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Dear Secretary Sebelius and Distinguished Council Members:

On behalf of Pfizer, | am submitting the following comments to the Federal Coordinating
Council’s (Council) proposal for a framework on comparative effectiveness research
(CER). Pfizer is a research based drug developer that sponsors numerous trials in the
U.S. and around the world, to support marketing approvals and to assess comparative
effectiveness, post-approval.

Pfizer supports the Council’s continued commitment to transparency and public
engagement through its solicitation of public input on the definition, prioritization criteria,
and strategic framework for CER.

Our comments are structured to respond to three elements contained within the draft
documents released by the Council. They build on comments we are submitting related
to the Council’s proposals on prioritization of comparative effectiveness research.

Draft Definition of CER

“Comparative effectiveness research is the conduct and synthesis of systematic
research comparing different interventions and strategies to prevent, diagnose, treat and
monitor health conditions. The purpose of this research is to inform patients, providers,
and decision-makers, responding to their expressed needs, about which interventions
are most effective for which patients under specific circumstances. To provide this
information, comparative effectiveness research must assess a comprehensive array of
health-related outcomes for diverse patient populations. Defined interventions compared
may include medications, procedures, medical and assistive devices and technologies,






