TRANSMITTAL OF ANNUAL REPORTS FOR DRUGS DATE SUBMITTED Form Approved: OMB No. 0910-0001
AND BIOLOGICS FOR HUMAN USE Expiration Date: September 30, 2014
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INSTRUCTIONS 2. Application Number

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 No. (For
report to FDA. If submitting in paper, submit two copies of the transmittal form FDA Use Only)

along with two copies of the annual report to FDA.

APPLICANT NOTE
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9. (Enter type of information attached under “Identification.” If you have nothing to report, enter None.)
(INFORMATION IN “9b” AND “9c” IS ALWAYS REQUIRED.)

IDENTIFICATION (Electronic file name or eCTD location or
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INFORMATION

b. DISTRIBUTION DATA

c. LABELING (Whether or not
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e. NONCLINICAL LABORATORY STUDIES

f. CLINICAL DATA

g. STATUS REPORTS OF POSTMARKETING
STUDY COMMITMENTS

h. STATUS OF OTHER POSTMARKETING
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i. LOG OF OUTSTANDING REGULATORY
BUSINESS (Optional)

10. BLA REPORT INFORMATION REQUIRED (See § 601.70 for description)
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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 existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number.”
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