THE BIOPHARMACEUTICAL
INDUSTRY: FUELING THE
ECONOMY AND GLOBAL
COMPETITIVENESS

The United States is recognized as the global leader of biopharmaceutical
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One reason for the broad geographic reach of the industry’s economic impact is the
sheer number of clinical trials sponsored by the industry. In 2017, biopharmaceutical companies sponsored more than
4,500 clinical trials in the United States alone, with trials in all 50 states, the District of Columbia and Puerto Rico. These
trials involved close to one million participants and accounted for nearly $43 billion in economic activity."

The industry’s U.S. manufacturing footprint is also extensive, with more than 1,100 facilities across 45 states currently
manufacturing FDA-approved medicines and related products.’’ The industry’s advanced manufacturing presence is key
to maintaining U.S. leadership in innovation. As the complexity of drug development evolves, manufacturing process
innovations have become as important as product innovations themselves. Biopharmaceutical manufacturers are
constantly researching, developing, and adopting new technologies and processes—such as continuous manufacturing,
high-volume cell processing, and advanced purification, preservation and distribution modes—which will be essential for
manufacturing the next generation of treatments, such as cell and gene therapies.”

AMERICA'S BIOPHARMACEUTICAL INDUSTRY IS THE MOST RESEARCH INTENSIVE

The tremendous investments America’s biopharmaceutical companies make to research and develop new medicines
are what drive the far-reaching impacts of the industry. The biopharmaceutical industry is the global leader in

R&D and its research intensity is unparalleled in the U.S. economy' Relative to other manufacturing industries,

the biopharmaceutical industry invests 12 times more in R&D per employee and employs the largest share of all
manufacturing R&D workers in the United States. Vil The industry also invests more in R&D relative to sales than all but
one other manufacturing industry—over 20%, more than six times the average for the manufacturing sector as a whole.x
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As a result, U.S. based biopharmaceutical companies invested $97 billion in R&D in 2017 with most of these investments
made directly in the United States. In fact, according to the National Science Foundation, the sector accounts for the
single largest share of all U.S. business R&D, representing 1 out of every 6 dollars (17%) spent on domestic R&D by U.S.
businesses.” The biopharmaceutical industry is the single largest funder of medical and health R&D in the United States,
accounting for half of all such research in the United States - far more than the National Institutes of Health, other
private industries or other sources.

THE U.S. BIOPHARMACEUTICAL INDUSTRY IS THE GLOBAL LEADER IN BIOMEDICAL INNQVATION

America’s robust R&D enterprise is the envy of the world. Not only does the United States lead in both overall clinical
trial activity and early stage clinical research, but it also claims the intellectual property of nearly 60% of all new
medicines.Xi Likewise, it is not surprising that almost three-quarters of worldwide venture capital investments in
biopharmaceutical startups are made in the United States, where the biopharmaceutical R&D enterprise thrives.<"

The sector’s global leadership is also evidenced by the tremendous medical advances that it generates. Since 2000, the
U.S. Food and Drug Administration (FDA) has approved nearly 900 new medicines, including the first immunotherapies,
the first cell and gene therapies, cures for all forms of Hepatitis C and many first-time and transformative treatments for
rare and chronic conditions.x i xi Seventy-one of the new medicines approved by the FDA in 2018 were approved in
the United States before receiving approval in any other country.*Vii Currently there are more than 8,000 medicines in
development globally, holding tremendous promise in further transforming current treatment paradigms.xx

While the United States is currently the world leader in biopharmaceutical innovation, the industry faces mounting
competition, not just from developed countries, but also from emerging nations.* As the Information Technology and
Innovation Foundation observed, “The United States’ lead in the life sciences is being challenged. Other countries have
aggressively courted life-sciences companies with lower tax rates...improved intellectual property protections and
streamlined approval processes.”™ Continued U.S. global leadership depends on having the right public policies to
support biopharmaceutical R&D and manufacturing. Strong intellectual property protections, including patents and data
protection, a science-based regulatory system, and coverage and payment policies that recognize the value of medical
innovation are critical.
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