-/ BIO Ventures
for Global Health

November 17, 2008

Jeff O’Neil

Division of Dockets Management (HFA-305)
Food and Drug Administration

5630 Fishers Lane

Room 1061

Rockville, MD 20852

Dear Mr. O’Neill,

On behalf of BIO Ventures for Global Health (BVGH) and the Priority Review Voucher (PRV)
Working Group, we request the opportunity to present at the upcoming December 12, 2008
public meeting on priority review vouchers.

We appreciate the efforts of the Food and Drug Administration (FDA) to implement the Priority
Review Voucher program enacted as part of the FDA Amendments Act of 2007. This is an
important new program to stimulate private sector investment in research and development
(R&D) for neglected tropical diseases that disproportionately affect the world’s poorest
populations.

Since the program’s enactment, BVGH has been working to ensure its successful
implementation and to seek ways to maximize its public health impact. To strengthen our
efforts, we organized a multi-stakeholder PRV Working Group in the fall of 2007 that includes
the Bill & Melinda Gates Foundation, biotechnology and pharmaceutical companies, investors,
product development partnerships (PDPs) focused on the development of drugs and vaccines for
select neglected diseases, and the economists from Duke University who designed the concept.

We respectfully request the opportunity to present the Working Group’s feedback on the
questions outlined in the notice — namely how FDA should interpret the criteria for expansion to
other diseases and what diseases may meet those criteria. Specifically, we can provide insight
from industry and the global health community’s perspective on the following:

- How to define what is a significant market in developed nations (e.g., How does
industry evaluate whether a market is sufficient to invest in product development for
a particular disease and how much is enough to stimulate investment? How should
the presence of a travelers and military market in developed nations be factored into a
definition of significant market in developed nations?)

- How to evaluate diseases that disproportionately affect poor and marginalized
populations (e.g., What disease burden data should be relied upon such as incidence,
mortality, morbidity, economic costs, etc.? What populations are at risk? What
constitutes an unmet need?)




- What diseases considered by the global health community to be neglected tropical
diseases are missing from the list and how do they meet the criteria set forth in the
statute.

In pulling together our comments, we plah to draw heavily on the expertise of our multi-
stakeholder working group and consult more broadly with experts in global health.

We greatly appreciate your consideration of this request and look forward to continuing to work
with you to ensure the success of this important program.

Sincerely,

Wendy Taylor %

Founder and Vice President of Strategy and Operations
BIO Ventures for Global Health




