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	Study Closure Form




	INSTRUCTIONS AND INFORMATION

· The Study Closure form should be sent when all participants have completed the required procedures and follow-up phases of the study and analyses are completed to the point that participants' medical records will no longer be needed.

· .  Attach a completed IRB-HSR Routing Form..  A receipt of acknowledgement for the study closure will be returned to the contact person listed on the routing form.

· Questions on this form pertain only to subjects enrolled under the UVa protocol (and not other sites).

· NOTE: Study files must be kept for a minimum of 6 years.  If this was a trial with an outside sponsor, you should verify with the sponsor the number of years the records are to be kept. 
IMPORTANT: 

· If this study involved specimen banking and you intend to keep the specimens after this study is closed you need to have a separate protocol called a “Database Protocol” to keep these specimens.  If you do not have an IRB approved Database Protocol the specimens must be destroyed now. 

· If you will be using any of the data in future research, you must also have a “Database Protocol” to store the data.  

· The data and specimens from this or multiple studies may be stored under a single “Database Protocol” with the IRB.  




	IRB-HSR #:      
	PI Name:       

	Protocol Title:      

	1.
	Enrollment:

· Total number of subjects enrolled (signed consent)/# of specimens or # of charts reviewed under this UVA protocol 
· Total # of subjects who received intervention of study  

· state NA for protocols with waiver of consent

· this number cannot be 0 if adverse events have been reported for UVa subjects
· Total number of subjects who completed the protocol
	     
     
     

	2.
	Have all subjects completed all follow-up visits per protocol?

If No, have arrangements been made for these subjects to obtain follow-up at another institution? If no, make arrangements for follow-up, and then close the study.  
	 FORMCHECKBOX 
Yes
  FORMCHECKBOX 
No 
 FORMCHECKBOX 
NA
 FORMCHECKBOX 
Yes
  FORMCHECKBOX 
No



	3.
	If this is sponsored trial, do you confirm you have had your study close out visit?
	 FORMCHECKBOX 
Yes
  FORMCHECKBOX 
No  FORMCHECKBOX 
 N/A




	4.
	Have you had an audit by an outside agency since the last review?
If Yes, attach a copy of the audit findings and any corrective actions that have been implemented as a result of this audit.

Note: Routine monitoring by the sponsor or their representative does not constitute an audit unless it generates an official written response from the sponsor.
	 FORMCHECKBOX 
Yes
  FORMCHECKBOX 
No



	5.
	Have you had any subjects withdraw or have complaints since the last review? 
	 FORMCHECKBOX 
Yes
  FORMCHECKBOX 
No



	6.
	Briefly summarize any recent published literature regarding this study.
If there are no recent publications- state "NA- No recent publications.  
     

	7.
	Why is this study being closed? (check one)
 FORMCHECKBOX 
   Data analysis complete

 FORMCHECKBOX 
   Protocol has an outside sponsor, queries completed, sponsor has closed this site

 FORMCHECKBOX 
   No funding, time, personnel to do the study
 FORMCHECKBOX 
  PI moving to another institution.   I confirm I am aware of the following:
1. I should use the Exit Checklist found on IRB-HSR website at http://www.virginia.edu/provost/facultyexit.pdf.

2. Original study files are considered institutional records and may not be transferred.  . I am to notify my department administration regarding where the originals will be kept at UVa. 

3. No data/health information or specimens may be taken from UVa without a signed Material Transfer Agreement (MTA) between OSP/SOM Grants and Contracts Office and the new institution. The material transfer agreement will delineate what copies of data, health information and/or specimens may be taken outside of UVa.  It will also approve which HIPAA identifiers may be taken outside of UVa with the health information or specimens. 

4. I must have IRB or Privacy Board approval from my new institution for any research data / identifiable** protected health information or specimens I plan to transfer.  Once  I have IRB or Privacy Board approval I will submit this document to the School of Medicine Grants and Contracts Office or to the Office of Sponsored Programs (OSP) if I am not in the School of Medicine. Nothing will be transferred until the MTA is signed by both parties. During transfer, any electronic data with identifiable protected health information (PHI) will be encrypted and any non electronic PHI/ specimens will be securely maintained against theft or loss. NOTE:  Any identifiable health information or specimens collected without consent will NOT be allowed to leave UVa. 
5. A HIPAA Data Use Agreement will be incorporated into the Material Transfer Agreement to cover any health information I am taking with me that meet the criteria of a Limited Data Set** under HIPAA regulations. If I am taking a Limited Data Set with me, I may not also take a key to the code that would allow me to re-identify the subject. If I have a limited data set to transfer, I will submit it to the Clinical Data Repository (CDR).  They will review it to confirm it meets the criteria of a Limited Data Set under HIPAA regulations.  The CDR will provide OSP/ SOM Grants and Contracts office with this confirmation prior to the Material Transfer Agreement being signed. 
6. If I have health information that is de-identified** under HIPAA I will submit the file to the Clinical Data Repository (CDR).  They will review it to confirm it meets the criteria of de-identified under HIPAA regulations.   The CDR will provide OSP/ SOM Grants and Contracts office with this confirmation prior to the Material Transfer Agreement being signed.
** If you are unsure if the health information in your files is identifiable, limited data set or de-identified- submit the file to the CDR for their review.  

	8.
	Did this study involve a gadolinium enhanced MRI/MRA?
If Yes, did any of the subjects receive the MRI/MRA after July of 2005?

If Yes, have these subjects been given the information regarding the risk of NSF with gadolinium-enhanced MRI/MRA in either the consent or the consent addendum?

If No, contact the IRB-HSR office regarding steps that must be taken before this study can be closed.
	 FORMCHECKBOX 
Yes
  FORMCHECKBOX 
No

 FORMCHECKBOX 
Yes
  FORMCHECKBOX 
No  FORMCHECKBOX 
 N/A

 FORMCHECKBOX 
Yes
  FORMCHECKBOX 
No  FORMCHECKBOX 
 N/A



	9.
	Did the results support or disprove your original hypotheses?

Comments (You may provide any additional information to further explain the box checked to the right.)       

	 FORMCHECKBOX 
  NA- No subjects enrolled

 FORMCHECKBOX 
  NA- Database protocol
 FORMCHECKBOX 
  NA- Study not yet complete- transferring to new institution

 FORMCHECKBOX 
  Results supported the hypothesis

 FORMCHECKBOX 
  Results did not support the hypothesis 

 FORMCHECKBOX 
  Results are not conclusive

 FORMCHECKBOX 
  Sponsor continues with analysis, results are not available at this time. This response is only applicable if the study has a sponsor outside of UVa. 

	10.
	What will be done with the data from this study after it is closed? Choose all applicable options
 FORMCHECKBOX 
 Data will be stored at UVa per UVa, and sponsors requirements (required for all protocols) 

 FORMCHECKBOX 
 Copies of data will be taken with PI to new institution- see information above in # 7. 


	11.
	What will be done with any specimens collected during this study? Choose one option below:

 FORMCHECKBOX 
  NA- no specimens collected

 FORMCHECKBOX 
 Specimens will be kept long term at UVa under a database protocol IRB-HSR #      . 

 This closure form cannot be processed until you provide the IRB-HSR number.  

 FORMCHECKBOX 
 Specimens will be stored long term at new institution of PI.  They will not be moved until a Material Transfer Agreement is signed. 

 FORMCHECKBOX 
 All specimens have been sent to sponsor per protocol

 FORMCHECKBOX 
 Specimens have been destroyed 

Additional Comments      

	
	


Name of Principal Investigator (PRINTED)        
___________________________________________


__________

Signature of Principal Investigator
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