





health section

N just a few decades, the science
of biotechnology has grown into a
Nealth care POWENOUSE. Today, the indus-

try is delivering hundreds of therapeutics and vaccines for
deadly ailments, including diabetes, cancer and cardiovas-
cular disease that affect millions, and treatments for rare
disorders that afflict only a few thousand people worldwide.
The future looks even brighter with promising compounds
in advanced clinical testing and countless early-stage
technologies—such as stem cells and RNA interference—
creating still more possibilities.

It’s no surprise that health is biotech’s largest application
area, and the Biotechnology Industry Organization (BIO)
represents the world’s largest group of biotechnology
companies, academic centers, associations and other
organizations working every day to bring groundbreaking
advances to the public. These advances extend to enlisting
biotech drugs and biotech diagnostics to design tailored
treatments for individuals—making health care more
predictive, preventive and precise.

BIO’s Health Section is where these biomedical innovators
find the advocacy and business support they need to
continue bringing the world the lifesaving and life-enhancing
therapies that only biotechnology can provide. We work

to create and maintain a policy environment that ensures
member companies can develop and bring pioneering
products to patients in a way that maximizes patient access
and encourages continued innovation.

Our ongoing agenda—ranging from health care reform to
patent law to U.S. Food and Drug Administration (FDA)
policy—reflects the cutting-edge nature of our members’
work and the complexity of federal, state and international
policymaking.

About the Biotechnology Industry Organization

BIO represents more than 1,200 biotechnology companies, academic
institutions, state biotechnology centers and related organizations across
the United States and in over 30 other nations. BIO members are involved
in the research and development of innovative health care, agricultural,
industrial and environmental biotechnology products. BIO also produces
the BIO International Convention, the world’s largest gathering of the
biotechnology community, and industry-leading conferences held around

the world.
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intellectual property

Biotechnology is all about ideas
and INNovAatioN. at most biotech companies,

that means intellectual property is the primary asset. It's what
attracts investors and assures them that their investment will
be protected, if a product wins approval.

Since BIO’s inception, we have responded to numerous
legislative and administrative proposals affecting the strength of
biotech patents, as well as court cases with potential impacts.
For the last several years, BIO has been a leader in the U.S.
patent reform debate in Congress. We have conducted and
commissioned studies, and advocated aggressively to keep
biotech patents strong. We have also pushed for measures to
address the backlog of pending patent applications and provide
more resources for the U.S. Patent & Trademark Office (PTO),
the agency responsible for granting patents.

BIO is also a strong advocate for the Bayh-Dole Act, which
facilitates the translation of ideas and research into usable
products and technologies. In this way, the public reaps the
fruits of publicly funded research.

Internationally, we are an active participant in the discussions i A =

on a possible patent law harmonization treaty within the TR 32 VR EEY
World Intellectual Property Organization (WIPO) and have iy . -'

been an active participant in the World Trade Organization i - ’Eﬂ
(WTO) TRIPS process. BIO is actively engaged in the i i B

deliberations of WIPO’s Intergovernmental Committee on
Folklore, Traditional Knowledge and Genetic Resources and
in various forums within the Convention on Biological Diversity
(CBD). We are also actively engaged in the deliberations

of the Intergovernmental Working Group on Public Health,
Innovation and Intellectual Property, which was established
by the World Health Organization (WHO) to draw up a global
strategy and plan of action to secure an “enhanced and
sustainable” basis for research and development relevant to
diseases that disproportionately affect developing countries.

The international environment %
Biotechnology is global, and so is biotech policy. Although the %
Health Section focuses primarily on U.S. issues, we are actively o]
expanding our international presence. Our international priorities | %«g
include reducing obstacles that delay product approval and 4 ( f é
utilization in foreign markets, and promoting the biotech industry’s /r ) 2

positive role in local, national and regional economies.
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Food & Drug Administration

We strongly support the mission
of the Food and Drug Administration

to protect and advance the public health by, among other
things, assuring the safety, efficacy, and security of drugs,
biologics, and devices. To help ensure the FDA meets its
mission,we brought together FDA-regulated companies and
other stakeholders to build the Alliance for a Stronger FDA,
whose purpose is to advocate for a renewed public commit-
ment to FDA through a substantial increase in the agency’s
federal funding. By supporting a strong, science-based regu-
latory environment, we help speed BIO members’ innovative
biomedical products to the patients who need them.

A recent victory for our Health Section is the FDA
Amendments Act of 2007 (FDAAA). The approval of all
biomedical products requires a careful balancing of benefits
and risks. In the debate preceding passage of FDAAA, we
fought hard for measures that improve safety assessment
and monitoring without tilting the risk-benefit balance
against expeditious development approval of important
biotechnology products.

Our persistent advocacy led to the incorporation into

FDAAA of our recommendations on critical issues, including
enhancement and modernization of the U.S. drug safety
system, and reauthorization of the Prescription Drug User
Fee Act (PDUFA), one of the most important laws in FDA's
history. By providing the agency with extra resources through
user fees, PDUFA dramatically expedited drug reviews in

the 1990s and allowed our members to bring innovations to
market faster than ever before.

We have also been strong supporters of FDA's Critical Path
Initiative. FDA launched this initiative in 2004 to stimulate a
national effort to modernize the scientific process through
which a potential human drug, biological product or
medical device is transformed from a discovery or “proof
of concept” into a medical product. The initiative calls

for the agency to work with academia and industry to
create a new suite of tools in fields such as genomics and
proteomics, tissue engineering, imaging, and bioinformatics
to bring cutting-edge science and technology to drug
development. Working with other stakeholders, we won
federal funding for this initiative, including $7.1 million in
fiscal year 2008.
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access to treatments

No biotech company wants to
spend a decade or more developing
a breakthrough therapy only to
have it sit on the shelf because
patients lack access. we work with our

member companies to develop policies that ensure our
industry’s products reach patients who need them, while
preserving the marketplace incentives that drive innovation.

The highly successful Medicare Prescription drug program
is an excellent example of the federal health policies we
support. Coverage provided under this program relies

on private-sector competition to control costs, rather

than government price controls, meeting a key BIO
requirement for support. It also offers seniors their choice
of comprehensive coverage to meet their individual
prescription needs, and provides extra help for low-income
patients. We have been active in the implementation of this
new program, which has proven popular with seniors since
its launch in 2006.

Over the years, we have worked to shape a variety of
coverage and reimbursement policies under Medicare,
Medicaid, and other government health programs that
expand patient access to innovative drugs and biologics
in all settings of care. BIO is also engaged in access
and reimbursement issues at the state and local level.
For example, in recent years we have worked against
proposals in California and the District of Columbia that
would have instituted price controls.
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bio benefits

As part of BIO, the Health Section
shares the benefits of scale
offered by a large organization
that Is strong and growing. we are

the leading industry voice on biotechnology with member-
ship Sections also covering Emerging Companies, Food &
Agriculture, and Industrial & Environmental.

Health Section members may leverage the power of the
BIO organization by participating in our innovator and
investor conferences, joining our cost-savings program,
and attending the BIO International Convention.

Innovator and investor conferences

BIO understands the crucial role that partners and
investors play in researching, developing and marketing the
innovative biotechnology products our members create.

As a trusted partner, we serve to facilitate business, and
investor relationships for our members.

With our portfolio of annual innovator conferences, BIO is
one of the industry’s most experienced hosts in Europe,
Asia and North America. We help forge new partnerships
by bringing together hundreds of emerging biotech firms
with the world’s leading biotech and pharmaceutical
companies. These events, which include private one-on-
one meetings between business executives, are designed
to spur new partnership deals. Our flagship innovator
conference—the BIO Business Forum, which is held in
conjunction with the BIO International Convention—draws
some 4,000 attendees from 1,700 companies, resulting in
more than 14,000 one-on-one meetings.

BIO investor conferences connect biotech companies to
institutional investors. Meeting the needs of companies

at the various business stages, the BIO CEO & Investor
Conference, held in New York City, attracts mostly publicly
held companies; the BIO Investor Forum, held in San
Francisco, features late-stage private and emerging public
companies; and the BIO National Venture Conference
matches seed-stage companies with venture capitalists.
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BIO international convention

Biotechnology’s achievements in health are showcased
at the world’s largest biotechnology event, the BIO
International Convention. Some 20,000 industry leaders,
including biotech executives, researchers, policymakers
and journalists, attend our convention each year. BIO TV
beams important biotechnology stories to TV and radio
outlets around the world.

BIO International Conventions have featured media events
spotlighting the technology’s impact on cancer, global
health and women’s health. Plenary speakers have included
celebrities such as Michael J. Fox and the late Christopher
Reeve, both of whom highlighted the therapeutic potential
of embryonic stem cell technology.

BIO Business SolutionsS™

Health Section members can benefit from BIO’s scale by
participating in BIO Business SolutionsS™, the largest cost-
savings program for the life sciences industry. Savings
include up to 75 percent off certain laboratory and office
supplies, favorable pricing on clinical trials liability and
other commercial insurance policies, and discounted
news distribution services, among many others. Visit
biobusinessolutions.com for program details.



Alliance development
The biotechnology revolution is helping millions of people every day—people who often turn out to be biotech’s best advocates.
That's why BIO has turned to the people who know the benefits of biotech advances in advocating for biotech’s future.

Our alliances also illustrate the breadth of BIO’s interests and offer an opportunity for the broadest possible coalitions. Our
partners include patient advocates, leading universities and academic researchers, and other associations with a stake in
improving health care and promoting medical research.

As part of our alliance efforts, we have developed strategic relationships with respected coalitions such as the Alliance
for a Stronger FDA, the Coalition for the Advancement of Medical Research, and the Partnership for Chronic Disease.

Health advocacy gala
Biotechnology drug development is a complex scientific and business enterprise. It’s also not unlike a high-risk, high-
reward game of Texas Hold "Em, according to BIO International Convention keynote speaker Michael J. Fox.

To illustrate the point, our alliance development team combines poker with science by pairing a Biotech 101 course with a

Texas Hold ’Em Tournament. We invite representatives from the health advocacy community to a Biotech Primer followed
by a game of Texas Hold ’Em at a gala evening reception. In all, more than 150 play in the tournament.
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for more information

Health Biotechnology. Visit bio.org for a wealth of
material on health and biotechnology, including special
reports, press releases, fact sheets, videos and more. We

also publish a comprehensive online reference work on
biotechnology, the Guide to Biotechnology.

Joining the Health Section. If you are interested in joining
the Health Section, call the Membership Department

at 202.962.9200 or visit bio.org/join for membership
information, including an application and dues schedule.
Eligible companies are those pursuing biotechnology
research and development for human health.
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Membership is affordable and starts at $1,000 for
companies with up to six employees. All employees of
BIO member companies are eligible to participate in BIO
activities and receive discounts on conference registration.

Contacting the Health Section. BIO’s Health Section is
located at:

Biotechnology Industry Organization

1201 Maryland Avenue, SW

Suite 900

Washington, DC 20024
Call us at 202.962.9200 or visit us on the Web at bio.org.






