




PhRMA’s
is winning advocacy for public policies that encourage 
the discovery of life-saving and life-enhancing new 
medicines for patients by pharmaceutical/biotechnology 
research companies. To accomplish this mission, 
PhRMA is dedicated to achieving in Washington, D.C., 
the states and the world:

  Broad patient access to safe and effective 
medicines through a free market, without price 
controls; 

  Strong intellectual property incentives, and; 

   Transparent, effi cient regulation and a free 
fl ow of information to patients.
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America’s biopharmaceutical research companies 
exist in constantly evolving economic, scientifi c 
and regulatory environments. How well our sector 
can navigate and guide that change is critical to 
our collective long-term success in bringing new 
medicines to patients.
Over the last year and under new leadership, PhRMA has worked to expand 
stakeholder, policymaker and public appreciation for the fact that a sustainable, 
high-quality health care system that focuses on meeting the individual needs of 
each patient requires integrated, visionary and long-term thinking. Solutions that 
focus too narrowly on any single aspect of our health care system and neglect 
the bigger picture will, in the long-term, limit our ability to provide patients in the 
United States and around the world with the best possible health care to meet 
their individual needs. 

We are proud of the role that America’s biopharmaceutical research compa-
nies have played in the impressive health gains of recent decades. American 
lifespans have been expanded. Cancer and heart disease death rates are 
down. Today, thousands of new medicines are being investigated to treat 
a wide range of diseases and conditions. Many hold exciting promise for 
better prevention and treatment of common chronic diseases and can help 
address some of the hardest health care challenges we face. Many more will 
fall short of researchers’ hopes during development and testing and after 

We are proud of the role that America’s 

biopharmaceutical research companies 

have played in the impressive health gains 

of recent decades.

“

”
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a large investment in time and resources have been 
made. That is the reality of today’s biopharmaceutical 
research sector. 

The bright promise of the future will only be fulfi lled if, 
together, we build, sustain and grow a scientifi c, eco-
nomic and policy ecosystem that fosters and rewards 
medical innovation. We must also meet the profound 
challenges to our healthcare system arising from the 
increasing incidence of avoidable and treatable chronic 
conditions such as diabetes and heart disease as well as 
from conditions like Alzheimer’s disease where we are 
only at the start of the long, diffi cult road to better treat-
ments or even a cure. 

This has been PhRMA’s message to health care stake-
holders, policymakers, regulators, the media and the 
public throughout 2010 and 2011. It is a message of 

hope and a call to work together in the fi ght against dis-
ease. It is also a message tempered by awareness that 
the issues we confront are complex and often require 
making diffi cult choices. 

Everyone at PhRMA and throughout our industry is 
driven by the shared belief that if we can continue 
improving patient access to the medicines they need, 
if we can help them to better adhere to their doctor’s 
recommendations, and if we can keep innovating and 
pushing the science and technology for new answers, 
we will help to improve the lives and health of not only 
every American, but of people the world over.

That has been and remains our commitment. This 
Annual Report is a brief review of PhRMA’s activities as 
we have worked to fulfi ll our commitment to the patients 
our member companies serve. 
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The United States has led the world in developing 
innovative medicines for decades. This is due, in 
part, to the dynamic scientifi c, economic and 
investment environment created here that rewards 
both risk taking and innovation. 
As a result, more than 1,900 new medicines have been approved for patient 
use since the early 1990s. The resulting treatments have helped to revolution-
ize health care here in America and around the world. American patients have 
particularly benefi ted through fi rst access to the latest, best medicines for 
treating a wide range of conditions including cancers, heart disease, chronic 
conditions and previously untreated rare diseases. And, with over 3,000 new 
medicines in late stage development, now being tested or being reviewed by 
the FDA for fi nal approval, it is an ongoing revolution that holds even more 
promise for patients in the future. 

At the Pharmaceutical Research and Manufacturers of America (PhRMA), our 
mission is to conduct effective advocacy for public policies that encourage dis-
covery of important new medicines for patients by biopharmaceutical research 

companies. PhRMA member companies have developed many of the innova-
tive medicines that are today helping to reduce cancer and heart disease death 
rates, turning once deadly diseases into chronic conditions and providing hope 
in the effort to solve critical future healthcare challenges like Alzheimer’s dis-
ease and the global incidence of diabetes.  

John J. Castellani
President and Chief Executive Offi cer
PhRMA

PhRMA made excellent progress in its 

efforts to advocate and promote this needed 

innovation ecosystem.

“

”
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However, America’s continuing global leadership in 
biopharmaceutical R&D faces signifi cant scientifi c, 
regulatory, and economic challenges. Meeting these 
challenges requires a dynamic, innovative ecosystem to 
continue fostering growth and development in the bio-
pharmaceutical research sector. This innovation ecosys-
tem is comprised of four key pillars:

   A consistent, robust and expert regulatory environment;

   A thriving and cooperative private and public scientifi c 
and research community;

   A business environment that embraces innovation; 
and

   A healthcare system that correctly recognizes and 
rewards the value of medicine.

As this 2011 Annual Report demonstrates, PhRMA made 
excellent progress in its efforts to advocate and promote 
this needed innovation ecosystem. This includes our work 
to help patients gain better access to the medicines they 
need and better adhere to their physician’s recommen-
dations, as well as our efforts to enhance understanding 
of the contribution the biopharmaceutical research sec-
tor makes to building a strong local, state and national 
economy. 

But PhRMA’s work over the last year is merely a foun-
dation for building an even stronger and more dynamic 
innovative biopharmaceutical research sector going 
forward. As this report shows, PhRMA is ready to face 
these challenges by providing real solutions that put 
patients fi rst and that recognize the importance of Amer-
ican leadership in global biopharmaceutical research 
and development.
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During 2010 and 2011, America’s 
biopharmaceutical research companies 
were confronted by challenges requiring 

tough decisions about how best to 
manage the future in an era of 
growing economic uncertainty. At 
the same time, the vast potential 
for innovative medicines to help 

patients and improve access to 
quality health care continues to 

excite medical researchers with the 
tantalizing promise of better cures 
and treatments for a wide array of 
diseases and health challenges.

Under new leadership, the Pharmaceutical Research and 
Manufacturers of America (PhRMA), representing America’s 
biopharmaceutical research companies, committed its policy 
and advocacy efforts to building greater understanding of the 
critical roles the industry plays in meeting patient needs and 
as an engine of jobs and economic strength.  

ear in Revie
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Helping every patient to receive the best available treatment 
appropriate to their individual health needs is a goal shared 
by everyone across our health care system. As we learn more 
about the biology of disease, its treatment and prevention, 
prescription medicines are playing a growing role as the fi rst 
line of medical treatment. 

Studies in recent years show how prescription medicines 
have helped increase life expectancy and reduce premature 
death rates among patients with a growing number of condi-
tions like cancers, cardiovascular disease and HIV/AIDS. 
A 2007 Journal of the American Medical Association (JAMA) 
study, for example, reported that medicines and interventional 
treatment contributed to a 45% decline in heart attack death 
and heart failures from 1999 through 2005.

Innovative medicines are essential to our nation’s ability to 
meet the enormous health care challenges we confront today 
and in the future. To meet these challenges, we must fi nd bet-
ter solutions to the existing problems of chronic diseases such 
as cancers, heart disease and diabetes. It also means that we 
must do more to research and develop innovative new medi-
cines essential to our ability to address looming, future health 
care challenges posed by conditions like Alzheimer’s disease. 

The challenges are enormous and their cost to both patients 
and the economy is great. Two examples highlight this point.

First, today in the United States, 75 cents of every healthcare 
dollar spent is used to treat patients with chronic diseases. 
With proper medicines and better adherence to therapies, 
many of these chronic conditions can be treated, managed 
or prevented altogether. One result of more effective new 
treatments could be fewer demands on more costly health-
care services—such as hospitalizations or long-term care—
and the resulting costs incurred.

Access to improved and innovative therapies is critical if we 
are to address the growing national challenge from chronic 
disease. PhRMA, during 2010 and 2011, worked to improve 
the understanding of policymakers and other health care 
stakeholders of the value of medicines and the importance 
of achieving quality health outcomes for every patient. 

Second, looking to the future, a number of health care chal-
lenges loom before us as a nation and around the globe. 
Whether we talk about the global growth of non-communi-
cable chronic diseases like diabetes and heart disease or 
unsolved medical challenges such as Alzheimer’s disease, 

major global health care challenges require innovative medi-
cal solutions. While great progress has been made, present 
treatments will not fully address these problems. New thera-
pies are essential if we are to avoid a health care and eco-
nomic disaster of major proportions.

The clearest case is that of Alzheimer’s disease. The Alzheim-
er’s Association projects that the incidence of Alzheimer’s 
disease will continue growing over the next 40 years from the 
current fi ve million patients to as many as 16 million by 2050. 
Unchecked, the cost of treating the disease could also grow 
from over $170 billion today to more than $1 trillion a year by 
2050. Additionally, the cumulative costs of caring for Alzheim-
er’s disease patients over the decades leading up to 2050—
many trillions of dollars —could have a devastating impact on 
patients and place huge burdens on families, caregivers and 
health care institutions as well as result in enormous pres-
sures on the national economy. 

New medicines are needed in the battle against Alzheimer’s 
disease if this future is to be avoided. Indeed, the Alzheimer’s 
Association currently estimates that a new treatment that can 
delay Alzheimer’s disease’s onset by fi ve years would save 
nearly $450 billion annually in government spending alone. In 
addition to easing cost pressures on our health system, delay-
ing onset would more signifi cantly decrease patient suffering 
and reduce the burdens on their families. 

The Alzheimer’s disease example helps to illustrate the 
broader value of medicines both in enhancing health care 
practice and improving the health care economy. Helping 
policymakers, providers, patient groups, the public and the 
media better understand the scientifi c, regulatory and eco-
nomic environment necessary to foster new R&D and the 
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creation of innovative medicines has been at the heart of 
PhRMA’s policy and advocacy efforts. 

Since its inception over 50 years ago, PhRMA and its member 
companies have continuously aimed to demonstrate the value 
of innovative medicines both to individual patients and to our 
country as a whole. The contribution of a strong biopharma-
ceutical research sector to improving the health of patients in 
the United States and around the world has been signifi cant 
and is well documented. 

America’s biopharmaceutical research companies are play-
ing an important role in furthering a health care revolution 
that has been occurring over the last several decades. For 
example, helped by new medicines and health care technolo-
gies, life expectancy for men and women in the United States 
has increased by nearly a decade over the last 50 years and it 
continues to rise. While many factors contribute to improving 
life-spans, medicines have helped to improve survival rates for 
many diseases. These include:

 Increased survival rates for childhood cancers;

  Reduced death rates from heart disease and strokes; and 

  Reduced death rates from HIV/AIDS.

Innovative medicines are also playing an important role in pre-
venting disease progression and complications and the costly 
care that goes along with them. These include: 

 Reducing the risk of fractures from osteoporosis; 

  Preventing diabetes hospitalizations; 

  Preventing HIV transmissions; and

  Decreasing disabilities among seniors.

These and other tangible benefi ts of the biopharmaceutical 
medical revolution both help individual patients to live longer, 
healthier lives and contribute to efforts to manage costs across 
the health care system. For example, new research increas-
ingly shows how improved access to medicines and proper 
adherence to prescribed regimens can help lower healthcare 
costs as well as reduce medical complications. 

Evidence of the importance of access to medicines and bet-
ter adherence to medical regimes emerged in a 2011 study in 
the prestigious Journal of the American Medical Association 
(JAMA). That study found that the Medicare Part D prescrip-
tion drug benefi t—which is helping seniors access the medi-
cines they need—is saving Medicare about $1,200 per year 
in hospital, nursing home and other costs for each senior who 
previously lacked comprehensive prescription drug coverage. 
In other words, benefi ciaries who have access to medicines 
and who are using their medicines as prescribed simply make 
fewer and less costly demands on our healthcare system. 

Research like this provides new impetus to PhRMA’s focus 
on improving health care quality and assuring broad patient 
access to medicines. It also underscores PhRMA’s ongoing 
efforts to focus policy debates over health care costs onto the 
long- and short-term health and cost advantages of improved 
access and adherence to innovative, quality healthcare.

www.phrma.org10



 MEAN APPROVAL TIMES FOR NEW  THERAPEUTICS* 
2000–2010**

 *  Beginning in 2004, these fi gures include new BLAs for therapeutic 
biologic products transferred from CBER to CDER.

** Approved by the Center for Drug Evaluation and Research.

Source: U.S. Food and 
Drug Administration
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A 2011 study released in the journal Health Affairs 
helped to underscore the importance of improv-
ing patient adherence to their medical regimes as 
a means both to improve patient health and better 
control overall treatment costs. The study focused 
on four chronic conditions and found that patients 
who regularly adhered to their prescription regimen 
signifi cantly reduced their total health care spend-
ing and lowered the number of emergency room 
visits and the number of days a patient spent in the 
hospital.

Across all four conditions, total health care costs 
were signifi cantly lower, even after accounting for 
an increase in spending on medicines. Specifi cally, 
adherence reduced average annual health care spending by 
$7,823 for patients with congestive heart failure, $3,908 for 
hypertension, $3,756 for diabetes, and $1,258 in patients 
with dyslipidemia, according to the study.

The research confi rms that many of the costs associated with 
non-adherence to medicines can be avoided; indeed improv-
ing patient adherence is one of the best opportunities to 
achieve better results and greater value from our health care 
system. Closing the adherence gap is an important compo-
nent of initiatives to improve the quality of health care in the 
U.S., encourage better chronic care management and better 
promote overall health outcomes.

Continual progress developing new medicines and medical 
technologies is essential to meeting both present and future 
patient needs. It also is critical to sustain and grow America’s 
economy.

The biopharmaceutical research sector has played an impor-
tant role as an engine of economic development. In 2010 
and 2011, America’s biopharmaceutical research companies 
once again made signifi cant new investments in research 
and development. With the time it takes to bring a drug 
from the laboratory to U.S. Food and Drug Administration 
(FDA) approval averaging 10 to 15 years, these investments 

represent the industry’s long-term commitment to exploring 
innovative medical solutions to help patients prevent and fi ght 
disease, and live longer, healthier lives. 

Even during this diffi cult economic period, America’s bio-
pharmaceutical research industry remains one of the nation’s 
leading innovative sectors. In 2010:

  America’s biopharmaceutical companies invested an 
estimated—and record—$67.4 billion on R&D, up from 
$65.9 billion in 2009; 

  PhRMA member companies directly invested an 
estimated $49.4 billion, an increase of $3 billion over 
2009; and

  U.S. 2010 R&D spending was 20.5 percent of U.S. sales 
—a level of investment consistent with the approximate 
19% average from recent years.

Importantly, the investment of 20.5% of U.S. sales into new 
R&D places the industry among national and global leaders 
in R&D investment. Additionally, this investment came in a 
diffi cult economic climate. 

As a result, America’s biopharmaceutical research companies 
continue to lead the world in the discovery and development 
of new medicines that have helped to revolutionize healthcare 
and improve the lives and health of patients. 

The FDA approved 26 new treatments for patient use in 
2010. These medicines include 15 new drugs (also called 
new molecular entities, or NMEs), six therapeutic biologics 
and fi ve other biologics. 
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TOTAL U.S. PHARMACEUTICAL EXPORTS: 2000–2010

Total U.S. pharmaceutical and medicine manufacturing exports 
increased year on year from 2000-2010.

Source: PhRMA analysis of “US International Trade Commission Trade Data Database.”
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Among the newly approved medicines:

   Four medicines to treat musculoskeletal disorders, 
including a fi rst-in-class, twice-a-year medicine for the 
prevention of osteoporosis;

   Three new medicines to treat cancer—two for prostate and 
one for breast cancer—including the fi rst immunotherapy 
that uses a patient’s own immune cells to stimulate their 
immune system to fi ght the cancer.

   A new, non-insulin once-daily medicine for treating type 2 
diabetes; and 

   A new medicine for the prevention of itching associated 
with allergic conjunctivitis.

Critically, researching and developing new medicines remains 
a challenging, time-consuming and costly endeavor. In 2010, 
FDA review of the 21 new therapeutics approved by the Cen-
ter for Drug Evaluation and Research (CDER) took an average 
of 14.8 months. The fi ve new products evaluated by the FDA’s 
Center for Biologics Evaluation and Research (CBER) were 
reviewed in an average of 11.1 months.

As in past years, the number of potential new medicines 
entering clinical testing increased. Today there are more than 
3,000 new medicines in development in the United States. 
In 2005, by comparison, there were 2,400 medicines in 

development. This refl ects expanded research and devel-
opment in numerous therapeutic areas. For example, work 
on potential new medicines for rare diseases has rapidly 
increased in recent years from 303 in 2007 to 460 in 2011. 
And, there are currently more than 800 new medicines in 
development for cancer and 300 for heart disease and stroke.

In spite of a diffi cult economy, the industry’s commitment 
to the future and to developing innovative new medicines 
remains strong. For example, researchers are increasingly 
excited by the promise of new, more personalized medicines 
better able to meet each patient’s individual needs. A 2010 
survey by the Tufts Center for the Study of Drug Development 
showed that biopharmaceutical research companies are com-
mitted to advancing personalized medicine (PM): 94% said 
they are investing in PM research and 12-50% of drugs in 
their pipeline are personalized medicine products.

However, critical challenges remain. While new investment in 
R&D grew in 2010 despite a weak economy, sales growth for 
brand-name prescription medicine has been at a historic low 
and is projected to remain low into the future. Going forward, in 
order to continue investing in new research and development 
and to fully explore innovative new science and technology, it 
is critical that an economic environment that promotes invest-
ments and rewards success be maintained and expanded.

www.phrma.org12



During the economic uncertainty of 2010 and 2011, econo-
mists and policymakers alike—and from across the wide 
political spectrum—repeatedly identifi ed “innovation” as a 
key to rebuilding and strengthening the national economy.

PhRMA and its member companies worked to help state, 
local and national policymakers better understand the pro-
found interconnection between efforts to improve access to 
health care for patients and an industry capable of contribut-
ing to the nation’s economic recovery. 

The contribution of America’s biopharmaceutical research 
companies to improving health is increasingly well under-
stood. There is also growing knowledge that the biopharma-
ceutical research sector makes an important contribution to 
the economic health of the nation. A report released in 2011 
by the Battelle Technology Partnership Practice specifi cally 
looked at the question of what kinds of industries contribute 
best to building the general economy. Battelle posited, among 
other things, that such an industry would:

   Have the ability to grow and increase output in tough 
economic times; 

  Provide high-wage, good quality jobs;

   Be innovative and deploy the latest technology to generate 
competitive advantages for U.S. companies;

  Generate signifi cant export;

   Create a strong supply-chain that drives further 
economic growth;

  Encourage capitol fl ow with sustained growth; and

   Be profi table and provide funds for reinvestment into the 
R&D cycle.

Battelle concluded that America’s biopharmaceutical research 
industry has all of these characteristics, “and more.” 

Demonstrating the sector’s contribution, Battelle examined the 
economic impact of the biopharmaceutical research indus-
try and found that the sector supported nearly 4 million jobs 
nationwide, including 675,000 direct jobs. Each direct bio-
pharmaceutical job supported nearly fi ve additional indirect 
and induced jobs in other sectors, ranging from manufacturing 
jobs to construction and other building service jobs. Battelle 
also found that across all occupations involved in the biophar-
maceutical research sector, average wages were higher than 
across all other private sector industries. 

Battelle also looked at the important contribution the biophar-
maceutical research industry makes to communities where 
they operate. Battelle reports that the industry’s total economic 
output (including direct, indirect and induced impacts) was 
$918 billion in 2009 and that it generated an estimated $85 bil-
lion in local, state and federal tax revenues during that period.

Research, such as that by Battelle, increasingly demonstrates 
the enormous contribution the industry makes to sustain-
ing and growing state and local economies. During 2010 and 
2011, PhRMA worked to advance solutions and policies that 
promote an economically strong and innovative biopharmaceu-
tical research industry while challenging proposals that could 
hamper the sector’s ability to contribute to a national economic 
rebound. For example, proposals to reduce Medicare Part D 
drug benefi ts by imposing government price controls in the 
program could increase costs for seniors, threaten jobs and 
curb future innovation. The Battelle report, for instance, esti-
mates that a $20 billion reduction in biopharmaceutical sec-
tor revenues—which is within the magnitude of some of these 
proposals—would result in 260,000 job losses across the U.S. 
economy. 

Continued on page 18
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The health reform law passed in 2009 created the Indepen-
dent Payment Advisory Board, or IPAB. IPAB is an appointed 
panel designed to help cut Medicare spending. PhRMA 
remains committed to working with Congress, the Adminis-
tration and healthcare stakeholders on appropriate ways to 
reduce Medicare spending. However, PhRMA and a large 
cross section of stakeholders and health care professionals 
continue to believe that IPAB isn’t the right way forward.

In 2010, PhRMA, working with stakeholders, regulators, 
patient advocates and public policymakers, began preparing 
for the reauthorization of the Prescription Drug User Fee Act 
(PDUFA). PDUFA is a critical program that provides the FDA 
with tools and resources to make safe and effective new medi-
cines available to patients in a more effi cient, consistent, and 
timely manner. 

Creating innovative medicines is a risky, time consuming and 
costly endeavor. Today, it takes about 10 to 15 years and costs 
an average of $1.2 billion dollars to bring a new medicine all 
the way from the laboratory through FDA approval, including 
the cost of researching investigational drugs that do not 

achieve approval. And, for every new medicine approved, 
there are thousands of potential new medicines that will have 
been researched and abandoned for lack of provable safety, 
effectiveness, or other shortcomings. 

A successful, innovative and productive U.S. biopharmaceuti-
cal research sector needs a regulatory approval and monitoring 
system that relies on the latest, best science to effi ciently and 
effectively review potential new medicines for patients use.

Under PDUFA, America’s biopharmaceutical research compa-
nies pay user fees—private sector dollars to support the FDA’s 
public health mission. These fees provide crucial resources 
that have signifi cantly increased the number of highly qualifi ed 
scientists and other professionals who monitor drug safety and 
review new medicines and biologics.

In an era of scarce resources and growing fi scal constraints, 
this infl ux of funding has given American patients timely 
access to more than 1,200 new medicines and cutting-
edge biologic therapies that have helped transform diseases 
such as HIV/AIDS from a deadly infection into a manageable 
chronic disease.

During 2010 and 2011, PhRMA worked with the FDA and 
other stakeholders to support PDUFA reauthorization and, at 
the same time, stressed that the review of innovative new med-
icines must be accomplished in a way that is effi cient, predict-
able and well-coordinated with the FDA. 

Throughout, our shared objective—PhRMA working with the 
FDA as well as other stakeholders—has been that the PDUFA 
reauthorization process results in a sharply focused reauthori-
zation bill that will be rapidly approved by Congress. 
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 * Includes imaging agents and vaccines.
** Approved by the Center for Drug Evaluation and Research.
†  Beginning in 2004, these fi gures do not include new BLAs for therapeutic 
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Reasonable and fair protection of intellectual 
property is essential to sustain America’s bio-
pharmaceutical research sector’s continuing 
investment in new research and development. 

During 2010 and 2011, PhRMA continued its 
work to strengthen and enhance intellectual 
property protection. PhRMA identifi ed three 
key elements for an effective, successful 
patent system:

   It must promote fair and effective incentives 
for innovation;

   It must provide patent holders with certainty 
regarding their rights; and, 

   It must give patent holders strong 
enforcement tools for defending against 
patent infringement.

PhRMA has worked to promote a predictable patent life 
because it is critical to spurring R&D. Biopharmaceutical 
research companies generally fi le patent applications rela-
tively early in the drug development process—often many 
years before a new medicine actually reaches patients. 
However, drugs take an average of 10 to 15 years to develop.  
This means that a signifi cant portion of a drug’s patent life 
can be consumed before a medicine reaches the market. In 
fact, the average effective patent life for medicines is often 
only 11 to 12 years, in contrast to many other industries that 
can benefi t from roughly 17 years of effective patent life.

Current law does provide biopharmaceutical research com-
panies with the ability to restore a portion of a patent term 
lost due to the research and the regulatory approval process. 
However, it has signifi cant limitations, so the extension of 
patent term generally is much shorter than even the amount 
of patent life spent in the R&D phase.

In addition, many other industries have far shorter lifecycles, 
replacing versions 1.0 of a product with version 2.0 in just 
two years or so. Because version 2.0 can have its own pat-
ent protection, these technologies are, in effect, always pro-
tected. Hence, these other industries do not necessarily feel 
the effects of a limited patent life that confront many biophar-
maceutical research companies.

Biopharmaceutical research companies rely on their ability 
to recoup their R&D investment. Today, new biopharmaceu-
ticals cost, on average, about $1.2 billion (including the cost 
of failures) to develop with only one in roughly 5,000 com-
pounds examined as a potential new medicine ever being 
fully developed and tested for patient use. Without appropri-
ate incentives for innovation, biopharmaceutical research 
companies would not have been able to develop the more 
than 300 new medicines that have been approved for patient 
use during the last decade—medicines that treat a wide 
range of life-threatening diseases, from cancers to lupus.

Additionally, innovative biopharmaceutical companies must 
be able to dependably defend their patents from infringe-
ment through the life of the patent.

After working closely with policymakers, members of Con-
gress and healthcare system stakeholders, PhRMA was 
gratifi ed to see patent reform pass Congress and be signed 
by the President in 2011.
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In addition to supporting the most major revision to U.S. pat-
ent law since at least the Patent Act of 1952, PhRMA con-
tinued to lead by providing education on the importance of 
12 years of data protection for innovative biologics. PhRMA 
engaged with the FDA and other stakeholders as the Agency 
begins to establish policies in the form of regulation and guid-
ance for the implementation of a biosimilars pathway. 

Biologic products are at the forefront of our fi ght against 
Alzheimer’s disease and many cancers; in fact, there are now 
more than 900 biotechnology drugs in development, includ-
ing more than 350 for various cancers.

In the interest of transparency, predictability, sound science 
and the public health, PhRMA has stressed the importance 
for FDA to issue implementing guidance and regulations 
to provide certainty and transparency to sponsors to help 
them design effective development strategies to meet FDA 
regulatory expectations and ensure consistency among and 
between biosimilars and innovative biologics. 

PhRMA has urged that the FDA should be guided by the fol-
lowing principles as it implements the pathway passed by 
Congress:

   Ensure patient access to safe and effective biosimilars;

   Create a science-based pathway through an open, 
transparent process; and 

  Encourage innovation and enable additional competition.

As of mid-2011, 55 biopharmaceutical research companies 
had pledged to abide by the PhRMA Code on Interactions 
with Healthcare Professionals. PhRMA’s broad-based, volun-
tary code is a testament to the industry’s strong commitment 
to adopt policies and practices that best serve the needs of 
patients and the healthcare community.

PhRMA believes that all biopharmaceutical research compa-
nies that interact with healthcare professionals should adopt 
procedures to assure adherence to the Code, and PhRMA 
welcomes them to join as signatories. Among the companies 
that have committed to abiding by the code are all PhRMA 
member companies and many non-members.

The PhRMA Code, which was revised and strengthened in 
July 2008, is part of an ongoing effort to help ensure that 
biopharmaceutical marketing practices and informational 
activities comply with the highest ethical and professional 
standards.

The best patient care requires doctors and other healthcare 
professionals to have the latest, most accurate information 
possible regarding medicines. Whether through direct com-
pany interactions with healthcare professionals or by help-
ing to facilitate exchanges of information among peers in the 
medical community, America’s biopharmaceutical research 
companies take this responsibility very seriously. The Code is 
just one refl ection of the industry’s continuing commitment.

Research shows that many factors impact prescribing deci-
sions, including physicians’ clinical knowledge and experi-
ence, patients’ unique situations, information in peer-reviewed 
journals, continuing medical education, interactions with 
peers, and insurance coverage and formularies. 

The PhRMA Code reaffi rms that interactions between bio-
pharmaceutical research companies and healthcare profes-
sionals “should be focused on informing the healthcare pro-
fessional about products, providing scientifi c and educational 
information, and supporting medical research education.” 
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Prescription medicines, when used as prescribed, are critical 
to improving and extending patient health. However, when 
misused or abused they can be dangerous and even deadly. 
According to the Substance Abuse and Mental Health Ser-
vices Administration, more than half of those who abuse pre-
scription drugs obtain them from a relative or friend. 

During 2010 and 2011, PhRMA joined with many other 
concerned stakeholders in the fi ght against prescription 
drug misuse and abuse, an increasingly prevalent problem. 
PhRMA supported various efforts and programs to prevent 
prescription drug diversion and promote the secure disposal 
of unused and expired prescription medication. 

In a joint plan outlined by the Offi ce of National Drug Con-
trol Policy (ONDCP), the Drug Enforcement Administration 
(DEA) and the FDA, key strategies were developed to address 
preventing prescription drug abuse nationwide. PhRMA has 
a long-standing commitment to the core issues addressed 
by this plan, and will meaningfully contribute to these efforts 
alongside other stakeholders. 

PhRMA continues working with a number of partners to 
increase awareness of this issue and recognizes the need for 
broad stakeholder engagement with federal and state govern-
ments, health care providers and law enforcement organiza-
tions to develop solutions. We support efforts to protect against 
diversion of controlled substances, appropriate use of medi-
cation and medication adherence, secure and responsible 
storage of prescription medicines and the prompt and safe 
disposal of any unused medicines. 
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PhRMA has taken an active role in efforts to reduce prescrip-
tion drug abuse and promote safe disposal of unused medi-
cines. For instance: 

  PhRMA worked with D.A.R.E. (Drug Abuse Resistance 
Education) and law enforcement offi cials to develop a 
school curriculum to prevent abuse of prescription and 
over-the-counter drugs; 

   PhRMA is a key partner with the Department of Fish and 
Wildlife and the American Pharmacists Association on the 
SMARxT Disposal Program (www.smarxtdisposal.net), 
which informs people how to safely dispose of medicines in 
their household trash; 

   PhRMA partnered with the Washington Health Foundation 
(WHF) and Attorney General Rob McKenna to unveil a new 
initiative called “Healthy Generation,” that will help educate 
college students in Washington state about the proper 
use of medicines and provide resources to help prevent 
the abuse and misuse of prescription drugs and over-the-
counter products;

   PhRMA supported a number of efforts related to the 
disposal of unused medicines, including increasing 
awareness of the Drug Enforcement Administration (DEA) 
National Take Back Day, held twice a year. For more 
information on available community resources, go to 
www.dea.gov or www.nationaltakebackday.com.; and

   PhRMA supported the American Medicine Chest 
Challenge (AMCC), a community-based public health 
initiative to raise awareness about prescription drug abuse, 
which recently held a nationwide drug disposal day in 
communities across the country. 

In addition, PhRMA member companies have actively 
engaged in a broad range of efforts designed to promote 
appropriate use of prescription medicines and safe disposal 
of unused medicines. These efforts include promoting pre-
scription drug monitoring programs, supporting treatment 
referral databases, and developing educational materials for 
health care practitioners and law enforcement to assist in rec-
ognizing potential signs of prescription drug abuse.

Trade and access to global markets remained a critical prior-
ity for PhRMA during 2010 and 2011. In particular, PhRMA 
engaged in negotiations on the Trans-Pacifi c Partnership (TPP), 
working to ensure that it include provisions that will open mar-
kets for medicines in eight countries in the Pacifi c region. 

In addition, PhRMA pushed for a 21st century solution to 
trade issues that included robust protections for intellectual 
property rights; transparency and due process in all processes 
required to bring innovative pharmaceuticals to market; regu-
latory coherence; and an open investment policy. Also in the 
trade area, PhRMA worked to promote passage of the Korea 
Free Trade agreement.

The latest fi gures show that much of the projected growth 
for PhRMA member companies over the next decade will 
occur in emerging markets. In light of this, PhRMA is putting 
renewed emphasis on its advocacy work in the large emerging 
international markets including Brazil, Russia, China, India, 
Mexico and Turkey. These markets have huge potential but 
are experiencing some of the same healthcare challenges as 
the United States. Our advocacy is focusing on making these 
markets more open to new pharmaceuticals.

In September 2011, the United Nations (UN) held a High 
Level Meeting to discuss how countries around the world 
should handle non-communicable diseases. PhRMA has 
stressed that prevention and low-cost, high-quality interven-
tions, as part of a multi-stakeholder approach, will benefi t the 
most people around the world. Following the UN’s meeting on 
non-communicable diseases, PhRMA will engage individual 
countries on implementation of the UN declaration.
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As a result of a number of natural disasters during 2010 and 
2011, Rx Response—the PhRMA-initiated and sponsored 
program to help ensure the continued fl ow of medicine 
following disaster—took on even greater importance. 

The devastating Japan earthquake and tsunami in early 2011 
focused international attention on the advanced capabili-
ties Rx Response has brought to the U.S. biopharmaceutical 
supply system. In Japan, PhRMA Japan worked closely with 
Japanese government offi cials to help ensure the continuity of 
the non-Japan-based biopharmaceutical companies and the 
ability of their products to reach Japanese patients. 

In the U.S., a string of deadly tornadoes that ripped through 
the southeastern U.S. in the spring of 2011 also called Rx 
Response into action. Health offi cials in the hardest hit 
states relied on Rx Response’s Pharmacy Status Reporting 
Tool to help citizens locate open pharmacies. An unusually 
busy 2011 Atlantic hurricane season provided no let-up in 
the intensity of Rx Response’s weather-triggered activities. 
As Hurricane Irene battered the eastern United States, Rx 

Response elevated to its highest alert status to help manage 
the storm’s impact on the biopharmaceutical supply system. 
The storms posed a particular challenge to America’s bio-
pharmaceutical industry as a number of PhRMA member 
companies operate manufacturing facilities located in the 
storm’s path. Ensuring that there was wide cooperation among 
the various members of the pharmaceutical supply chain to 
enable distribution capabilities to recover quickly was one of 
the fundamental reasons for the existence of Rx Response. 
Successful activation of industry contingency planning com-
bined with improved communications across the supply chain 
and with storm and emergency managers, helped demon-
strate Rx Response’s utility to storm recovery efforts. 

As 2011 wound down, Rx Response was working closely 
with the U.S. Centers for Disease Control and Prevention 
in Atlanta on a pilot project to potentially enlist the existing 
private biopharmaceutical supply system to help distribute 
federal stocks of anti-viral medications in the event of a future 
infl uenza pandemic. This was yet another indication of Rx 
Response’s growing reputation with key federal and state 
emergency management and public health offi cials as an 
indispensible homeland security asset. 
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Every year presents fresh challenges and opportunities. 
Over the last year, PhRMA and America’s biopharma-
ceutical research companies have worked hard to meet 
these by focusing on its long-term policy objectives. In 
other words, living and acting on our ongoing commit-
ments to improving patient access to innovative medi-
cines; promoting quality healthcare that views each 
patient and their medical needs as an individual; and 
enhancing the regulatory, economic and investment 
environment that has helped to make this industry an 
engine of innovation and jobs for our economy. 

Today, America’s biopharmaceutical research sector 
remains the global leader in developing new, innova-
tive medicines. American patients—as well as patients 
around the globe—benefi t from this strong, innovative 
industry using the latest, best science and technology 
to tackle the toughest medical and biological challenges 
and fi nd solutions to fi ght disease and help patients get 

healthy, stay healthy and live longer, healthier lives. At 
PhRMA, we recognize America’s biopharmaceutical 
research sector’s potential to continue its great contribu-
tion to improving health and patient access to the medi-
cines they need. We are also wary of events, economic 
conditions and policies that may limit that potential and 
might impede or otherwise derail research and develop-
ment of needed innovative medicines. 

However, inspired by the power of innovation and a long 
biopharmaceutical research industry history of helping 
to improve health and effectively fi ght disease, PhRMA’s 
commitment to creating the policy, economic, regula-
tory and scientifi c environment needed to sustain and 
continue growing a strong and dynamic biopharmaceu-
tical research industry is greater than ever before. 

Conclusion
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Each year, PhRMA presents its highest 
honor, the Discoverers Award, to research 
scientists whose work has been of special 
benefi t to humankind. The men and women 
so honored come from diverse backgrounds, 
work individually and on teams pursing inno-
vative solutions to some of the most diffi cult 
medical and biological questions in the fi ght 
against disease. The accomplishments of 
Discoverers Award recipients represent the 
best scientifi c and technical achievements 
of the biopharmaceutical research industry. 
They also represent the individual commit-
ment of the nearly 650,000 men and women 
who directly work in America’s biophar-
maceutical research industry to help every 
patient to live a longer, healthier life.

The 2011 Discoverers Award was presented 
to two Merck research scientists, Nancy A. 
Thornberry and Ann E. Weber, Ph.D. The two 
scientists were recognized for their leadership 
in the discovery of JANUVIA®, a once-daily pill 
that helps patients with type 2 diabetes control 
glucose in conjunction with diet and exercise. 
Though the two scientists have been part of 
teams honored with Discoverers Awards in the 
past, this honor was special in that it was the 
fi rst time that PhRMA has honored two women 
alone for their scientifi c achievement. 

JANUVIA® is the fi rst FDA approved medicine 
to inhibit the enzyme DPP-4. By inhibiting DPP-
4, JANUVIA® helps to prevent the degrading 
of a natural hormone that signals the pancreas 
to release insulin. Today, JANUVIA® is being 
prescribed to millions of patients with type 2 
diabetes.

PhRMA’s president and Chief Executive Offi -
cer, John J. Castellani, praised Thornberry and 
Weber, saying: “because of Ann and Nancy and 
the work of their team, many diabetes patients 
around the world have a new medicine to help 
them in their fi ght against serious chronic dis-
ease. Their work stands on its own, but also 
represents the skill, vision and effort of research 
scientists throughout our industry who are dedi-
cated to improving patient health.”

Clinical trials are critical to the discovery pro-
cess and have become increasingly complex 
and lengthy. Just the fi nal, Phase 3 trials for 
JANUVIA® involved thousands of patients in the 
U.S. , Canada, New Zealand, Australia as well 
as countries in Europe and Asia. In recogni-
tion of the essential role that clinical trials play, 
PhRMA also recognized four physicians who 
led the clinical trial process with its Clinical Trial 
Exceptional Services Award. They are Keith D. 
Kaufman, M.D., of Westfi eld, N.J.; Gary A. Her-
man, M.D. of Princeton, N.J.; John Amatruda, 
M.D., of New York City and Peter Stein, M.D., of 
Princeton Junction, N.J.

 Nancy A. Thornberry

 Ann E. Weber, Ph.D.

 The Discoverers Award
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FULL MEMBER COMPANIES AND SUBSIDIARIES

Abbott
Abbott Park, IL

Amgen Inc.
Thousand Oaks, CA

Astellas Pharma US, Inc.
Deerfi eld, IL

AstraZeneca Pharmaceuticals LP
Wilmington, DE

Bayer HealthCare LLC
Wayne, NJ

Biogen Idec Inc.
Cambridge, MA

Boehringer Ingelheim Pharmaceuticals, Inc.
Ridgefi eld, CT

Bristol-Myers Squibb Company
New York, NY

  Bristol-Myers Squibb Company 
Worldwide Medicines Group

Celgene Corporation
Summit, NJ

Cubist Pharmaceuticals, Inc.
Lexington, MA 

Daiichi Sankyo, Inc. 
Parsippany, NJ

Dianippon Sumitomo Phrama Co., Ltd.
Marlborough, MA

  Sunovion Pharmaceuticals Inc. 

Eisai Inc.
Woodcliff Lake, NJ

EMD Serono
Rockland, MA

Endo Pharmaceuticals Inc.
Chadds Ford, PA

GlaxoSmithKline
Research Triangle Park, NC

Johnson & Johnson
New Brunswick, NJ

Eli Lilly and Company 
Indianapolis, IN 

Lundbeck Inc.
Deerfi eld, IL

Merck & Co., Inc.
Whitehouse Station, NJ

 Merck Human Health Division

 Merck Research Laboratories

 Merck Vaccine Division

Novartis Pharmaceuticals Corporation
E. Hanover, NJ

Novo Nordisk, Inc. 
Princeton, NJ

Otsuka America Pharmaceutical (OAP)
Princeton, NJ

 Otsuka America Pharmaceutical, Inc. (OAPI)

  Otsuka Pharmaceutical Development & 
Commercialization, Inc. (OPDC) 

 Otsuka Maryland Medicinal Laboratories (OMML)

Pfi zer Inc
New York, NY

Purdue Pharma L.P.
Stamford, CT

sanofi -aventis U.S.
Bridgewater, NJ

 sanofi  pasteur

 sanofi -aventis

Sigma-Tau Pharmaceuticals, Inc.
Gaithersburg, MD

Takeda Pharmaceuticals 
North America, Inc.
Deerfi eld, IL
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RESEARCH ASSOCIATE MEMBER COMPANIES

Alexion Pharmaceuticals Inc.
Cheshire, CT

Alkermes, Inc.
Waltham, MA

Arena Pharmaceuticals, Inc.
San Diego, CA

BioMarin Pharmaceuticals Inc. 
Novato, CA 

CSL Behring, L.L.C. 
King of Prussia, PA 

Depomed, Inc.
Menlo Park, CA

Ferring Pharmaceuticals, Inc.
Parsippany, NJ

Grifols USA, LLC 
Los Angeles, CA 

Helsinn Therapeutics (U.S.) Inc.
Bridgewater, NJ

Horizon Pharma, Inc.
Northbrook, IL

Ikaria, Inc. 
Hampton, NJ 

Orexigen Therapeutics, Inc.
La Jolla, CA

Shionogi Inc. 
Florham Park, NJ 

Sucampo Pharmaceuticals, Inc.
Bethesda, MD 

Theravance, Inc. 
South San Francisco, CA 

United Therapeutics Corporation 
Silver Spring, MD 

Vertex Pharmaceuticals Incorporated
Cambridge, MA 

Vifor Pharma 
Basking Ridge, NJ 

Xoma Ltd. 
Berkeley, CA 
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