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We are a diverse group of stakeholders, including Community Catalyst,* the American
College of Physicians,” the American Federation of State, County and Municipal Employees
(AFSCME),® the Bulk Pharmaceuticals Task Force,* Consumers Advancing Patient Safety,”
Health Care for All (Massachusetts),® and Our Bodies Ourselves,” and we jointly submit the
following comments on FDA Draft Strategic Priorities 2011-2015. We strongly support the
proposed cross-cutting strategic priority 2.2 regarding strengthening the safety and integrity
of the global supply chain.

Draft Strategic Priority 2.2 recognizes the increasing threat of contamination and adulteration
of medical products due to the globalization of the pharmaceutical manufacturing process,
and acknowledges the importance of strengthening the global supply chain to protect all
American consumers. We applaud FDA’s recognition that known cases of contaminated
medications like heparin are a distress signal calling for increased FDA regulation,
monitoring, and oversight.

Many problems can arise during the complex drug manufacturing and distribution system,
and the results can be tragic. In 2007 and 2008, 149 patients in the U.S. died after they were
given contaminated heparin, a widely used blood-thinner. ® The contamination is believed to
be the result of the deliberate introduction of a low-cost material in place of the pure drug
during the product’s manufacture in China.’



In 2006, diethlyene glycol, a human toxicant commonly used in commercial products such as
antifreeze, was labeled as glycerin, a common inactive ingredient for cold and cough syrups.
Medicinal syrups contaminated with diethlyene glycol in China were imported to Panama
through a European broker, and at least 78 people in Panama died.'® Diethylene glycol has
been associated with nine known poisoning epidemics worldwide, including 105 deaths in
the U.S. in 1937. Cold and cough syrups are commonly available over-the-counter in the
U.S. Strengthening the supply chain would positively impact safety of both prescription and
over-the-counter medications.

The increase in volume and complexity of imported medical products presents new
challenges to FDA. In 2007, Pfizer reported it sought to increase its outsourced
manufacturing from 15 percent to 30 percent, primarily to Asia.™* GlaxoSmithKline’s
outsourcing increased from 9 percent to 41 percent of costs from 2001 to 2007, and
AstraZeneca announced plans to outsource all Active Pharmaceutical Ingredient production
to China and India.*® At least 80 percent of the active ingredients and bulk chemicals in U.S.
prescription drugs now originate overseas, often from countries like China and India with
weak enforcement of quality standards.**

Documentation and transparency throughout the manufacturing and distribution process, as
well as industry commitment to ensuring manufacturing quality throughout the supply chain,
is fundamental to the safety of the drug supply. While we would also support Congressional
action to expand FDA authority and increase FDA resources to address the drug supply chain
issue, we endorse FDA’s proposed strategies as a critical foundation upon which meaningful
progress can be made.

Consumer Impact and Concerns

The underlying goal of addressing the global supply chain issue is to protect all U.S.
consumers, ranging from infants and children, to seniors. The impact of a drug supply chain
malfunction is potentially enormous given U.S. adults and children alike have increasingly
come to rely on pharmaceuticals to treat and manage of a wide variety of common, chronic
and serious medical conditions.™" *®

A 2006 nationwide survey found 82 percent of adults in the U.S. took at least one medication
in a given week, and 29 percent reported taking five or more.*’ In any given week, 56
percent of children take at least one medication, and 27 percent take two or more. Seniors
continue to consume the most medications; in the 2006 study, 17 to 19 percent of people over
age 65 reported taking more than ten medications per week. A Centers for Disease Control
and Prevention (CDC) report for 2007-2008 also found that nine out of every ten older
Americans (over 60 years old) take at least one prescription drug per month.*® Overall, the
CDC reports that the percentage of Americans who took at least one prescription drug in the
last month has increased by 10 percent over the last decade.

Many prescription medications are crucial for preventing and treating illness and helping to
avoid more costly health problems.*® We support the prevention-based model FDA is
proposing to provide safe prescription and over-the-counter medications to consumers.



A recent poll commissioned by the Pew Prescription Project found most Americans have
confidence in the safety of drugs manufactured in the United States.”® However, the same
poll found a majority of Americans has concerns about the safety of drugs manufactured
overseas. These concerns underscore the importance of strengthening weak regulatory
structures in developing nations where drug manufacturing increasingly occurs.

American consumers need to be confident that when they choose a prescription or over-the-
counter medication, the product purchased or dispensed at their pharmacy is not
contaminated, contains the correct amount of Active Pharmaceutical Ingredients, and has
been properly stored. For these reasons, we support FDA’s proactive plan to prevent future
harm to consumers.

Health Care Provider Perspective

Health care providers are among the stakeholders affected by the drug supply chain issue.
Providers want to ensure their patients receive necessary drugs and want patients to comply
with prescribed drug therapy and treatment plans. Not only could actual contamination in the
drug supply jeopardize patient health, but credible fears of contamination could jeopardize
patient health if patients and providers interrupt treatment due to uncertainty around safety.

Pharmacists, the last institutional safeguard of the prescription drug delivery system, also rely
on a safe drug supply chain to help patients make the best use of their medications. All of
their efforts to help improve medication use and advance patient care are compromised if
medication integrity is questionable.?* We support the FDA’s priority of improving the
global supply chain to support the health care delivery system and the work of health care
providers.

Drug Component Manufacturer Perspective

The manufacturing industry also has a vested interest in drug safety and improvements to the
global pharmaceutical supply chain. Some manufacturing groups have expressed support for
FDA working with a global alliance of regulators to ensure that Active Pharmaceutical
Ingredient production follows good manufacturing practices. This would include ensuring
foreign facilities operate under comparable standards to U.S. manufacturers so public health
risks are minimized.?

Regardless of whether ingredients originate in the U.S. or overseas, the production of all drug
components should comply with standardized good manufacturing procedures. Of all
possible consumer goods, medications should not be subjected to manufacturing short-cuts or
high-risk cost savers. Enforceable global supply chain standards will facilitate production of
high-quality products. We encourage FDA to adopt its proposed strategic priority to ensure
that product supply chains are monitored throughout the product life cycle and to help ensure
good manufacturing processes are always used.

Conclusion

We agree with FDA that Americans expect and deserve a safe drug supply. We
wholeheartedly support FDA'’s proposal to strengthen the safety and integrity of the global
supply chain to provide protection to U.S. consumers who rely on medications of all types,



whether they be for the common cold, a chronic disease such as diabetes, or a life-threatening
condition such as cancer. Concerns about pharmaceutical treatment choices, side-effects and
other clinical issues are complex enough for patients and providers without the added
complication that products could be contaminated or adulterated.
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% The American College of Physicians is the largest medical specialty organization and the second-largest
physician group in the United States. ACP members include 130,000 internal medicine physicians (internists),
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related subspecialists, and medical students. Internists specialize in the prevention, detection, and treatment of
illness in adults. www.acponline.org

® The American Federation of State, County and Municipal Employees (AFSCME) is the largest union in the
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