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IND Application Template:  IND Inactivation Request
FDA Regulations:
TITLE 21--FOOD AND DRUGS 

CHAPTER I--FOOD AND DRUG ADMINISTRATION 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 

SUBCHAPTER D - DRUGS FOR HUMAN USE 

PART 312 -- INVESTIGATIONAL NEW DRUG APPLICATION 

Subpart C - Administrative Actions 

Sec. 312.45 Inactive status.

(a) If no subjects are entered into clinical studies for a period of 2 years or more under an IND, or if all investigations under an IND remain on clinical hold for 1 year or more, the IND may be placed by FDA on inactive status. This action may be taken by FDA either on request of the sponsor or on FDA's own initiative. If FDA seeks to act on its own initiative under this section, it shall first notify the sponsor in writing of the proposed inactive status. Upon receipt of such notification, the sponsor shall have 30 days to respond as to why the IND should continue to remain active.

(b) If an IND is placed on inactive status, all investigators shall be so notified and all stocks of the drug shall be returned or otherwise disposed of in accordance with § 312.59.

(c) A sponsor is not required to submit annual reports to an IND on inactive status. An inactive IND is, however, still in effect for purposes of the public disclosure of data and information under § 312.130.

(d) A sponsor who intends to resume clinical investigation under an IND placed on inactive status shall submit a protocol amendment under § 312.30 containing the proposed general investigational plan for the coming year and appropriate protocols. If the protocol amendment relies on information previously submitted, the plan shall reference such information. Additional information supporting the proposed investigation, if any, shall be submitted in an information amendment. Notwithstanding the provisions of § 312.30, clinical investigations under an IND on inactive status may only resume (1) 30 days after FDA receives the protocol amendment, unless FDA notifies the sponsor that the investigations described in the amendment are subject to a clinical hold under § 312.42, or (2) on earlier notification by FDA that the clinical investigations described in the protocol amendment may begin.

(e) An IND that remains on inactive status for 5 years or more may be terminated under § 312.44.
You may inactivate an IND when:

1. You have no active protocols under this IND.
2. You have notified all investigators.
3. You have recalled and/or destroyed all drug.
Documents to Accompany Inactivation Request:

· Form FDA 1571  

· A Final Report (if it has not already been submitted) 

NOTE: 
· Be sure fill in the blanks where noted in italics and delete any unused template information.  
· Submit paper documents in triplicate (the original and 2 photocopies with an electronic courtesy copy) by mail or submit electronically through the to the FDA CDER NextGen Portal 

· Submit all documents via the VCU FDA submission portal at go.vcu.edu/submit/indide
· When Inactivated, no annual reports are required and no safety reports are required but Public Disclosure is still in effect per 21 CFR 312.130
· If your IND remains inactive for more than 5 years the FDA can terminate it per 21 CFR 312.44.
At VCU

· All regulatory binders, all case reports, source documents essential documents should be in audit ready condition.
· All research documents must be maintained per State and Federal regulations.  
· The university must be notified of official inactivation of the IND. This is usually communicated by the FDA 30-60 days post submission of the request to inactivate.  This information should be submitted through the VCU FDA submission portal at go.vcu.edu/submit/indide
Revision History

Version1: August 24, 2015
Version2: October 9, 2017 
Version3: February 9, 2021
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Investigator-Sponsor’s Name

Academic Department of Investigator-Sponsor

Address
Date
Food and Drug Administration

[Specify applicable mailing address-- Please refer to your letter from the FDA acknowledging the receipt of your IND application to identify the specific FDA contact person, and mailing address, to whom the Withdrawal Request and Final Report should be sent.]  
Re: IND Inactivation Request - IND # Specify IND number
Dear (Specify FDA contact person)
Enclosed please find a request to inactivate IND XXXXX.  

All clinical sites have been notified and clinical drug supplies have been recalled and or destroyed.  OR All investigators will be promptly notified and all clinical drug supplies recalled.
ADD AS NEEDED:  
Enclosed please find the final report for protocol, [Title].  This study is complete and closed to participant accrual on [date]. A written request was sent to the reviewing IRB requesting termination of the study. The study terminated because [reason why the study was terminated ie:  if safety issue then this needs to be specifically described and should have safety reporting, if all participants enrolled and the study is complete note that].
Thank you for incorporating this Inactivation Request into the respective IND file.  If you have any questions regarding this submission, please contact xxxxx at xxx-xxx-xxxx, or by email at xxxx@xxxx
Sincerely, 

___________________________
______________________________

Signature of Investigator-Sponsor
Printed Name of Investigator-Sponsor

___________________________
______________________________

Phone # of Investigator-Sponsor
Fax # of Investigator-Sponsor

NOTE: A final report of the outcome of all clinical studies conducted under the IND application should be submitted to the IND application/FDA. Use this template to do so. If a final report has already been submitted, remove the following pages
IND Final Report

IND Number: Specify IND number




Date: Specify date of submission

A.
Individual Clinical Study Information
Include a brief summary of the status of each clinical study (i.e., being conducted under this IND) in progress and each study completed.  The summary is required to include the following information for each study:

1. Title of study:

Provide, in addition to the title of the study, any applicable study identifier(s), such as a protocol number.

2. Purpose of study:

3. Research subject population:

Provide a brief statement identifying (i.e., by disease or condition, age range, and gender) the research subject population.

4. Total number of subjects initially planned for inclusion in the study:

5. Total number of subjects entered into the study to date:

Tabulate by age group, gender and race

6. Number of subjects whose participation in the study was completed as planned:

7. Number of subjects who dropped out of the study early for any reason:

8. Brief description of final study results: 

If the study has been completed, provide a brief description of those results.

B. Summary Investigational Drug Information 

Provide a summary of information (i.e., using the following format) about the investigational drug obtained during the previous year’s clinical and non-clinical investigations.

1. Summary of the most frequent and most serious adverse experiences by body system: 

Information may be provided using a narrative or tabular format

2. Summary of all IND Safety Reports submitted during the previous year:

If no IND Safety Reports were submitted for the investigational drug during the previous year, state this.

3. List of research subjects who died during participation in clinical studies of the investigational drug (i.e., inclusive of all clinical studies conducted under the IND)
List all research subjects (by study title, subject initials and corresponding subject code number) who died while participating in the clinical study (studies) of the investigational drug; i.e., whether or not the death was thought to be related to the investigational drug.  Indicate the cause of death for each listed research subject. 

If no research subjects died while participating in clinical studies of the investigational drug, state this. 

4. List of research subjects whose participation in clinical studies of the investigational drug was terminated in association with an adverse experience (i.e., inclusive of all clinical studies conducted under the IND): 

List all subjects (by study title, subject initials and corresponding study code number) whose participation in the clinical study (studies) of the investigational drug was terminated (i.e., by the research subject or the investigator) in association with an adverse experience; i.e., whether or not the adverse experience was thought to be related to the investigational drug.  For each listed subject, specify the nature of the adverse experience associated with study termination.

If no research subjects were terminated (i.e., in association with an adverse experience) from participation in a clinical study of the investigational drug, state this.

5. Description of new information pertinent to understanding the actions of the investigational drug:

Provide a brief description of newly obtained information pertinent to understanding the actions of the investigational drug; including, for example, information about the dose response of the investigational drug, its bioavailability, and effectiveness. 

If no new information was obtained that is pertinent to understanding the actions of the investigational drug, state this.

6. List of preclinical studies (including in-vitro and animal studies) completed or in progress during the past year, and a summary of major preclinical findings:

If there were no preclinical studies completed or in progress during the past year, state this.

7. Summary of any significant manufacturing or microbiological changes made during the past year:

If there were no significant manufacturing or microbiological changes, state this
  C. Outstanding FDA Business  

If desired, include a log of any outstanding business with respect to the IND for which the investigator-sponsor requests or expects a reply or comment from, or a meeting with, the FDA. 
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