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Government leaders in the United States have long had an avid interest in biotechnology, and with
good reason. By harnessing breakthroughs in advanced biology and chemistry to innovative
processes for developing and manufacturing products, biotechnology is positioned to deliver
solutions for problems that face policy makers every day, such as disease, hunger, pollution and the
energy crisis.

There are other compelling reasons why Washington should care about biotechnology: It is one of
the few major industrial sectors that our nation presently dominates, with three quarters of global
biotech research and investment and more than half its manufacturing occurring in the United States.

= US biotech revenues constitute 76% of global biotech revenues. (348 b of $63 b).

* The average annual salary in the biotech industry is $72K, 86% higher than the average US
private sector wage.

= The US biosciences community (public and private) employs 1.2 million people directly and
another 5.8 million indirectly. ’

All our issues are related to innovation and progress. They-all ultimately affect patients and their
families, communities, and quality of life. For those who have placed faith and hope in a brighter
future — from patients and pensioners to society as a whole — the stakes are high and so are
expectations that biotechnology can continue to succeed.

With this questionnaire, we aim to capture the issues with an impact on this industry that is vital to
Massachusetts, the United States, and the world.
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HEALTH CARE REFORM

We support reforms of our current health care system that ensure efficient and effective delivery of
quality health care and that provide affordable medicall care to all Americans. -

Do you agree that to be successful, we must have a reformed system that embraces and makes
accessible innovative medical technologies, incorporates best practices such as chronic disease
management, and overhauls outdated payment methods?

.



Do you agree that biotechnology products add great value to health care in cost-effective ways and
that the impact of reform measures on the biotechnology industry must be considered in designing a
reformed federal system? Further, do you believe that a reformed federal system should build upon
models, which may include the Massachusetts Health Care Reform Act as well as SCHIP and
Medicaid expansion that are not financed through biopharmaceutical price controls or mandated
discounting?

.
BIOSIMILARS
MassBio supports the establishment of an abbreviated regulatory pathway for approval of biosimilars
(also referred to as follow-on biologics), as long as the enabling legislation prioritizes patient safety
and continues to give pioneering biopharmaceutical companies incentive to risk developing novel
products through strong protection of their intellectual property and their data. These fundamental
principles have been upheld and articulated in legislation reported by Senator Kennedy’s Health,
Education, Labor and Pensions (HELP) Committee and the House of Representatives Committee on
Energy and Commerce- - both include a 12 year data exclusivity period for innovator products. A

carefully crafted pathway to biosimilars is crucial to protecting innovation that drives the
biotechnology industry. Do you support this period of data exclusivity for innovator products?

)

Another important aspect of the pathway to biosimilars is safety. Clinical studies in patients with the
disease being treated are essential to detect risks that cannot be detected through chemical and
physical assays, animal studies, and limited studies in healthy subjects, and to ensure effectiveness.
Clinical studies are the only way to understand whether small differences in products (and there will
be differences because biosimilars are not identical with the products they copy) or in their
manufacture will be clinically meaningful for, and not harmful to, patients. Do you support requiring
clinical testing for these complex, large molecule biologics that will ensure that patients will be
treated with a safe and effective product?

.

SMALL BUSINESSS INCENTIVES

Senator Kerry has cosponsored a Therapeutic Discovery Project Tax Credit amendment, included in
the Senate Finance Committee’s package on health care reform. This credit will enable small
biotech companies, the majority of our members, to continue to conduct research and add jobs that
will provide the cures for tomorrow. Do you support these kinds of incentives that will position
Massachusetts to continue as the leader in life saving innovation?

"

Small Business Innovation Research (SBIR) grants provide critical seed money to new business
innovators, including biotechnology companies. In 2003, the Small Business Administration (SBA)
ruled that companies whose ownership consists of muitiple venture capital firms exceeding 51% are
not eligible for SBIR funding. Do you support overturning the SBA'’s ruling in order to allow to allow
majority venture-funded companies to apply for a portion of SBIR grants?

.




STEM CELL RESEARCH

We have long been an advocate for embryonic stem cell (ESC) research and have led successful
efforts to pass pro-stem-cell legislation in the Commonwealth of Massachusetts, as stem cell
research is one of the strengths of the Massachusetts biotechnology super-cluster and embryonic
stem celis have the greatest potential for treating a wide variety of diseases and conditions. Do you
support embryonic stem cell research and without restrictions on federal funding for such research?

&
IMPORTATION

Holding a position consistent with that of HHS Secretaries under both Democratic and Republican
administrations, we strongly oppose importation of pharmaceuticals from foreign countries. Do you
agree, and do you believe that because of the inability to regulate scrupulously products imported
from many foreign sources, we must refrain from allowing these potentially unsafe or counterfeit
medications into our domestic drug system? Importation proposals have also been rendered
irrelevant by dramatically increased access afforded by Medicare Part D and patient assistance
programs. Do you oppose the importation of pharmaceuticals from foreign countries?

.

PATENT REFORM

For some time, Congress has attempted to reform the current patent system. Senator Kennedy was
instrumental in leading efforts for a compromise between the many industries a patent overhaul
would affect due to differing business models. Do you support patent reform that would reinforce
strong patent protections and discourage patent infringement ensuring a balanced and fair outcome?

.

INCREASED FUNDING

The National Institutes of Health (NIH) plays an important role in funding the great ideas of our
academic institutions and teaching hospitals in Massachusetts. It is important to continue and
increase this funding, which results in more jobs and local economic growth, as well as therapies that
improve the lives of patients around the world. Do you support increased funding for the NIH?

.

While it is unusual for an industry to request more funding for the entity by which it is regulated, we
believe it is imperative that we improve the average of 10 years and $1billion that it takes for a new
therapy to be developed and submitted for approval — and the majority of projects fail. Expediting
early drug development and reducing the number of failures requires efforts by both companies and
the FDA, which currently does not have the resources for this essential task. Do you support
increased funding for the Food & Drug Administration?

.




OTHERS

Do you support government price controls on pharmaceuticals procured through the Medicare Part D
drug benefit?

Yes No

Do you support making the federal Research & Development tax credit permanent?

No

Do you support making the federal Research & Development tax credit refundable?

.

Please return to MassBio by Friday, November 13™.
Email: communications@massbio.org
Fax: 617-674-5101
Questions? Contact John Heffernan at 617-674-5100.
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OTHERS

12. I support the Obama administration in its efforts to close the Medicare Part D coverage gap as part
of comprehensive health care reform. My health care reform principles can be found on my website at
http://www.stevepagliuca.com/vision/healthcare.




