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Ref:  Docket No. 01D-0278 “Submitting Type V Drug Master Files to the Center
for Biologics Evaluation and Research” Draft Guidance.

Abbott Laboratories is very pleased to have the opportunity to provide comments on the
draft guidance for industry “Submitting Type V Drug Master Files to the Center for
Biologics Evaluation and Research”.

We thank the Agency for your consideration of our comments. Should you have any

question, please contact Ivone Takenaka, PhD. at (847)-935-9011 or by FAX at 847-
938-3106.

Sincerely,
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COMMENTS ON
Submitting Type V Drug Master Files to the
Center for Biologics Evaluation and Research Draft Guidance

DOCKET No. 01D-0278

Abbott appreciates the draft guidance on Submitting Type V DMF to CBER and
commends the Agency on the efforts to provide guidelines to industry on Drug Master
File submissions. The following are our comments.

COMMENTS

II. OTHER TYPES OF DMFs

Abbott believes the submission of a letter of intent prior to submitting a DMF for
information other than that covered under section II of this guidance, provides a better
management of resources by the industry since the Agency may indicate that a DMF is
not required. However, clarifications are needed as to how the Agency will handle
proprietary information that may be included in the BLA and should not become public.

IV. UPDATING DMFs.

The DMF update interval specified in this section is ambiguous and subject to various
interpretations. Abbott recommends revising this section to be consistent and similar
with the requirement for NDA annual reports. That is, require DMFs to be updated
annually and submitted within 60 days of the original submission date, similar to NDA
annual reports which must be submitted within 60 days of the approval date.
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