George Washington University & Medical Center

 OFFICE OF HUMAN RESEARCH
 ( Institutional Review Board

ohrirb@gwu.edu ( Phone: 202.994.2715
study closure form

	IRB#
	      
	Study Expiration Date:

	     

	Protocol Title and Sponsor:

	Title:      

	Sponsor:      
	PTO# (If Applicable):     


	Principal Investigator Information

	Last Name:
	
	First Name:
	     
	Degree: FORMDROPDOWN 


	Department:
	     
	school:
	 FORMDROPDOWN 


	address:
	      

	Email: 
	     
	Phone: 
	     


	Principal Contact (If other than the PI):  FORMCHECKBOX 
 Student  FORMCHECKBOX 
 Coordinator  FORMCHECKBOX 
 other: 

	Last Name:
	
	First Name:
	     

	email: 
	     
	Phone: 
	     


	I. REASON FOR CLOSURE (check only one): 

	 FORMCHECKBOX 
 Closed to enrollment, analysis of de-identified data continues / No key or link to identifiable information, OR
 FORMCHECKBOX 
  All research related activities
 completed.  



	 FORMCHECKBOX 
  Study closed at this site by sponsor.  
Please explain: {type here}
 FORMCHECKBOX 
  Other. Please explain:  {type here}

	II. Subject Demographics:

	Total number of Subjects (or records) approved by the IRB: (See original approval letter)  {Type Here}


	subject demographics
Please fill in a number, 0, or indicate not applicable (N/A) for items 1-8.
	Accrued

Since Last IRB Renewal
	Total cummulative enrollment

	1.
	Number of Subjects (or records) Accrued under the Authority of GWU
	     
	     

	2.
	Number of Subjects (or records) Accrued Elsewhere
 (if applicable)
	     
	     

	3.
	Number of Subjects Withdrawn or Dropped
 at GWU
	     
	     

	4.


	Number of Subjects Withdrawn or Dropped Elsewhere

(if applicable)
	     
	     

	5.
	Number of Serious Adverse Events (SAE) at GWU
	     
	     

	6.
	Number of Serious Adverse Events (SAE) Elsewhere (if applicable)
	     
	     

	7.
	Number of Deaths at GWU
	     
	     

	8
	Number of Deaths Elsewhere (if applicable)
	     
	     


	III. Regulatory Criteria for IRB closure of Research – please make sure to answer all questions (please respond with n/a or none if question is not pertinent to study)

	1.
	In the past year, have there been: 
  a. Any expected/unexpected, serious/non-serious associated adverse events.                    FORMCHECKBOX 
 YES*    FORMCHECKBOX 
 NO 
  b. Unanticipated problems involving risks to subjects or others.                                         FORMCHECKBOX 
 YES*    FORMCHECKBOX 
 NO
  c. Withdrawal of subject(s) from the research, including reasons.                                     FORMCHECKBOX 
 YES*    FORMCHECKBOX 
 NO
  d. Complaints about this research study.                                                                           FORMCHECKBOX 
 YES*    FORMCHECKBOX 
 NO

	1.e 
	*If “YES” to any items in Question 1, please explain:      

	2.
	Were all events, problems, withdrawals, or complaints reported promptly to the IRB?  

  FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO*  FORMCHECKBOX 
 NA

	2.a
	*If “NO” to Question 2, please explain:      

	3.
	Provide copies of and/or summarize below:

  a. All multi-center/DSMB reports, monitoring reports, Sponsor’s reports, preliminary results, abstracts of recent scientific literature with full citation  FORMCHECKBOX 
N/A   
  b. Any other information that has become available since the last IRB review related to the risks and benefits associated with the study  FORMCHECKBOX 
N/A   

	3.c 
	 Summary: (if applicable)      

	4. 
	Please provide a brief summary, report, or abstract of the study findings (if available)       

  FORMCHECKBOX 
 Findings Attached    FORMCHECKBOX 
 N/A   

	4.a
	Summary: (if applicable)      

	5. 
	Did the research consent form include a statement that subjects would be provided with additional information (preliminary and/or study findings, randomization arm, etc.)

  FORMCHECKBOX 
 YES*   FORMCHECKBOX 
 NO   FORMCHECKBOX 
 N/A   

	5.a 
	*If “YES” to Question 5, have subjects been provided with this information?

  FORMCHECKBOX 
 YES (Please include a copy of what was sent to subjects.) 
  FORMCHECKBOX 
 NO*  Please explain:          

	6.
	Were there any modifications to the research since initial study approval or the last IRB approved renewal?

(e.g., change in research team members, subject recruiting; advertising; inclusion/exclusion criteria; protocol; informed consent; documentation of informed consent; privacy/confidentiality protections, safety monitoring) 

  FORMCHECKBOX 
 YES*   FORMCHECKBOX 
 NO

	6.a 
	*If  “YES” to Question 6, please explain all modifications made:      

	6.b
	Were all above-described modifications reviewed and approved by the IRB prior to implementation? 

  FORMCHECKBOX 
YES  FORMCHECKBOX 
NO*  FORMCHECKBOX 
 NA 

	6.c 
	*If “NO” to Question 6b, please explain:      

	7. 
	Are identifiable data still being stored for this study? Identifiable data include:

· Paper or electronic records that are connected to name, address, email address, phone number, medical record number or any code that could make it possible to link the data to an individual 

· Voice or video recordings

  FORMCHECKBOX 
 N/A (protocol did not include the collection of identifiable data)        

  FORMCHECKBOX 
 YES*  

  FORMCHECKBOX 
 NO – Data has been de-identified as specified by the IRB-approved protocol.

	7.a 
	*If “YES” to Question 7, please explain:

  1. Why will the identifiers be retained?  (If you are planning to conduct future research with identifiable human subjects research data, you must obtain IRB approval before using the data.)       
  2. What will be done to protect the confidentiality of data (where identifiers will be stored)?       
  3. What are your plans for either keeping or destroying voice/video data (if applicable)?      
  4. Does the consent form and/or assent form permit keeping identifiable data? If not, how will the subjects’ consent be obtained?      

	IV. Signature: (Required) 

	
	

	Principal Investigator’s Signature
	Date


� Research related activities would include the study procedures, as well as, subject follow-up and the analysis of data.


� Accrued = number of subjects who have signed consent. 


� Elsewhere = other institutions (e.g., multi-center studies). 


� Withdrawn or dropped = subjects who signed consent and who stopped their participation or whose participation was stopped by the investigator (e.g., screen failures, subject who no longer wanted to participate, or are lost to follow-up). 
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