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Institutional Review Board (IRB)

Office of Research and Sponsored Programs

Study Completion/File Closure Form


Please submit this completed form (1 copy, unless otherwise requested) to the paw@neomed.edu, Trish Wilson, Regulatory Affairs Coordinator.  You may append additional information to this sheet. Please attach a copy of the Adverse Event reporting log if applicable.

	I. INVESTIGATORS (names, degrees)
	Dept./Section/Location
	Telephone
	Email
	Status

	     
	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	     
	 FORMDROPDOWN 


	Ia. Staff Contact / Research Coordinator
	Telephone
	FAX
	Location and Room #

	     
	     
	     
	     

	II. NEOMED PROTOCOL NUMBER:      


	II.  TITLE OF PROTOCOL

     

	III.  DATE OF INITAL APPROVAL:   


	IV.  DATE OF LAST CHECKPOINT OR FULL BOARD CONTINUATION:     




1. Brief description of the protocol:      
2. 
Brief description of the results of the protocol:      
3. Please check one or more reasons that may apply for protocol completion/termination, and provide explanations, 
if necessary:


     Double click to check boxes


 FORMCHECKBOX 
   reached accrual goals;


 FORMCHECKBOX 
   did not reach accrual goals;


 FORMCHECKBOX 
never received funding;


 FORMCHECKBOX 
protocol closed due to serious adverse reaction(s);

      FORMCHECKBOX 
principal investigator is leaving the institution, no one is continuing the study;

      FORMCHECKBOX 
    Other reason:  

     If leaving the institution, where will research records for this project be retained: 



     



4. Total number of participants entered into this study:         If multisite study , list each site below and total number of participates entered  into the study:
5. Total Number of participants completing study:          If multisite study , list each site below and total number of participates completing  the study:

6. 
Were there any adverse events or reactions during the conduct of the study?
  FORMCHECKBOX 
  Yes    FORMCHECKBOX 
 No


If yes, how many:       Were these reported to the IRB?   FORMCHECKBOX 
  Yes   FORMCHECKBOX 
 No


If no, submit a list of serious adverse events not reported with this report.

7. 
Were there any serious adverse events or reactions?
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No


If yes, how many:      

If yes, submit a list of serious adverse events not reported with this report.

8.  Were there any incidents of non-compliance during the conduct of the project?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

8. 
Have there been any publications using results? If so, please append a copy of the publication(s) with this report.

9. 
Date of recruitment completion:      
10.  Date of data analysis completion:       
I certify that as of the date below, subjects are no longer being studied or followed and data analysis has been completed for this protocol.   This protocol should therefore be officially terminated by the Institutional Review Board.

Principal Investigator Signature













      Date


---------------------------------------------------------------------------------------------------------------------------------------------------

For IRB Use Only

I. Primary Reviewer’s Recommendation

 FORMCHECKBOX 
 

Completed: 
Project Has Been Successfully Completed.

 FORMCHECKBOX 
 

Completed:  
Project Never Received Funding.

 FORMCHECKBOX 
 

Project Should Be Closed, but additional explanation is needed: (explain below): 
_________________________________________________________________________________
__________________________________________________________________________________
Julie Aultman, Ph.D.









                        Date  

Updated 9/18/13

