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SUBJECT: DOCKET NO. 00D-0087- COMMENTS ON FDA DRAFT
GUIDANCE FOR INDUSTRY: “IND MEETINGS FOR HUMAN
DRUGS AND BIOLOGICS CHEMISTRY, MANUFACTURING,
AND CONTROLS INFORMATION"

Dear Sir/Madam:

Schering-Plough reviewed the published draft guideline "IND Meetings for
Human Drugs and Biologics:  Chemistry, Manufacturing, and Controls
Information” and has the following comments:

. Lines 78 through 85, Section Il E, Focus of Meeting provides that in addition to
the sponsor's issues the Agency may also wish to discuss relevant questions
on safety issues or various scientific and/or regulatory aspects of the drug. It
is unclear as to whether any of the referenced CMC guidances dictate the
advance notice that the FDA should provide the sponsor of such additional
items prior to the meeting. In order to be prepared to meaningfully discuss
these other relevant questions/issues, we suggest the following wording be
added as the third sentence: "If the Agency has additional items for discussion
at the meeting, they will so notify the sponsor and provide the issues/questions
at least 5 business days prior to the meeting."

If you have any questions regarding this submission, please feel free to contact
Nicholas Pelliccione, Ph.D. at (908) 740-5680.

Sincerely, %\ /ﬁ,\

Nicholas J. Pelliccione, Ph.D.

Vice President, CMC ( 7
OOD- oo’ Worldwide Regulatory Affairs
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