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	Please complete this form when all participants study-wide, not just the sites under the review of Sterling IRB, have completed their final visits and follow-up at all sites participating in the study. For the study to be considered closed, all databases must be locked to entry, and all study data must be de-identified across the entire study.  If you have any questions about what you should submit, please call (888) 636-1062.


This form is for use by single-sites where the Principal Investigator is also the Sponsor of the study. If another entity sponsors the study at your site, you must submit the Site Final Report; further, the Sponsor will need to submit the Sponsor Final Report.
Sterling IRB ID Number:        

Sponsor:       
Protocol:       



Protocol No.:       

	S T U D Y    C L O S U R E   D A T E S

	1
	Date the study was completed:                                                                                                                                            

	2
	Date the last participant completed:                                                                                                                                         
NOTE: All visits including any type of follow-up visits (i.e. phone follow-up) must be completed.

	3
	Has all data been de-identified and locked to entry? (*If no, study cannot be closed)
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
*No


	E N R O L LM E N T    I N F O R M A T I O N 

	* Total number of subjects consented  =  

   # Screen Failures + # Completed + # Withdrawn/Early Termination

	4
	Total number of subjects consented * 
	     

	5
	Total number of screen failures (did not meet inclusion/exclusion criteria)
	     

	6
	Total number of subjects completed
	     

	7
	Total number of subjects withdrawn from study or terminated early (If greater than zero, you must complete the table in Question 8 below.)
	     


	8
	Reasons for Subject Withdrawal or Early Termination (attach additional page, if needed)
	# of Participants

	
	     
	     

	
	     
	     

	
	     
	     


	9a
	Subject  
	Male
	Female

	
	# Consented
	     
	     

	
	# Completed 
	     
	     


	9b
	Subject 

Ethnic Makeup
	Hispanic or Latino
	Not Hispanic or Latino 

	
	# Consented
	     
	     

	
	# Completed 
	     
	     


	9c
	Subject 

Racial Makeup
	White
	American Indian or Alaska Native  
	Black/ African American
	Asian 
	Native Hawaiian/

Pacific Islander
	Other

(please specify):

	
	# Consented
	     
	     
	     
	     
	     
	     

	
	# Completed
	     
	     
	     
	     
	     
	     


	R I S K     I N F O R M A T I O N    

	* Any question answered “Yes” requires an attachment of explanation.

	10
	Have there been any Significant Protocol Deviations that have not already been reported to the IRB?
	 FORMCHECKBOX 
*Yes    FORMCHECKBOX 
 No

	11
	Have there been any Unanticipated Problems involving risks to subjects or others that have not already been reported to the IRB?
	 FORMCHECKBOX 
*Yes    FORMCHECKBOX 
 No

	12
	Have there been any Safety Reports (i.e. IND Safety Reports, Medwatch Reports, DSMB Reports or Multi-Center Trial Reports) that have not already been submitted to the IRB?
	 FORMCHECKBOX 
 *Yes    FORMCHECKBOX 
 No

	13
	Have there been any Serious Adverse Events that have not already been reported to the IRB?
	 FORMCHECKBOX 
*Yes    FORMCHECKBOX 
 No

	14
	Have there been any events that make you feel the risk/benefit ratio should change?

	 FORMCHECKBOX 
*Yes    FORMCHECKBOX 
 No

	15
	Has any new information involving risks or benefits to subjects or others (including publications in relevant recent literature or interim findings) become available that has not already been submitted to the IRB?
	 FORMCHECKBOX 
 *Yes   FORMCHECKBOX 
 No

	16
	Do participants need to be notified of any additional new information involving risks or benefits to subjects or others? (*If yes, please attach a notification plan.)
	 FORMCHECKBOX 
 *Yes   FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A


	R E G U L A T O R Y    O V E R S I G H T    I N F O R M A T I O N

	17

	a.  Has your site been audited by the FDA or OHRP since your last report? (*If no, skip this section and  

     continue to the next (Other Information))
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 *No

	
	b.  Which agency (or agencies)     

     audited you?
	List Agency/Agencies:                                         
 FORMCHECKBOX 
 N/A 

	
	c.  What was/were the date(s)  

     of audit?
	List Date(s):                                                   
 FORMCHECKBOX 
 N/A 


	18

	a.  If the FDA audited you, was a 483 received?


	 FORMCHECKBOX 
 *Yes    FORMCHECKBOX 
 No  

 FORMCHECKBOX 
 N/A

	
	b. Does the 483 pertain to a study under the review of Sterling IRB? *If yes, please specify which SIRB 

    protocol(s) the findings pertain to:       
	 FORMCHECKBOX 
 *Yes    FORMCHECKBOX 
 No  

 FORMCHECKBOX 
 N/A

	
	c.  Attach a copy of the 483 and all audit related correspondence.
 FORMCHECKBOX 
 Attached     FORMCHECKBOX 
 N/A 

	19
	a.  If the OHRP audited you, what was the outcome?
                                                                                                                                                                      
	 FORMCHECKBOX 
 N/A 

	
	b. If applicable, were the findings pertinent to a study under the review of Sterling IRB? *If yes, please specify 

    which SIRB protocol(s) the findings pertain to:       
	 FORMCHECKBOX 
 *Yes    FORMCHECKBOX 
 No  

 FORMCHECKBOX 
 N/A

	
	c.  If applicable, attach a copy of all audit related correspondence.              FORMCHECKBOX 
 Attached     FORMCHECKBOX 
 N/A 


	O T H E R    I N F O R M A T I O N

	* Any question answered “Yes” requires an attachment of explanation.

	20
	Have there been any subject complaints?
	 FORMCHECKBOX 
 *Yes    FORMCHECKBOX 
 No

	21
	Has any subject sought compensation for injury?
	 FORMCHECKBOX 
 *Yes    FORMCHECKBOX 
 No

	22
	Is there any other information available of which Sterling IRB should be aware? 
	 FORMCHECKBOX 
 *Yes    FORMCHECKBOX 
 No


	     
Name of Person Completing This Form              
	        
Position
	     
Telephone Number          

	       

Email Address                                                                                                                   
	        

Fax Number

	I acknowledge that I have reviewed the information provided on this Single-Site Final Report and all attachments and certify that the information provided is true and accurate to the best of my knowledge.  SEQ CHAPTER \h \r 1 

__________________________________________________ __       _____________________________________________________                              

Signature of Sponsor/Principal Investigator
                                        Date


	                                                                      
Sponsor/Principal Investigator Printed Name



	Please complete this form and email to info@sterlingirb.com or fax to Sterling IRB at (770) 690 - 9492.
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