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TRANSMITTAL OF ANNUAL REPORTS FOR DRUGS PATE SUBMITTED
AND BIOLOGICS FOR HUMAN USE (21
CFR 314.81)

[Expiration Date: July 31, 2027

NOTE: This report is required by law (21 USC 355; 21 CFR 314.81). Failure to report can
result in withdrawal of approval of the New Drug or Biologics License Application.

INSTRUCTIONS
Complete a transmittal for each application for which an annual report is being
submitted. If submitting electronically, submit one copy of the form and annual
report to FDA. If submitting in paper, submit two copies of the transmittal form
along with two copies of the annual report to FDA.

If any part of the annual report applies to more than one application, list in item 8
all other applications to which such parts apply.
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This section applies only to requirements of the Paperwork Reduction Act of 1995.

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 5 hours per response, including the

time to review instructions, search ex&gggrﬁﬂgah%yﬁg%tg%tngg_ﬂﬂ%éﬂa%gﬁm&e data needed and complete
Sen ing this

and review the collection of information comments regar urden estimate or any other aspect of
this information collection, including suggestions for reducing this burden, to:
Food and Drug Administration

Office of Chief Information Officer

Paperwork Reduction Act (PRA) Staff
“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of

information gﬁlﬁ%st étffd@se(g%%g ggcrently valid OMB number.”
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