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Inactivation Form for IRB Approved Studies

Submit one electronic and one hard copy of this form and supporting documents:  

1. Send electronic copy to the IRB mailbox:
2. Write “Inactivation Form” and IRB Study Number and the PI name in the subject line.
3. Submit hard copy to:  Office of Research Integrity and Compliance, Box 205. 

NOTE: A research study may NOT be inactivated and must remain active if ANY of the following four conditions are true:
1) Enrollment, research-related interventions, and/or participant follow-up at the local site are ongoing.
2) Data analysis or manuscript preparation is ongoing and involves the use of, or access to, personally identifiable information or protected health information.
3) Biological specimens containing individually identifiable information are being maintained in a repository that has been approved as part of this study or upon which analysis or research is ongoing at the institution.  If specimens were transferred to a separate repository that has ongoing IRB approval, the study may be closed.

4) Permission from an external sponsor to close the study has not been received. 

I. Study Information

	  Date Form  Prepared
	 
	Form Prepared by
	 

	  Principal    Investigator
	      
	  Email
	      

	
	
	  Phone
	      

	  Department
	      
	  Division
	      

	  Primary   Contact Info for this study

  (CRA, AA)
	      
	  Email
	      

	
	
	  Phone
	      

	  Protocol Title
	      

	  IRB Number
	     
	Expiration Date
	      


II. Status of Research at Closure

A. Reason for Study Closure

	 FORMCHECKBOX 

	Study completed – i.e., all subjects have completed the study, data clarifications completed, etc.

	 FORMCHECKBOX 

	Study terminated early by Sponsor. Specify reason (e.g., slow accrual, new findings, adverse event, etc.):        

	 FORMCHECKBOX 

	Study terminated early by local PI. Specify reason (e.g., slow accrual, new findings, adverse event, etc.):        

	 FORMCHECKBOX 

	Research never began, please specify why:      

	 FORMCHECKBOX 

	Study terminated because the PI is no longer at this institution.  Please provide statement of where and under whose supervision the study data is being stored:        
Note: The hospital owns the research data, not the Principal Investigator.

	 FORMCHECKBOX 

	Study is being transferred to another institution.   Please specify which institution and what parts of the study are being transferred. Additionally, please indicate whether arrangements regarding any transfer of study data have been made and approved by ORIC/research administration :      

	 FORMCHECKBOX 

	Other, please explain:      


B. Adverse Events or Unanticipated Problems
	1. Have there been any serious adverse events, unanticipated problems involving risks to subjects and/or others or complaints about the research at our site during the last approval period?  
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	If yes, please describe and submit reports that have NOT already been submitted to the IRB as required by IRB policy.       

	2. Have you identified any new information (e.g., adverse events, new risks, new benefits, new alternative therapies, changes to commonly accepted treatments, etc.) that may impact the assessment of potential risks and benefits of participation?  
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	If yes, please specify the new information and indicate whether you believe it will be necessary to provide this new information to study participants.       


C. Subject Follow Up and Study Results
	1. Have all subjects completed all follow-up visits per the study protocol? 
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	If no, explain why you are requesting closure of this study.      

	2. Are there any DSMB, monitoring/audit, or multi-center trial reports not previously submitted to the IRB?  
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	If yes, please describe and provide appropriate documentation to the IRB.      

	3. Have any abstracts, publications or presentations been submitted related to this research?  
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	4. Is this a sponsored study?  If no, go to question 7
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	5. Have you had your study closeout visit with the sponsor and/or has the sponsor approved closing the study with the IRB?  
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	6. Have you had an audit by an outside agency (such as the Sponsor/CRO/FDA) since the last review by the IRB? 
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	If yes, attach a copy of the audit findings and any corrective actions taken.

	7. Please provide a summary of the results of the study. If unknown because analysis will occur at a site not affiliated with our institution, please indicate this. Include an explanation of whether the study results supported or disproved the hypothesis or were inconclusive. Attach separate pages if necessary.         


D. Storage of Specimens, Tissue and Data for Future Use
	Does this study involved specimen/tissue banking and/or data that you intend to keep after this study is closed?  If no, skip to section E
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	1. How long, and where, will the samples and/or data be maintained and/or stored:      

	2. Who will have oversight over the stored samples and/or data:      

	3. Specify plans for any future use of the stored tissue and/or data:      

	4. Will the samples and/or data be available to other investigators for future research purposes?  If no, skip to section E 
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	5. If samples and/or data will be shared with other investigators, will recipient-investigators be provided with access to the identities of the specimen donors/participants? 
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No


E. Subject Enrollment Summary
	CHECK ONE:

      FORMCHECKBOX 
 This was a single site study conducted only at our institution. (Complete first column below)
      FORMCHECKBOX 
 This was a multi-site study and our institution  WAS the coordinating center for all sites (Complete both columns below)
      FORMCHECKBOX 
 This was a multi-site study; our institution WAS NOT the coordinating center (Complete both columns below)

	
	At Our Institution 
	At All Sites (if applicable)

	a. Target Enrollment (evaluable subjects without screen failures, etc.):   Number of subjects anticipated/approved by the IRB for the duration of the study
	     
	     

	b. Enrollment Since Last  Continuing Review:  Number of subjects enrolled since the last approval, excluding screen failures
	     
	     

	1. c. Total Enrollment (sum of lines b through e below):   Specify the number of subjects enrolled since the beginning of the study, excluding screen failures       
	     
	     


F. Number of Subjects Who Provided Consent at Our Institutional Only
	Was a waiver of consent obtained for this study?   If YES, skip to the signature section. 
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	a. Subjects consented but deemed ineligible (screen failures).  
	     

	b. Subjects who completed study (without events leading to early termination).
	     

	c. Subjects who withdrew voluntarily after starting the study.
Specify reason(s) for withdrawal:       
	     

	d. Subjects who were withdrawn by PI for any reason since start of the study.
Specify reason(s) (e.g., adverse event, lack of compliance, etc.):        
	     

	e. Subjects lost to follow up since start of the study.
	     

	Please note: The sum of b through e in Section F should equal the total enrollment in E above.


Investigator’s Assurance:

I certify that the information in this form is correct and all procedures performed under the project were conducted in strict accordance with all applicable federal, state and local regulations and policies regarding the protection of human subjects in research.  I understand that I am required to retain study files for a minimum of 3 years or longer based on the contract/sponsor requirements.


                                                                                                                          

                            
​​​​​​​​​​​​​​​​​​_________________________________________________                           ____________________

Principal Investigator’s Signature
 
            Date

CHECKLIST OF DOCUMENTS THAT MUST BE SUBMITTED WITH ALL REQUESTS FOR INACTIVATION

	 FORMCHECKBOX 
   This completed Inactivation Form with Principal Investigator’s signature


 FORMCHECKBOX 
   Any relevant reports including, but not limited to, the following if not previously submitted to the IRB:

· Sponsor closeout letter

· Sponsor or multicenter reports regarding study findings

· Publications or abstracts (web link acceptable)

· An AE, Unanticipated Problems or Protocol violations that meet the IRB reporting requirements and have not previously been reported

· Any FDA Inspection Reports or Progress Reports not previously submitted

· Any DSMB or CMS or Sponsor/CRO monitoring reports not previously submitted. 
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