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Small Business Waiver and Refund Request
1. Applicant Name
 Former Names (if applicable)
5. Federal Tax ID Number (Required for all U.S. applicants)
6. DUNS Number
7. Number of Employees
2. Telephone Number (Including area and country codes)
8. User Fee Program for which the action is requested (Select one)
3. Fax Number (Including area and country codes)
4. Address (No P.O. boxes allowed)
Address 1 (Street address)
Address 2 (Apartment, suite, unit, building, floor, etc.)
City
Country
State/Province/Region
ZIP or Postal Code
PDUFA
BsUFA
Section I: Applicant Information
Section 1: Applicant Information 
9. Human Drug/Biosimilar Biological Product Applications (Applicant)
Product Name
Application Number
Is this the first application the Applicant has submitted to the FDA for review? 
Submission Date
Application Status (Select from drop-down list)
Yes
No
If ‘No’, list all previously submitted application numbers and the corresponding submission dates.
Application Number
Submission Date
Application Number
Submission Date
10. Human Drug/Biosimilar Biological Products (Applicant)
Does the Applicant have drug products approved under a human drug or biosimilar biological product application by the FDA that have been introduced or delivered for introduction into interstate commerce?
Yes
No
If ‘Yes’, list application number and approval date for each approved drug product.
Application Number:
Approval Date:
Add Application #
Click for an additional pair of Application Number/Approval Date entries. May be repeated.
11.  Small Business Waiver (Applicant)
Has the Applicant previously received a Small Business Waiver for a human drug or biosimilar biological product? (See instructions for details.)
Yes
No
Small Business Waiver Number
Waiver Approval Date
Small Business Waiver Number
Waiver Approval Date
Has the Waiver been redeemed? 
If ‘Yes’, select the user fee program (PDUFA and/or BsUFA), and provide Small Business Waiver number and date waiver was granted.
Yes
If PDUFA, check the following:
If BsUFA, check the following:
PDUFA
BsUFA
No
Section II: Affiliate Information (Enter information for each entity affiliated with the Applicant)
Section 2: Affiliate Information (Enter information for each entity affiliated with the Applicant) 
Provide information for each of the Applicant’s domestic and foreign affiliates. For multiple affiliates, click the “Add Affiliate” button for each additional entry. Refer to Instructions, Section II for additional information.
The Applicant does NOT have any Affiliates (Check if applicable):
12. Affiliate Name
14. DUNS Number
15. Number of Employees
13. Affiliate Address (No P.O. boxes allowed)
Address 1 (Street address)
Address 2 (Apartment, suite, unit, building, floor, etc.)
City
Country
State/Province/Region
ZIP or Postal Code
17. E-mail Address
18. Telephone Number
16. Name of Affiliate’s Point of Contact
19. Small Business Waiver (Affiliate)
Has the Affiliate previously received a Small Business Waiver for a human drug or biosimilar biological product application? (See instructions for details.)
Yes
No
Small Business Waiver Number
Waiver Approval Date
Small Business Waiver Number
Waiver Approval Date
If ‘Yes’, select the user fee program (PDUFA and/or BsUFA), and provide Small Business Waiver number and waiver approval date.
Has the Waiver been redeemed? 
Yes
No
If PDUFA, check the following:
If BsUFA, check the following:
PDUFA
BsUFA
20. Human Drug/Biosimilar Biological Product Applications (Affiliate)
Has the Affiliate ever submitted a human drug or biosimilar biological product application?
Yes
No
If ‘Yes’, list all submitted human drug or biosimilar biological product application numbers, and the corresponding submission dates.
Application Number
FDA Submission Date
Application Number
FDA Submission Date
Add Affiliate
Click for an additional set of Section II affiliate entries (includes items 12 through 20). May be repeated.
Payment Amount
PIN/Invoice Number
Payment Reference Number
Refund Amount Requested
NDA or BLA Number
Section III: Refund
Section 3: Refund 
Yes
No
Product Name
21. Did the Applicant pay a fee for this application for 
 prior to requesting this Small Business Waiver?
Section IV: Certification
Section 4: Certification 
Review, sign, and date the following certification statement:
I certify that 
Applicant Name (must be identical to item 1)
BsUFA:
i 
Has fewer than 500 employees, including employees of Affiliates; 
  ii. 
Does not have a drug product that has been approved under a human drug application or biosimilar biological product application by the FDA and introduced or delivered for introduction into interstate commerce;
  iii. 
Requests a Small Business Waiver for the first biosimilar biological product application that the Applicant or its Affiliate has submitted.
PDUFA:
i 
Has fewer than 500 employees, including employees of Affiliates; 
  ii. 
Does not have a drug product that has been approved under a human drug application by the FDA and introduced or delivered for introduction into interstate commerce;
  iii. 
Requests a Small Business Waiver for the first human drug application that the Applicant or its Affiliate has submitted.
I further certify that, to the best of my knowledge, the information I have provided in this form is complete, accurate and has been verified. I understand that submission of a false certification may subject me to criminal penalties under 18 U.S.C. § 1001 and other applicable federal statutes.
28. Date (mm/dd/yyyy)
25. Email Address
23. Title
27. Signature
24. Telephone Number
22. Name of Applicant’s Responsible Official
26. Responsible Official’s Address
Address 1 (Street address)
Address 2 (Apartment, suite, unit, building, floor, etc.)
City
Country
State/Province/Region
ZIP or Postal Code
Send Completed Form FDA 3971 to FDA via
Email (preferred):
CDERCollections@FDA.HHS.GOV
or      Physical Mail:
Division of User Fee Management and Budget Formulation
Food and Drug Administration
10001 New Hampshire Ave.
Silver Spring, MD 20993-0002
FDA Use Only
Approved
Denied
Date Received: 
Privacy Act Notice: This notice is provided pursuant to the Privacy Act of 1974, 5 U.S.C. § 552a. The collection of this information is authorized by 21 U.S.C. § 379h and 21 U.S.C. § 379j-52. FDA will use the information to assess, collectand process user fee payments, and, facilitate debt collection under the Debt Collection Improvement Act. FDA may disclose information to courts and the Department of Justice in the context of litigation and requests for legal advice; to other Federal agencies in response to subpoenas issued by such agencies; to HHS and FDA employees and contractors to perform user fee services; to the National Archives and Records Administration and General Services Administration for records management inspections; to the Department of Homeland Security and other Federal agencies and contractors in order to respond to system breaches; to banks in order to process payment made by credit card; to Dun and Bradstreet to validate submitter contact information, and to other entities as permitted under the Debt Collection Improvement Act. Furnishing the requested information is mandatory unless otherwise indicated. Failure to supply the information could prevent FDA from processing user fee payments and waivers. Additional detail regarding FDA’s use of information is  available online: Privacy Act and Website Policies.
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 40 minutes 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 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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