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1. Center (Select one)
CDER
C D E R.
CBER
C B E R.
2. Date of Submission (mm/dd/yyyy)
2. Date of Submission (month / day / year).
3. Applicant Name
4. Application Type (Select one)
NDA
N D A.
BLA
B L A
ANDA
A N D A.
IND
I N D.
5. Application Number
6. Supplement Number(s) (If applicable)
6. Supplement Number or numbers (If applicable).
7. Established Name (e.g., proper name, USP/USAN name)
7. Established Name (e. g., proper name, U S P/U S A N name).
8. Proprietary Name(s) (trade name, if any)
8. Proprietary Name or names (trade name, if any).
9. PMR/PMC Information
9. P M R/P M C Information.
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Establishment Date (mm/dd/yyyy)
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National Clinical Trial Number or numbers.
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10. PMR/PMC Submission Type (Check all that apply and provide description in field 11)
10. P M R/P M C Submission Type (Check all that apply and provide description in field 11).
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Draft Protocol - Cross Reference N D A/B L A number.
Final protocol – Cross Reference NDA/BLA #: 
Final protocol – Cross reference N D A/B L A number: 
Interim Report
Final Report
General Correspondence
PREA PMR Deferral Extension Request
P R E A P M R Deferral Extension Request
Response to Information Request
Request for Revised Milestones
Request for Release of PMR/PMC
Other
11.  Description of Submission Content (Enter below)
12.a. Name and Title of Applicant’s Responsible Official
12.b. Date (mm/dd/yyyy)
12. b. Date (month / day / year).
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 
15. E mail 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.a. Signature of Applicant's Responsible Official or Other Authorized Official
17.b. Countersignature of Authorized U.S. Agent (if applicable)
17. b. Counter signature of Authorized U. S. Agent (if applicable).
The information below applies only to requirements of the Paperwork Reduction Act of 1995. 
The information below applies only to requirements of the Paperwork Reduction Act of 19 95. 
The burden time for this collection of information is estimated to average 60 minutes per  response to complete. 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
Paperwork Reduction Act (P R A) Staff.
PRAStaff@fda.hhs.gov
P R A Staff at fda dot hhs dot 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.”
“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 O M B number.”
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