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Re: Docket No. 00D-0087; Draft Guidance for Industry Uﬂ
IND Meetings for Human Drugs and Biologics;, Chemistry,
Manufacturing, and Control Information

Dear Dockets Management Branch

We appreciate the opportunity to provide comments on Draft Guidance for Industry
on IND Meetings for Human Drugs and Biologics; Chemistry, Manufacturing, and
Control Information as requested in the announcement published in the Federal
Register of February 4, 2000 (65FR5645). We endorse the comments provided on
this guideline by the Pharmaceutical Research and Manufacturers of America under
separate cover. In addition, we would like to comment on several areas of the
guidance of particular concern to Pfizer.

The emphasis in the guidance on joint, multidisciplinary meetings will likely lead to
reduced time and focus on topics in the Chemistry, Manufacturing and Controls
(CMC) arena that are critical to the success of the filing and approval process.

Pfizer has found that these meetings with the Agency at key milestones have
become critical to the success of the regulatory process. We encourage the FDA to
provide guidance that may lead to increased access where appropriate, rather than
providing a position that may decrease an Applicant’s interactions with the Agency.
We acknowledge the time of the reviewers is extremely valuable and we do not want
to provide additional time burdens. However, we feel that effective meetings and
increased specific applicant-reviewer interactions actually save time in the long-term
by streamlining reviews and reducing the numbers and cycles of queries to the
Applicant. Therefore, we encourage the guidance to advocate focused CMC specific
meetings rather than discouraging them in preference to broad, multidisciplinary
meetings. We also encourage that the Agency take these issues into consideration
regarding the companion guidance entitled Formal Meetings with Sponsors and
Applicants for PDUFA Product (Dated February 2000) so that the position
encouraging focused CMC specific meetings is consistent.
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We also would recommend that the guidance acknowledge that in addition to the
many technical CMC issues that may be relevant for dialogue with the Agency, that
some aspects of review logistics are appropriate topics for discussion. Often in the
increasingly complex development programs that the industry and the Agency are
dealing with, these issues are becoming critical for the programs. Examples of these
logistics may include inter-division and inter-center interactions within the FDA.
While inter-division consultations are not unusual, and the inter-center agreements
have facilitated designation of review responsibilities, the details of logistics of how
the submission and review will occur may be an impediment to timely submission
and review unless there are clear understandings between the Agency and the
applicant.

Sincerely,

Je . Blumenstein, Ph.D
Diréctor
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