Institutional Review Board 
VA Medical Center, Minneapolis, MN

Request for Closure of Approved Human Study Protocol

Please complete and return this form to the IRB Office (151)

Principal Investigator:  
Protocol Name:  
Number:#






DUE IMMEDIATELY



Date of last approval:  
Contact 

	Name
	Phone
	Routing

symbol
	Email
	Pager or Cell Phone

	     
	     
	     
	     
	     

	Off-site 

mailing address
	     


1. Reason for closure:


 FORMCHECKBOX 

Protocol reached accrual goals
 FORMCHECKBOX 

PI decided to end study


 FORMCHECKBOX 

Never received funding
 FORMCHECKBOX 

Procedure/drug now approved


 FORMCHECKBOX 

PI/major participant left institution
 FORMCHECKBOX 

Lost funding


 FORMCHECKBOX 

Not enough subjects for project to be completed
 FORMCHECKBOX 

Drug/device had minimal effect


 FORMCHECKBOX 

Closed due to adverse reaction(s)
 FORMCHECKBOX 

Other: _______________________

Current sponsor_______________
2.
Have all subjects had their final visit? 
 FORMCHECKBOX 
  No        FORMCHECKBOX 
  Yes        FORMCHECKBOX 
  NA

2a.
Are there provisions for follow-up or referral of subjects? 
 FORMCHECKBOX 
  No        FORMCHECKBOX 
  Yes        FORMCHECKBOX 
  NA


If yes, describe:

3.
Did all subjects give written, informed consent and authorization?    FORMCHECKBOX 
  No        FORMCHECKBOX 
  Yes
3a.
If Yes, a signed copy of the consent and authorization forms have been: 


 FORMCHECKBOX 

Filed in the investigators files 


 FORMCHECKBOX 

Filed in the medical chart of each VA subject entered into the study 


 FORMCHECKBOX 

Given to the subject to keep


 FORMCHECKBOX 

Given to the Pharmacy, if appropriate, for trials requiring investigational drugs


 FORMCHECKBOX 

Given to the Research Office

If you do not check the first three under 3a, please explain:


3b.  If No, did this project receive a waiver of informed consent and/or waiver of authorization?


       FORMCHECKBOX 
  No        FORMCHECKBOX 
  Yes

4.
Total number of subjects consented (or specimens/records if consent is waived)

      since the last report ______

5. Total number of subjects consented (or specimens/records if consent is waived) to date 

 

5a.  If vulnerable subjects were targeted in the study, enter the total number of vulnerable subjects enrolled._____________
6.
Number of subjects/records approved for the study 

 


If total enrollment exceeds the number of subjects approved for the study, please explain.
7. Total number of subjects who have withdrawn from the study or study treatment:

Withdrawn by self 

 
Withdrawn by investigator 



Reason(s) for the withdrawal(s):
8.
Provide an accounting of research subjects:
a) Number of all research subjects (who signed a consent form or whose records/samples are accessed) ___
b) Number of  subjects randomized ___
c) Number of  subjects for whom surrogate consent was required ___
d) Number of subjects who withdrew consent and specify reason ___
e) Number of  subjects who experienced a Serious Adverse Event ___
9.
Number of subjects who signed a consent form or whose data was accessed in the study to date according to the following categories: (You must collect and report this information to the IRB regardless of the type of study you are conducting.)
	
	American Indian or Alaskan Native
	Asian or Pacific Islander
	Black, not of Hispanic Origin
	Hispanic
	White, not of Hispanic Origin
	Other or Unknown
	TOTAL

	Female
	
	
	
	
	
	
	

	Male
	
	
	
	
	
	
	

	Unknown
	
	
	
	
	
	
	

	TOTAL
	
	
	
	
	
	
	


Please answer all questions.  If you answer yes, submit explanation.
	10.  Have there been any changes regarding the use of vulnerable populations (decisionally impaired, employees, serious and persistent mental illness, students)?
	Yes
	No

	11.  Have you received any complaints about the study from any source?
	Yes
	No

	12.Have there been any previously unreported serious or unexpected adverse events or injuries associated with this study?  (local and/or outside this facility)
Have all of these been submitted to the IRB for review?

Is the AE Excel spreadsheet of all previously unsubmitted AE reports included?
	Yes

Yes

Yes
	No

No

N/A

	13.  Were there any unanticipated risks or new information discovered during the course of the study that might affect subjects’ willingness to participate?
	Yes
	No

	  13a. If Yes, did you submit a revised consent form to the IRB for review and approval?
	Yes
	No

	  13b. If Yes, were subjects reconsented? 
	Yes
	No

	14.  Have any changes been made to the consent form without approval by the IRB?

       If Yes, explain
	Yes
	No

	15.  Have there been any changes to this protocol that have not been previously submitted to and approved by the IRB?
	Yes
	No

	16.  Have any unanticipated protocol violations (including significant errors and accidents) occurred? (e.g., wrong drug/dose administered, unqualified subject enrolled and started on drug or device)
	Yes
	No

	  16a.  If Yes, were they reported to the IRB?
	Yes
	No

	17. Have there been any instances of non-compliance with applicable regulations?

    (e.g., subjects not consented, protocol/consent changes instituted without approval) 
	Yes
	No

	  17a.  If Yes, have they been reported to the IRB?
	Yes
	No

	18. Have you used advertisements not approved by the IRB?
	Yes
	No

	19.   Name of Study Coordinator:

         Phone:                                             Mail Code:
	XXX
	XXX

	20.  Have there been any changes in personnel (e.g., principal investigator, study coordinator)?
      If Yes, provide name(s) of new personnel and date(s) of human subjects protection training.


	Yes
	No

	21.  Are biological specimens collected for banking in this study?
	Yes
	No

	  21a.  Are specimens stored in VA-sponsored or VA-approved tissue bank? 

Provide name, institution and location of bank.  


	Don’tKnow
	Yes
	No


22.
On a separate sheet of paper provide information for the study progress report.

A.
Provide an updated abstract of the project.   Include in the heading date abstract was revised, protocol #, protocol title and name of PI.

Organize the abstract under these headings:  


OBJECTIVES:


RESEARCH PLAN AND METHODS:


FINDINGS, RESULTS, CONCLUSIONS:


CLINICAL RELEVANCE:

This abstract should be less than one page long.  . Since you are terminating the study, provide your findings and conclusions or if the study was never initiated, the reasons for not doing the study.



 FORMCHECKBOX 

Place a copy of the abstract here: Q:\Human Studies\Abstract Posting Folder
B.
Continuous Review Information  

Address the following issues, as applicable.  Please note: You must respond to each question.  If there have been no changes or reports submitted, you must document that there have been no changes or reports submitted during the continuing review period.  If there have been no changes or reports submitted since the last review, please check the box next to the item that states there have been no changes, otherwise check included and submit a separate document outlining the changes since the last review.

1. Provide a narrative summary that includes amendments or modifications to the research since the last review.     FORMCHECKBOX 
 Included 
a.  FORMCHECKBOX 
  There were no amendments since the last review. 

b.
 FORMCHECKBOX 
  There were no modifications to the research since the last review.  
2. Include whether or not the Investigator’s Brochure was updated during the continuing review period.        FORMCHECKBOX 
 Study does not have an investigator’s brochure.
       FORMCHECKBOX 
 Included with this submission


       FORMCHECKBOX 
  The investigator’s brochure was not updated by sponsor since the last review.
3. Report the number of serious adverse event reports (internal and external of the MVAMC); data safety monitoring reports; and sponsor safety reports received since the last review,  

       a.   There have been _______internal serious adverse event reports.
There have been  ________external serious adverse event reports.

 FORMCHECKBOX 
  There have been no inside and/or outside serious adverse event reports since the last review. 
b. There have been _______ data safety monitoring reports since the last review.
   
 FORMCHECKBOX 
  There have been no data safety monitoring reports since the last review.

c.
There have been _______ sponsor safety reports since the last review

 FORMCHECKBOX 
  There have been no sponsor safety reports since the last review. 
4. Summarize adverse events (inside the MVAMC); research findings to date; and subject experiences since the last review including any trends that could affect the risk/benefit ratio to subjects. 
      a.
 FORMCHECKBOX 
  There have been no inside adverse event reports since the last review. 
   
b.
 FORMCHECKBOX 
  There have been no research findings to date.

c.
 FORMCHECKBOX 
  There have been no subject experiences since the last review. 
   
d.
 FORMCHECKBOX 
  There have been no trends that could affect the risk/benefit ratio since the last review.

5. Summarize recent literature pertinent to this research, especially information about changes that may influence the risk/benefit ratio in the present study 

.      FORMCHECKBOX 
  Included          


 FORMCHECKBOX 
  There has been no recent literature pertinent to this research since the last review.


6.
Has the most recent version of the protocol been previously submitted to the IRB and the Investigational Pharmacy (if applicable)?  If you have not submitted the most recent version, please submit the protocol for IRB approval with a cover memorandum explaining the revision changes.






Yes  FORMCHECKBOX 
        No  FORMCHECKBOX 

C.
If this protocol includes an investigational medical device, submit a copy of the device inventory sheet.


Included  FORMCHECKBOX 
          N/A  FORMCHECKBOX 
          
D. All VA research data and materials must remain within the VA when studies are closed.  

a. I will store paper documents at :

b. I will store electronic data at :

c. I will destroy (list how destruction will take place) the following data:

No research records may be destroyed until further notice.  A new retention policy is being developed and until that policy has been approved, all records must be retained.    
d. Name a person who will be responsible for knowing where this data is stored and will pass on the information to others as necessary. 
I am aware that all research projects using human subjects must receive prior approval by the Human Studies Subcommittee (IRB), that any change in human use requires prior approval by the Subcommittee, that a signed consent form must be obtained from each subject before entering into the study, that continued human use approval requires continued review, that human use in projects not receiving favorable review must be discontinued and that a copy of all consent forms and such other related matters as correspondence must be retained by the Principal Investigator for a minimum of five (5) years after the study is terminated.  This form, together with any requested additional information, is submitted in compliance with these regulations.

Original Signature of Principal Investigator


Date

Call Margaret at (612) 467-2802 if you have questions.






November, 2012







1

