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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Food and Drug Administration
PMR/PMC Annual Status Report for Drugs and Biological Products
[21 CFR 314.81(b)(2)(vii) and 21 CFR 601.70]
Form Approved: OMB No. xxxx-xxxx
Expiration Date: Xxxxxxxx xx, 20xx
See PRA Statement at the end of the form.
Use of this form is encouraged. If used, submit this form with FDA Form 2252 and the application's annual report. Refer to this form in Section 9.g of Form FDA 2252. No other transmittal form is required.
1. Center (Select one)
CDER
CBER
2. Date of Submission (mm/dd/yyyy)
3. Applicant Name
4. Application Type (Select one)
NDA
BLA
ANDA
5. Application Number
6. Established Name (e.g., proper name, USP/USAN name)
7. Proprietary Name(s) (trade name if any)
8. Date of U.S. Approval (mm/dd/yyyy)
9. Alternate Annual Status Report Due Date (If granted by FDA) (mm/dd/yyyy)
10. Period Covered by Report (Optional)
From:
Year
Month
To:
Year
Month
11. PMR/PMC Update (Repeat this Section for EACH PMR or PMC.)
11.a. PMR/PMC Number (CDER format = XXXX-XX;CBER format = STN XXXXX/XX [PMR/PMC] sequential #)
11.b. PMR/PMC Establishment Date (mm/dd/yyyy)
11.c. Supplement Number (If Applicable)
11.d. Study/Trial Title (If Applicable)
11.e. PMR/PMC Description (As shown in the approval or post approval acknowledge new PMR/PMC letter)
11.f. Current Enrollment (Number of subjects currently enrolled/Total expected enrollment) (If Applicable)
11.g. Study/Trial Status (Select from drop-down list)
11.h. Explanation of Status
11.i. Milestone Information
1.a. Milestone Type
Draft Protocol  Submission
Check if not applicable
1.b. Original Date (mm/dd/yyyy)
1.c. Revised Date (mm/dd/yyyy)
Check if new
2.a. Milestone Type
Final Protocol Submission
Check if not applicable
2.b. Original Date (mm/dd/yyyy)
2.c. Revised Date (mm/dd/yyyy)
Check if new
3.a. Milestone Type
(Enter other Milestones such as Interim Report)
Check if not applicable
3.b. Original Date (mm/dd/yyyy)
3.c. Revised Date (mm/dd/yyyy)
Check if new
4.a. Milestone Type
Study/Trial Completion
Check if not applicable
4.b. Original Date (mm/dd/yyyy)
4.c. Revised Date (mm/dd/yyyy)
Check if new
5.a. Milestone Type
Final Report Submission
Check if not applicable
5.b. Original Date (mm/dd/yyyy)
5.c. Revised Date (mm/dd/yyyy)
Check if new
11.j. Revised Reason (Enter N/A if not applicable)
Click to add a new section 11 (will include all parts of section 11). May be repeated. Selecting "Add Section 11" will take you to a continuation page.
12.a. Name and Title of Applicant’s Responsible Official
12.b. Date (mm/dd/yyyy)
13. Telephone Number (Include country code if applicable and area code)
14. FAX Number (Include country code if applicable and area code)
15. Email Address
16. Address of Applicant’s Responsible Official
Address 1 (Street address, P.O. box, company name c/o) 
Address 2 (Apartment, suite, unit, building, floor, etc.) 
City 
State/Province/Region 
Country 
ZIP or Postal Code 
17. Address of Authorized U.S. Agent (Required for non-U.S. applicants)
Authorized U.S. Agent Name
Address 1 (Street address, P.O. box, company name c/o) 
Address 2 (Apartment, suite, unit, building, floor, etc.) 
City 
State 
ZIP Code 
Telephone Number (include area code)
FAX Number (include area code)
Email address
U.S. Agent DUNS
18. Signature of Applicant's Responsible Official or Other Authorized Official
19. Countersignature of Authorized U.S. Agent (if applicable)
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 10 to 20 minutes per response to complete  administrative  information  and  an  additional  15  to  45  minutes  for  each  PMR/PMC  reported. Estimates include the time to review instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of information.
Department of Health and Human Services
Food and Drug Administration
Office of Operations
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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