTO in 2000. So they were really starting to heat up at that point. 
I think they are really starting to almost boil over at this point. 

It is a difficult challenge, I think, maintaining the posture that 
the United States be as aggressive as possible to protect the eco-
nomic interests of U.S. rights holders overseas, particularly in light 
of the fact that the United States has implemented the AIA and 
it has really set the global standard is an important principle for 
the entire U.S. Government. I think this is an issue that involves 
Congress and the Administration and industry, and everyone really 
needs to be focused in working together. So I think we need to all 
accept that responsibility and shoulder it. 

Mr. CHABOT. Thank you. You mentioned that during your time 
with the Bush administration, the USPTO engaged with foreign 
trade partners to increase capacity and quality of patent prosecu-
tions overseas. Under the Obama administration, have you seen a 
continuation of those efforts? How would you describe them? 

Mr. ISRAEL. Yes, I think there has been a consistency and con-
tinuation. The PTO attaché program continues to be a very strong 
point. It is something which provides the U.S. Government a lot of 
information and relationship building with critical foreign govern-
ments, and provides U.S. companies access to expertise in countries 
and relationships. I know that Director Kappos has been very ac-
tive in engaging other patent offices and trying to provide training 
in capacity building. That is one key area. 

It reflects back a bit to the question that Ranking Member Watt 
asked earlier, where are the carrots, and where are the sticks? This 
is a carrot. I think the extent to which the United States, through 
the PTO and through other resources, can provide training and ca-
pacity, building to foreign patent offices that are struggling, obvi-
ously. 

And I think we see examples in our judiciary as well. Judge 
Rader, the Chief Judge of the Federal Circuit, is taking the entire 
Federal Circuit, all of his colleagues, to China in May to interact 
with their colleagues in China and really try to build some capacity 
there. 

So I think there are some carrots, and there are some sticks, and 
I think we need to deploy all of them sensibly. 

Mr. CHABOT. Thank you. 
I see my time has expired. I yield back, Mr. Chairman. 
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Mr. WALDRON. If I may briefly supplement the comment Mr. 
Israel made, regarding the TPP, the Administration has not yet ta-
bled the 12 years of biological data exclusivity. I think, given the 
breadth and the scope of this agreement and the effect on jobs and 
our economy going forward in the future, I think it is imperative 
that we look toward tabling that as soon as possible. 

Mr. GOODLATTE. [Presiding.] The gentlewoman from California, 
Ms. Chu, is recognized for 5 minutes. 

Ms. CHU. Thank you, Mr. Chair. 
Dr. Waldron, the U.S.-Korea trade agreement did provide state- 

of-the-art commitments in intellectual property rights. Can you dis-
cuss whether you think trade agreements that incorporate these 
strong IP protections, like the U.S.-Korea free trade agreement, are 
ones that the U.S. should be seeking, and do they help or hinder 
your industry in foreign markets? 

Mr. WALDRON. We believe that the Korea-U.S. Trade Agreement 
is sort of the gold standard and, along with adding in a provision 
for 12 years of biological data exclusivity, would be the gold stand-
ard going forward for free trade agreements. I think that is the un-
derpinning of showing how serious we are about IP protection with 
our trading partners. I think they are critical in their implementa-
tion, and I think they have been very effective in some countries 
but not all countries, and I think we have to be willing to enforce 
those agreements and make sure our trading partners abide by 
them going forward. And I think they are very beneficial in the 
long term if they have these provisions in them for IP protection. 

Ms. CHU. Okay. Dr. Sheppard, as you know, the Special 301 Re-
port is an annual review of the global state of intellectual property 
rights protection and enforcement, which is conducted by the Office 
of the United States Trade Representative. It identifies a wide 
range of serious concerns and lists the countries which are deemed 
to have inadequate intellectual property right protections. What is 
the significance of this report and how can it be used to incentivize 
countries to harmonize their laws to conform to these international 
agreements to which they are a party? 

Ms. SHEPPARD. I thank you for that question. 
As I noted in my testimony, there are some countries who have 

been on the list and then have put through the necessary changes 
to get off the list. But there are many, many more countries that 
have been on the list, the watch list, the priority watch list since 
the inception and are still there today. 

Does that mean that the list is not important? No, that is not 
what that means. The list is very important because it requires the 
Administration to look every year at the agreements and at indi-
vidual countries to figure out who is in compliance and who is not, 
either de facto or in its result, and then have a country-level con-
versation on specific issues. In some places, changes have been 
made. In the Special 301, they also make a determination on 
whether or not they are going to go before the dispute settlement 
board at the WTO, and that is an important determination. Unfor-
tunately, or maybe fortunately for some, that particular avenue has 
not been taken up as often as it could be. That is one of the sticks 
that is available. 
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But I believe your question is, is 301 important? Yes, because it 
shines a spotlight on the issue, and action plans are developed. 

Last year, the Administration started to have the actions plans, 
invite countries to work with the Administration to develop an ac-
tion plan that the other countries believed they could implement. 
I don’t know how that process is working. It is still the first year; 
but this is the first year where the Special 301 and the Administra-
tion have reached out to the other countries to make sure that the 
action plan is something that is doable in the eyes of the other 
country. 

Ms. CHU. Some countries that were on the 301 listing were even-
tually removed from the list. In fact, I think South Korea and the 
Bahamas have succeeded in removing themselves from this list. 
How did they go about doing this? 

Ms. SHEPPARD. I don’t know the exact details. Perhaps Mr. Israel 
knows the exact details. But there is an action plan. There are 
things that listed that say in order to be in compliance, you need 
to do A, B and C. And without knowing the details, they must have 
complied with at least the majority of those issues. 

Mr. CHU. Mr. Israel? 
Mr. ISRAEL. I would have to check some of the detail. I would 

suspect that their implementation of the Free Trade Agreement 
that the United States agreed to with South Korea probably has a 
very significant impact on their being removed from the list, and 
they implemented some things such as the TRIPS Plus provisions 
that we negotiated with them as part of that free trade agreement. 
And so I suspect that put them on the path to making some pretty 
significant improvements. 

Ms. CHU. Although I don’t think the Bahamas has a free trade 
agreement, so how did they end up getting removed from the list? 
The Bahamas? 

Mr. ISRAEL. That I am not sure of, Congresswoman. I would have 
to check and probably get back. 

Ms. CHU. Dr. Sheppard, how is it that a country could be part 
of the TRIP agreement but still be seriously having deficiencies in 
protecting intellectual property rights? 

Ms. SHEPPARD. The TRIPS agreement, like most international 
agreements, it is just an agreement. I believe it was Ranking Mem-
ber Watt who alluded to before—we can give our input, but we 
can’t make anyone do anything. And conversely, they can have 
their input, but they can’t make us do anything. These agreements 
are gentlemen’s agreements that you are going to comply with 
what your word is. If you don’t comply with what your word is, 
then we will put higher tariffs on some other product. 

As I mentioned earlier, the United States has not taken advan-
tage of that as often as possibly it could. But there are countries, 
including the United States, which are in violation of the TRIPS 
agreement. 

So, in my opinion, it is hard. It is hard when we are still in viola-
tion on some issues and go to other countries and talk about them 
being in violation of their issues. 

Ms. CHU. Thank you. 
Mr. MURPHY. Mr. Chairman, may I briefly offer an observation 

based upon my time at USTR? 
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Mr. GOODLATTE. Sure. 
Mr. MURPHY. Thank you very much. 
Congresswoman Chu, I agree with your question or statement 

that Special 301 and the annual reporting and watch list is still 
very valuable. It continues to create an opportunity for peer pres-
sure and observation, for lack of a better term. 

But I can also offer this: Special 301 predates the creation of the 
WTO and the TRIPS agreement. The United States as a member 
of the WTO is constrained in its ability to bring pressure to bear 
against trading partners that are not in compliance with their 
TRIPS obligations or otherwise maintaining policies that burden 
U.S. IP holders. I think we need to have a very honest conversation 
about how in the post-WTO, post-TRIP world, can we ensure that 
our trade enforcement agencies have some leverage to bring to bear 
that does not itself cause the United States to violate its own trade 
commitments, in order to focus the attention of our foreign trading 
partners on doing what they need to do to better protect U.S. IP. 

Ms. CHU. Thank you. 
I yield back. 
Mr. GOODLATTE. Thank you. 
The Chair recognizes the gentleman from Arizona, the Vice- 

Chairman of the Subcommittee, Mr. Quayle, for 5 minutes. 
Mr. QUAYLE. Thank you, Mr. Chairman. 
And thank you for holding this important hearing today to exam-

ine the challenges to U.S. intellectual property protections in for-
eign countries. 

As others have noted, the U.S. Commerce Department reported 
earlier this month that intellectual property supports 40 million 
U.S. jobs, or 28 percent of our workforce, and contributes over $5 
trillion to our GDP. According to the report, intellectual property 
protections have a direct and significant impact on the U.S. econ-
omy, and the jobs it creates are high-paying and important for 
working families. This really shows how important this hearing is, 
and I thank all of the witnesses for their testimony. 

Dr. Waldron, you mentioned Chile as not enforcing IP protections 
as a part of the FTA. I was wondering if you could provide a few 
additional examples of lack of enforcement of basic patent rights 
abroad and explain how that lack of enforcement really hampers 
the innovative industry’s ability to maintain and grow jobs here in 
the United States? 

Mr. WALDRON. There are a number of provisions, as I look at the 
countries for which we have free trade agreements, but Chile is an 
important one because I think it is one where it is imperative that 
we have sort of a linkage system which would be set up to protect 
our IP rights before the market essentially is destroyed by the 
entry of competitors that essentially can go on, and the enforce-
ment mechanisms are very poor. If you are not able to export to 
a market—I mean, there are markets in Latin America where we 
have introduced a product, and within 1 year, we have lost 85 per-
cent of our market to 23 competitors. That was Lipitor. 

With Viagra, there was a case where we lost 98 percent of our 
market within a year to 35 competitors. So there is no shortage of 
competitors willing to come in, particularly in an instance where 
you are not getting the patent protection that you have applied for. 

VerDate Aug 31 2005 12:55 Aug 15, 2012 Jkt 000000 PO 00000 Frm 00089 Fmt 6633 Sfmt 6601 H:\WORK\IP\042612\73965.000 HJUD PsN: 73965



86 

There is no data exclusivity protection. So, within a very short pe-
riod of time, within a year, competitors enter the market. And 
there is no linkage mechanism, no means to resolve a patent dis-
pute, if you have a patent, within that period of time, as we do in 
the United States. 

These markets represent huge growth opportunities for U.S. 
businesses. They are big. If we are regularly losing 90 percent of 
our market to local competitors that is a problem because we can’t 
expand locally at home, we can’t invest and make the investments 
and create the jobs at home that support those innovative indus-
tries, and it is just sort of a chain reaction of things that sort of 
piecemeal around the world add up to a collective problem for the 
United States where we have that competitive advantage. 

Mr. QUAYLE. Do you think that the Administration is doing ev-
erything that it can to support U.S. industry and enforcing their 
rights? 

Mr. WALDRON. I think we really need to ensure that if we have 
free trade agreements with partners—and Chile has been noted— 
I mean, there are others—that we make sure and follow-up on 
that. There is the 301 mechanism, but it seems to be a paper tiger 
sometimes. It seems it is not followed up on, or it is a chastise-
ment, but it really doesn’t have any strong economic teeth. I think 
there really has to be something here that sort of makes it per-
fectly clear that these kinds of violations are backsliding on obliga-
tions, and that is unacceptable. 

Mr. QUAYLE. Thank you. 
Mr. Israel, what additional steps can the U.S. take to improve ju-

dicial education in foreign countries so that enforcement measures 
can be counted on? 

Mr. ISRAEL. I think that is a key question, Congressman. 
And It does, again, kind of touch on this theme of, what can we 

do to provide incentives, and where does the United States have le-
verage that doesn’t necessarily implicate direct trade rules or 
bringing cases? There have been I think some great examples in 
the past where the Justice Department, for example, has sent dele-
gations to places like India to help train judges, to work with their 
judicial system, and to try to give them a little more capacity on 
what are obviously very complicated cases in any country. We work 
directly with China. We had a system in place called the case refer-
ral mechanism with China for several years, whereby American 
companies could work directly with the Commerce Department and 
PTO and our attaché program in China, and have really kind of a 
pipeline directly into the Chinese enforcement officials to refer spe-
cific cases of infringement that they saw on the ground. 

I noted the efforts of some individual jurists, such as Judge 
Rader, who has been very active in this area. But I think we need 
to look at this as one of those kind of compliant/noncompliant 
areas, where we see some obvious and overt areas where countries 
violate TRIPS, as Dr. Sheppard has noted. But there are a lot of 
areas that when you get on the ground, if you are an American 
company and it takes you 10 years to even get a patent, and then 
when you get it, there is a judicial system that simply disallows 
you, through inconsistency or inability, to really enforce that pat-
ent, you are dealt a hand that you really can’t compete with. 
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Mr. QUAYLE. Do you think even with the education aspect, where 
the DOJ is going in and educating judges, do you think you are 
witnessing, even if you do educate and get them up to speed on 
patent protections and patent law, that if you have a process or a 
thought process from the governing body, that they are just not 
going to actually administer or protect patent rights from out-of- 
state companies, then it is really not going to do that much? 

Mr. ISRAEL. Good point. A very fair point. I think you see some 
things that cut against those best efforts very dramatically. It is 
not uncommon in China, for example, in high profile intellectual 
property cases for officials of the Chinese government to physically 
be present at those hearings where there is a state-owned enter-
prise potentially implicated in the hearing. It is very hard to 
counter that from the United States. I suppose we could have our 
diplomats attend a range of cases in big countries like China, but 
you are up against not just some systemic flaws but, as you know, 
you are clearly up against some attempts to tilt the competitive 
framework, again the foreign rights holder, typically the United 
States. 

Mr. QUAYLE. Thank you, I yield back. 
Mr. GOODLATTE. I thank the gentleman. 
The gentlewoman from California, Ms. Waters, is recognized for 

5 minutes. 
Ms. WATERS. Thank you very much, Mr. Chairman. 
I had to step out for awhile and I can imagine that some of my 

questions may have already been answered. I will try to frame 
them in a way that could glean some additional information. 

The first thing I want to know is what is our Trade Representa-
tive doing on these issues? That is where we place responsibility 
for ensuring that we have fair trade, and I am sure this must be 
an issue with the Trade Representative. 

Dr. Waldron, what is our Trade Representative doing? 
Mr. WALDRON. I don’t have the exact details of the procedures 

going on at USTR right now, but I do know that they have not ta-
bled 12 years of biological data exclusivity yet in the Trans-Pacific 
Partnership negotiations that are ongoing. I think it is very impor-
tant for us to ensure that there is a strong IP package in this. I 
think that is an essential part of it, and it has not yet been tabled. 
And I think we really have to ensure that we do this because of 
the breadth and the scope of this agreement. I mean, it involves 
a vast chunk of the Pacific Rim countries. These are huge markets 
for all of American businesses, and I think we have to get this 
right because it is going to have huge knock-on effects later. 

I don’t know why there has been delay in introducing this; but 
certainly, it is something that represents U.S. law, and I think we 
should definitely push the Trade Representative. 

Ms. WATERS. Dr. Sheppard, has this risen as an issue with the 
WTO? Have we taken any initiative from the United States to look 
as if, if not actually, make this an issue with the WTO? 

Ms. SHEPPARD. Yes. The United States and the USTR has taken 
up several issues with the dispute settlement body. The issue went 
directly against China, and the United States received a lot of neg-
ative reaction from China for taking them to the dispute resolution 
settlement board. But the conversations between USTR and the 
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United States had no fruitful outcomes. And when that happens, 
that is the process you are able to go through. 

Someone mentioned earlier, I think it was Mr. Israel, talked 
about the other times when the United States has tried to nego-
tiate, negotiate, and then gotten nowhere. That is why I think the 
Trans-Pacific Partnership, as Dr. Waldron was talking about, and 
other avenues of TRIPS Plus agreements are so important. And 
that is one of the things that the USTR is doing right now, actively 
negotiating new treaties that will put into place some of the lessons 
learned from what was lacking in TRIPS. 

TRIPS was a huge step forward, but it has been 18 years since 
then. And in that time, other industries have grown up that 
weren’t envisioned then. So new protections and new laws need to 
be in written. Mr. Murphy can talk about this, having been at the 
USTR, more than I can—I haven’t been there—that they are ac-
tively every day pushing forward our policies in every country. We 
just don’t hear about them. 

Ms. WATERS. Well, you know, what you are describing has been 
going on for an awful long time. And it seems to me it is time for 
a resolution. 

Mr. Watt alluded to the work that we have done in financial re-
form. Tremendous work with Dodd-Frank and all that goes along 
with that. So having taken a look at what you are describing and 
the negotiations that have gone on and the continued and long- 
term bias against us in many ways, what do you recommend can 
be done legislatively outside of the USTR Trade Representative 
working for us? 

What do you recommend, Mr. Israel? 
Mr. ISRAEL. That is a great and obvious question, Congress-

woman Waters. 
Trade promotion authority, giving that to the Administration, 

from the standpoint of empowering their negotiating status, would 
be a good thing. I think there are things that we can do. There are 
obviously resource issues which are difficult to discuss and it is a 
very difficult environment for that. But I think things like poten-
tially giving the Patent and Trademark Office greater ability to le-
verage and manage the IP attaché program overseas. Right now, 
it is a bit complicated as they work internationally. It is not their 
natural, kind of organic statute to place individuals and diplomats 
in embassies. And so I think there are some things we could do 
that might strengthen that program and empower it even more. 

Ms. WATERS. Excuse me a moment. You just said something. I 
have never heard that the role that our ambassadors and their 
staffs could play is to take an issue like this in country and help 
to promote the idea of fairness and a level playing field. That may 
be something, Mr. Watt, that we may be able to encourage in some 
ways. 

My husband was an ambassador, and they talked about a lot of 
things. Of course, he told me that there were a lot of things that 
he couldn’t talk about. But I never heard that this was a role that 
they played, even though they have one of their designated staff 
persons dealing with economic development or something like that 
in these countries. I have never heard them talk about this. 

Please continue. Thank you. 
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Mr. ISRAEL. Clearly, the global footprint that the U.S. has 
through its embassies and diplomats overseas is huge. I personally 
think this problem, this issue, is equal parts law and diplomacy; 
getting the legal framework correct, enforcing TRIPS, all of the 
very detailed things that Dr. Sheppard noted is huge. But there is 
a diplomatic element to this as well. We need to be working very 
aggressively with our trading partners that we are aligned with on 
this issue—the Europeans, the Japanese, and other developed 
countries. 

I think one of the things it is, again going back to this carrot and 
stick formulation that the Congressman Watt spoke about, a lot of 
countries, particularly the growing BRIC countries, China in par-
ticular, I think are very sensitive to being as framed outside the 
norm. They may be more sensitive to that than a handful of indi-
vidual WTO cases. If their legal system is portrayed consistently 
and effectively as being outside the global norm by their trading 
partners, by the United States, the Europeans, their partners that 
matter, that has an impact. 

I think, to your point, if you have an ambassador and a team in 
country that are focused on this—Ambassador Rant from 2001 to 
2008 had a series of annual IP conferences in Beijing. The vice pre-
mier of China frequently attended, and Cabinet members from the 
United States frequently attended it. It really became a focal point 
for driving these issues. 

Action-forcing events are key. They force our government to put 
things on the table. They force the other government to react to 
those. So there is a lot of diplomacy that can be done around this 
issue in a very strategic way. 

Ms. WATERS. Thank you very much. 
Our Chair has been very generous with the time, but in wrap-

ping up, do you see this as something that can be framed as a seri-
ous trade imbalance issue, and how do we do that? 

Mr. ISRAEL. I think it is absolutely a serious trade imbalance 
issue. I think we need to look at this issue when we view overall 
American competitiveness in the same way we talk about making 
our tax system competitive, making our regulatory system competi-
tive, our R&D portfolio, all of these things that, at a very high 
level, feed into issues that are of the level of congressional commit-
tees and Cabinet officials and CEOs. I think this is an issue that 
deserves a place and attention on that list as well. 

Mr. WATT. Mr. Chairman, may I make a one-sentence interven-
tion? 

Mr. GOODLATTE. The gentleman is recognized. 
Mr. WATT. I just remind my colleague from Financial Services 

that it took a worldwide economic meltdown to create the environ-
ment for international harmonization in the financial services area. 
I am not sure that those kinds of incentives are there yet in the 
intellectual property protection environment. So I kind of stacked 
the question a little bit, but I didn’t want anybody—we got a lot 
more cooperation internationally after the meltdown than we were 
getting before the meltdown. 

Mr. MURPHY. May I respond briefly to Mr. Watt? 
Mr. GOODLATTE. Briefly. 
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Mr. MURPHY. Innovation and patents are key to our 21st century 
economy. We need a corresponding trade policy that recognizes 
that. We need to find better tools and levers for our trade nego-
tiators and our diplomats worldwide. We need to have strategies 
that focus on foreign capitals as well as the foreign delegations at 
international institutions. We often have disconnects between gov-
ernments, our foreign trade partners in different locations. 

Mr. GOODLATTE. Thank you, Mr. Murphy. 
The gentleman from Georgia, Mr. Johnson, is recognized for 5 

minutes. 
Mr. JOHNSON. Thank you, Mr. Chairman. 
This is a very important hearing today. It comes at a great time. 

Today is World IP Day, where we celebrate. Everyone goes home 
for half a day, and we celebrate innovation throughout the world 
and put up lights and everything and give gifts. It is a wonderful 
day. We are all working today. 

The process and results of research, innovation and development, 
and the protection of these results through our patent, trademark 
and copyright laws are very important, particularly in a global 
community. There are major patent barriers that American patent 
holders face in protecting their intellectual property while doing 
business in many places, including China. 

Dr. Waldron, I know that you were asked a question earlier 
about the performance of the Obama administration and you men-
tioned that there was something that needed to be done before it 
expires. What was that? 

Mr. WALDRON. It was getting the 12 years of biological data ex-
clusivity into the TPP negotiations, the Trans-Pacific Partnership. 

Mr. JOHNSON. Well, I tell you, we have had so much gridlock 
around here. Partisan politics have been the practice. It has re-
sulted in us not being able to do many of the things that the coun-
try needs to do. But I am hopeful we will be able to get through 
this period, and with folks like PhRMA, I hope you will support 
good government and not gridlock government, and we can get 
these things—we can do the things that America needs to do in 
order to maintain its position in the global economy. 

Now, I know that WTO members are required to make patents 
available for inventions in all fields of technology, but many coun-
tries discriminate based on the place of invention, the field of tech-
nology or whether products are imported or locally produced. Does 
China utilize regulatory and administrative hurdles to devalue pat-
ent rights of American companies, in your opinion, Dr. Waldron? 

Mr. WALDRON. There are a number of levers that effect us in 
China. And I think when you talk about the patent grant process, 
we have a system of fairly arbitrary standards that are imposed 
that we have experienced as pharmaceutical companies on how 
much data is required to get a grant of a patent or a grant of a 
claim. It seems to vary considerably across the board. We think 
that they need to harmonize their standards better so it doesn’t ap-
pear as arbitrary. It seems that we have a great deal of difficulty 
getting scope of claims in our patents that are broad enough to pro-
tect our products, and this is an important issue going forward. 

The other issues in China range from enforcement of intellectual 
property, particular patents. The evidentiary hurdles are great. Of-
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tentimes, foreign evidence is not allowed. Evidence has to be gen-
erated within China. Sometimes this is very difficult if you are try-
ing to present a test result and there is nobody in China that can 
perform it; sometimes you are just out of luck. This is an unfortu-
nate situation we face on a daily basis. 

Mr. JOHNSON. If I might stop you right there, I wish I could let 
you go forward, but I have got one more question. I have more 
questions actually that I want to ask, but thank you. 

Professor Sheppard, in China, do American innovators have suffi-
cient recourse in the Chinese judicial system to protect their locally 
manufactured or their locally granted patents? And if not, tell us 
the extent of the problem and perhaps some solution for being able 
to solve? 

Ms. SHEPPARD. The biggest part of the problem, and it is hard 
for us as Americans to really internalize this, is that there is no 
judicial independence in China. The courts are very much influ-
enced by politics and the needs of the people. If putting a company 
out of business that employs 500 people because they are infringing 
is the right thing to do legally, a lot of judges won’t do it because 
of political reasons. I don’t know how we change that. 

As we discussed earlier, Judge Rader goes to China on a regular 
basis and he is taking the entire Federal Circuit to talk about 
these issues. Maybe one of the things that we should be pushing 
for that kind of comes in from a different angle in protecting Amer-
ican interests is looking for not only democracy across the world 
but also judicial independence across the world. 

Mr. JOHNSON. Anyone have any other comments about that? 
Mr. ISRAEL. I think Dr. Sheppard hit it right on the head. I think 

it is a rule of law question as much as anything in China. China, 
except laws and rules they want to enforce, by and large doesn’t 
enforce a lot of its laws particularly well. So I think you are dealing 
with a question of—there is a question of judicial independence. 
There is a question of the laws being relatively new in China. 
China only became a WTO member in 2000. So as a body of law, 
it is relatively new in China. I think it is, as Dr. Sheppard noted, 
it is almost first and foremost tied to economic rationales or social 
rationales largely in China, and that has to be a very difficult dy-
namic for any American company to walk into a courtroom and not 
just be confronted with needing to win the legal argument, but also 
needing to win the social and potentially the economic argument 
against what they are faced in China in that courtroom. 

Mr. GOODLATTE. Without objection, the gentleman is recognized 
for 1 additional minute. 

Mr. JOHNSON. Thank you, Mr. Chairman. 
Do you think that the way that—well, the Chinese economy in 

2015 it is projected, 2016 maybe, is projected to become the world’s 
largest economy. So that is something you have to deal with, Amer-
ica as well as all of the other countries and their economies in this 
global economy, and if the big, 800-pound gorilla is cheating, how 
do you stop the cheating? Is it through a trade war? What do you 
do in order to encourage compliance with international standards 
in a situation like this? 

Mr. ISRAEL. I think it has to be a mix of tactics. I think it has 
to be a mix of very high level focus by the U.S. Government and 
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other governments that are similarly impacted. It needs to be a 
head of state issue. I think it consistently has been for the United 
States for several years. I think we need to make—look at ways to 
make improvements to the Chinese judicial system. 

Mr. JOHNSON. Do the Chinese want to do that? 
Mr. GOODLATTE. The time of the gentleman has expired. 
The gentlewoman from Texas, Ms. Jackson Lee, is recognized for 

5 minutes. 
Ms. JACKSON LEE. Let me thank the Chairman and the Ranking 

Member for this hearing, and the Ranking Member of the full Com-
mittee who studiously attends these hearings to build his excellent 
portfolio of knowledge, Mr. Conyers. I am delighted that he is here 
and an active Member of this Committee, among others. 

Let me acknowledge, standing behind me but not in the room, 
Mr. Chairman, Amanda Woodson, who is my daughter for the day, 
a beautiful, young 13-year-old, who is learning about protecting our 
assets. As a 12-year Member formerly of the Science Committee 
and now a Member of the Homeland Security Committee, I have 
always believed that science, technology, the work that many of 
you are doing, is the work of the 21st century, 22nd century, and 
it is a job creator. Which makes me even more proud to welcome 
back Dr. Christal Sheppard, who quietly served us and did not ac-
knowledge the genius of having a masters and a Ph.D. in cellular 
and molecular biology. I needed to put that on the record. So I 
know the University of Nebraska School of Law is excited that we 
added a smidgeon to her vast talent. We are delighted to see her 
as a witness. 

I would like to take a different approach, and again, let me say 
that I couldn’t be more chauvinistic, and I don’t usually use that 
word, on the inventiveness and the level of technological sophistica-
tion that America has. And we need to protect it. 

So, first of all, I want to acknowledge that President Obama has 
elevated to Cabinet status the Intellectual Property Enforcement 
Coordinator, and I want to have our representative, Dr. Waldron, 
comment on that elevation and how that can be utilized? 

I would like Dr. Sheppard to answer a question that I will read 
in just a moment, but let me raise a question generally to ask 
about intellectual property jobs and trade agreements and the im-
portance in putting in strong provisions. If you can take that ques-
tion down. 

But what I really want to talk about, because I met with mem-
bers of the Chinese embassy yesterday, and I truly believe that we 
have an opportunity to be a friend and that we are doing business 
with China. They want to do business with us, and they are look-
ing to be able to frame their structure going forward in a way that 
comports with the respect of the intellectual property of those who 
they engage with. So I am very interested in doing it this way, and 
that is the moving and looking at the Leahy-Smith bill, and I am 
looking at that, that deals with reestablishing a patent system for 
the global market. What I would like to see us do is for America 
to be the standard for all countries, and if you are not in keeping 
with America’s standard, you are outside of the marketplace in 
both world ideas and world opportunities. 

Dr. Waldron, would you proceed with that. 
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And Dr. Sheppard, I think you heard my question. Why don’t we 
push getting our standards to be the world standards and match 
it with enforcement, and anybody that is outside of that circle sim-
ply can’t do business? Because everybody recognizes what is pre-
cious, and that is your genius and the idea of Bayer aspirin being 
manipulated would not hold because that country would be isolated 
because no one would dare go there if their procedures undermine 
the process. Would you go forward on that answer? 

Mr. Israel, you might answer, too, since you are formerly head 
of that agency. 

Yes, Dr. Waldron. 
Mr. WALDRON. I agree with you wholeheartedly, Representative 

Jackson Lee. The genius of America is its innovativeness. And our 
competitive advantage vis-à-vis other countries is our prize asset, 
and we should have as a matter of policy a means of protecting 
these things, the things that we develop and the things that we 
market and sell abroad. 

We acknowledge the elevation of the IP coordinator status within 
the Obama administration. This is a welcomed development. It 
brings IP to a high status within the Administration, and we think 
that is a good thing to have on people’s minds. It also deals with 
the issue of counterfeits, which is something that is a pernicious 
danger that we also have to be constantly vigilant about. 

But we do need a set of policies in this government that sort of 
protects American innovation and American business abroad. As 
mentioned earlier in some of the discussions, the diplomatic em-
phasis here is essential to having that go forward. So I agree with 
everything that has been said. 

Ms. JACKSON LEE. Chairman, can we allow them to answer the 
question? 

Mr. Israel, would you add to your answer what strong provision 
we would need to protect, what kind of strong provisions? 

And then I would like Dr. Sheppard to finish. 
Mr. GOODLATTE. Briefly, if you would. 
Ms. JACKSON LEE. Thank you, Mr. Chairman. 
Mr. ISRAEL. Very briefly, I think the answer to your question 

partially answers the question that Congressman Johnson an-
swered, which is regarding the Chinese and the economy. 

Ms. JACKSON LEE. The answer to Jackson Lee’s question partly 
is the answer to Congressman Johnson’s question? I am not sure 
who you are answering. 

Mr. ISRAEL. I am sorry, Congresswoman. Mr. Johnson asked a 
question. 

Ms. JACKSON LEE. And I am asking a global question. I am not 
pointing to the Chinese. Thank you. 

Mr. ISRAEL. Thank you. As China, in particular, becomes the 
world’s largest economy, I think it is impossible for them to also 
have a judicial system simultaneously that is not taken seriously 
by the rest of the world. So I do think to your question, there is 
pressure that will mount. And I agree, they will gradually need to 
face that pressure and do something about it. And I do think that 
will have a very positive impact going forward. 

Ms. JACKSON LEE. Thank you. 
Dr. Sheppard, welcome. 
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Ms. SHEPPARD. Thank you. 
The importance of taking strong positions in IP, very briefly, it 

is very essentially important. It is the only way that dollars come 
back into the United States. To use Apple as an example, iPads are 
made by a Taiwanese company with Chinese workers in China. 
The way that the money comes back to the United States is 
through intellectual property. And unless we continue and main-
tain strong IP, the inventiveness of our inventors and the R&D 
that we do here will never see returns from those countries. 

As you mentioned, we do have leverage. They want access to our 
market; we want access to their markets. America is a really good 
market still. So we have leverage, and we shouldn’t be afraid to use 
that leverage. It is part law, and it is part diplomacy, but we can-
not afford to be a paper tiger, as someone mentioned earlier. 

Ms. JACKSON LEE. Mr. Chairman, I would like to submit addi-
tional questions for the record. 

And may I just indicate that I am very proud that one of my 
questions to be submitted into the record was written by Ashley 
Hawks who is my Texas Tech intern. This is her last week, and 
I wanted to congratulate her for the work she has done on behalf 
of the people of this country and the 18th Congressional District. 

I thank you, Mr. Chairman. And I ask unanimous consent that 
my questions may be submitted in writing for a response. 

Mr. GOODLATTE. We will cover that right now. I am proud of 
Ashley and her good work for you. 

I would like to thank all of our witnesses for their testimony 
today. 

Without objection, all Members will have 5 legislative days to 
submit to the Chair additional written questions to the witnesses 
which we will forward and ask the witnesses to respond as prompt-
ly as they can so that their answers may be made a part of the 
record. 

Without objection, all Members will have 5 legislative days to 
submit any additional materials for inclusion in the record. 

With that, I again thank our witnesses and the Members who 
participated, and this hearing is adjourned. 

[Whereupon, at 12:02 p.m., the Subcommittee was adjourned.] 
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A P P E N D I X 

MATERIAL SUBMITTED FOR THE HEARING RECORD 

Prepared Statement of the Honorable John Conyers, Jr., a Representative 
in Congress from the State of Michigan, Ranking Member, Committee on 
the Judiciary, and Member, Subcommittee on Intellectual Property, Com-
petition, and the Internet 

Today’s hearing provides an opportunity for us to scrutinize whether the patent 
systems in foreign countries provide adequate and effective patent protection for 
American innovators and whether they provide a level playing field for American 
creators. 

In particular, we should focus on the problems that American companies encoun-
ter when they request, enforce, and implement patents overseas. 

And, I intend to explore in detail ways that Congress can foster U.S. global com-
petitiveness with respect to patent laws and government policies in light of the re-
cent enactment of the Leahy-Smith, America Invents Act. 

There are several factors we should keep in mind as we consider this and other 
issues today. 

First, a robust patent system is integral to the health of our Nation’s economy. 
Coincidently, today is World Intellectual Property Day, which recognizes the sig-

nificance of preserving intellectual property protection for American businesses and 
inventors when they use international patent laws. 

Last month, the U.S. Department of Commerce released a report finding that 
America’s most IP-intensive industries in 2010 generated direct employment of 27.1 
million jobs and an additional 12.9 million jobs. In 2010, these IP-intensive indus-
tries accounted for an estimated 34.8 percent of U.S. gross domestic product. 

At its heart, intellectual property defends the economic value of the fruits of the 
mind’s labor, whether it be the spark of invention or the inspiration of the artist. 
It gives an inventor or artist the opportunity to profit from their work, in order to 
both reward and support additional creativity. 

It is imperative that American industry abroad is protected by sufficient inter-
national patent laws and government policies. 

Second, it is critical for us to address barriers to effective international patent 
protection. 

American innovators, industries, and other interested parties have identified 
many of these barriers as part of their proposals to the U.S. Trade Representative 
(USTR), as part of the annual ‘‘Special 301’’ review process. 

Congress enacted Special 301 pursuant to the 1988 Trade and Competitiveness 
Act. The USTR produces an annual survey of the intellectual property laws of for-
eign countries and issues the ‘‘Special 301’’ report. Last year, 12 countries were in-
cluded on the Priority Watch List and 28 were on the Watch list. 

These submissions list challenges for international patent issues including lack of 
effective patent enforcement and administrative hurdles in the patent granting pro-
cedures. 

Historically, the annual USTR Special 301 has mentioned the deficiencies in pat-
ent laws in countries listed on their priority watch list. Accordingly, I am looking 
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forward to reviewing the next Special 301 Report for 2012, which is due later this 
month. 

Third, we must assure businesses that their patents will be granted within a rea-
sonable period of time and not be discriminated against. 

The patent application process, which includes patent filings, can often have long 
pendency times and prevent patentability for certain fields of technology. 

While businesses need certainty that a patent will be granted in a timely manner, 
the total pendency for patent applications can be as long as 34 months. 

In fact, applicants for pharmaceutical patents may take more than 5 years in 
many countries. For example, applicants for pharmaceutical patents in Chile have 
to wait an average of 8 years for final action on their patent applications. 

Additionally, many foreign countries have barriers to effective enforcement. For 
example, China is often cited for their inadequate damages and ineffective injunc-
tions. 

Our trading partners need to live up to their international obligations and they 
should not discriminate against U.S. companies or fields of technology when it 
comes to patentability and market access. 

Moreover, foreign governments should be able to condition approval of a U.S. 
innovator’s license to patent technologies to domestic companies unless it reduces 
the price associated with the products. 

This pressure from foreign governments is a demand for a reduction in the price 
of the patented technology, often below the global marketplace value. 

It is clear that many foreign countries simply lack consistent stands for 
patentablity. 

This hearing will allow us to explore these topics and determine what role Con-
gress can play to promote a level playing field for international patent issues. 

f 
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Response to Post-Hearing Questions from Chris Israel, Partner, American 
Continental Group (former U.S. Coordinator for International Intellec-
tual Property Enforcement) 
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