
December15,2008

Division of Dockets Management (HFA-305)
Food and Drug Administration
5630 Fishers Lane
Room 1061
Rockville, MD 20852

Re: Draft Guidance for Industry: Tropical Disease Priority Review Vouchers
Federal Register,

Dear Sir or Madam,

Thank you for the opportunity to comment on the Draft Guidance for Industry: Tropical
Disease Priority Review Vouchers, which was announced in the Federal Register on
October 13, 2008 (Docket No. FDA-2008-D-0530). Pfizer's response is enclosed.

We are extremely appreciative of the effort that the FDA has undertaken toward
establishing this new program at a time when there are such enormous demands on its
limited resources to oversee the safety of medicines approved and sold in the U.S.
Pfizer shares the goal of increasing the availability of medicines for tropical diseases
and toward this end, applauds FDA for working to implement FDAAA section 1102, the
Tropical Disease Priority Review Voucher program (the "Program"). With a long history
of research to treat infectious diseases and a large portfolio of antibacterial, antifungal
and antiviral medicines that have received FDA approval, we are encouraged by this
new incentive and the recognition it provides to the urgent needs as well as to the
challenges of drug development for neglected diseases. As a large pharma company
that continues to invest in medical innovation for infectious diseases, we hope to benefit
from opportunities to both earn and use priority review vouchers through the Program.

Pfizer believes that the Draft Guidance is helpful in providing much needed guidance to
companies looking to use the new FDAAA provisions. While the disease scope of the
Program has statutory limits, its value could be enhanced by reinforcing the criteria for
voucher eligibility as fulfilling practical requirements for new drugs that will likely be
used in resource-limited environments, thereby providing added assurance that the
approved drugs will actually benefit developing world patients who need them. In
addition, a number of details of the Program remain unclear and should be clarified in
order to enable sponsors to invest resources in developing new tropical disease
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products. By articulating specific guidance in anticipation of predictable scenarios that
may occur when a sponsor attempts to use a voucher, the work of the both the sponsor
and FDA could be made more efficient while at the same time providing for the most
appropriate use of vouchers.

We hope that the FDA will find our comments helpful in further developing and refining
the Guidance. Please do not hesitate to contact the undersigned if there are any
questions regarding the attached comments. or if further clarification or information is
desired .

Sincerely,

fIx,~-.x~?U)~ -
Lydia C. Pan, PhD
Director, Science Policy
Pfizer Global Research & Development
50 Pequot Avenue
New London, CT 06320
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