


IRB Study Number ___________________



IRB Study #                       


	Form Version Date 2014-09-12
	

	Continuing Review of Approved Human Study Protocol

	· Submit to Research Service (151) by date on email notification. 

· Check items that are included with your submission 

· Call Margaret (x2802) or Stephanie (x7464) if you have questions about this form.        

· All approved human studies protocols are subject to continuing review by the Institutional Review Board (IRB).


	Date 
	     

	IRB Study Number 
	     - FORMDROPDOWN 


	Principal Investigator
	     

	Study Title
	     


Contact 

	Name
	Phone
	Routing

symbol
	Email
	Pager or Cell Phone

	     
	     
	     
	     @va.gov
	     

	Off-site 

mailing address
	     


Attachments

Required documents:


Abstract, updated with progress and findings to date, if any (Limit 500 words)



here
Place a copy of the abstract 

PHI and Sensitive Data Use Statement (no longer required at Continuing Review)

Conflict of Interest Statement from each member of the research team working on this study.


Research Personnel form


Attestation of the Principal Investigator

Check all that apply:


SRS Continuing Review form


Informed Consent Form: Do not change the version date if there have been no changes in your consent form. 


Do print a clean copy of the consent form for IRB review




Not applicable; this study received a waiver of documentation of consent

HIPAA Authorization form:  Attach a stamped copy of the currently approved HIPAA authorization form.




Not applicable; this study received a waiver of HIPAA authorization

For studies which are no longer enrolling, please attach a stamped copy of the most recently IRB-approved consent form(s) and HIPAA Authorization Form. 


Consent for Use of Picture and/or Voice 


Surrogate Consent 


Assent form

Adverse Event summary form

     
Other Attachments (specify): 

	Study Status

	1. 
	Current sponsor
	     

	2. 
	Project Status 
	

	
	 FORMCHECKBOX 

Study not begun yet or is not active
	Explain:       

	
	 FORMCHECKBOX 

Study on hold
	Explain:       

	
	 FORMCHECKBOX 

Recruiting subjects/ accessing records / collecting specimens

	
	 FORMCHECKBOX 

Will be recruiting subjects/ accessing records / collecting specimens
	Projected start date:      

	
	 FORMCHECKBOX 

Recruitment complete, permanently closed to enrollment, in follow-up
	 FORMCHECKBOX 
  Subjects still receiving research intervention
 FORMCHECKBOX 
  Subjects not receiving research intervention

	
	 FORMCHECKBOX 

Data collection complete and in data analysis only
	

	
	 FORMCHECKBOX 

Study completed or discontinued
	If closing, do not complete this form.  Instead, complete the Request for Closure form


Data collection
	3. 
	What kind of data collection is being conducted in this study?    
	 FORMDROPDOWN 



Human subjects      FORMCHECKBOX 
N/A
	4a.  
	Are subjects required to sign an informed consent?
	 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No

	

If no, do you have a waiver of informed consent for this study?
 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No
	

	4b.  
	Are subjects required to sign a HIPAA form?
	 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No

	

If no, do you have a waiver of HIPAA for this study? 
 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No
	

	4c. 
	How many subjects were approved for the study?    
     
	

	4d. 
	Are vulnerable subjects intentionally targeted (not just included) in this study?                 
	 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No

	

Check the categories of vulnerable subject that apply:
	Number of 
vulnerable subjects 
consented to date
	

	

 FORMCHECKBOX 

Children
	     
	

	

 FORMCHECKBOX 

Pregnant women and fetuses
	     
	

	

 FORMCHECKBOX 

Students
	     
	

	

 FORMCHECKBOX 

Employees
	     
	

	

 FORMCHECKBOX 

Mentally disabled or impaired decision-making capacity
	     
	

	


Is the study approved for surrogate consent?  FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No
	

	

 FORMCHECKBOX 

Persons with a serious and persistent mental illness
	     
	

	

 FORMCHECKBOX 

Economically or educationally disadvantaged persons
	     
	

	
	
	

	4e. 
	At this site, how many subjects:
	Since the last review
	To date
	

	

Consented
	     
	     
	

	

Enrolled/randomized
	     
	     
	

	

Withdrew*
	     
	     
	

	

Were withdrawn by the PI*
	     
	     
	

	

Required surrogate consent
	     
	     
	

	

Experienced a serious adverse event
	     
	     
	

	    

*Not including death
	
	
	

	
If applicable, describe why the subject(s) withdrew (not including death)


     


	

If applicable, describe why the PI withdrew the subject(s) (not including death)  


     


	

If applicable, explain why the total number of subjects consented is greater than the number approved for this study.


     


	Medical Record Review Only      FORMCHECKBOX 
N/A

	5a. 
	How many medical records were approved for this study?      
                         

	 
	Since the last review
	            To date
	

	5b. 
	At this site, how many medical records were accessed?
	     
	     
	

	

If applicable, explain why the total number of medical records accessed is greater than the number approved.


     


	Specimen Collection Only      FORMCHECKBOX 
N/A

	5c. 
	How many specimens were approved for this study?    
                        

	 
	Since the last review
	To date
	

	5d. 
	At this site, how many specimens were collected?
	     
	     
	

	

If applicable, explain why the total number of specimens collected is greater than the number approved.


     


6.  
List the number of subjects by gender, race, and ethnicity. This includes all subjects who signed a consent form (not enrolled or randomized). For studies without consent forms, including retrospective medical record reviews, list data if it was tracked or if practicable, or check the box.


 FORMCHECKBOX 
    Not tracked for this study or not practicable. 

.

	 
	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
	     
	     
	     
	     
	     
	     
	     

	Protocol, IB, & Amendments

	

	7. 
	Does the study have an Investigator's Brochure (IB)?                                                          
	 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No

	

a. 
What is the date and/or version number of the most recent IB?   
                
	

	

b. 
Does the IRB have a copy of this IB? (If not, submit the IB with an amendment   

               form.)      
	 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No

	8. 
	What is the date and/or version number of the most recent protocol?
                          
	

	

a. 
Does the IRB have a copy of this protocol? (If not, submit the protocol with an amendment form.)                                                                                 
	 FORMCHECKBOX 
  Yes      FORMCHECKBOX 
  No

	  
	Have there been any amendments to the study since the last review? 
If yes, attach CR Amendment table which can be found on the IRB SharePoint site.  (see example below)
    9a. Read through the most recently approved  consent form.
   Is the consent still consistent with the protocol and all amendments to date?  

                                                              FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No
  9b. Read through the most recently approved  HIPAA Authorization.

 Is the HIPAA Authorization still consistent with protocol and all amendments to date?     

                                                             FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No



	Brief description
	Date submitted

to IRB
	Date approved by IRB

	(sample) Recruitment materials
	1/1/11
	1/1/11


Risk Assessment, Adverse Events, Unanticipated Problems, etc.
	10.
	Have there been any adverse event reports received from the sponsor that were:
	· External 

· Serious
	 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No

	
	a. 
Has the IRB been notified of any subsequent changes to the study or to the risk/benefit ratio of the study as a results of analysis of these reports?    FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No     FORMCHECKBOX 
 No changes
	
	

	11.
	Have there been any adverse events that were:
	· Internal 

· Not related 

· Not serious 
	Not reportable

to the IRB

	12.
	Have there been any adverse events that were:
a. 
If yes, attach the Continuing Review Adverse Event form. Report all internal related non-serious AEs to date.

	· Internal 

· Related 

· Not serious
	 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No

	13. 
	Have there been any adverse events that were:
a. 
If yes, number of internal SAEs reported to the IRB since the last review:      
b. 
If yes, number of internal SAEs reported to the IRB to date:          
c. 
If yes, has the IRB has been notified of any subsequent changes to the protocol or to the risk/benefit ratio of the study as a result of analysis of these reports?  FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No     FORMCHECKBOX 
 No   changes
	· Internal 

· Related or possibly related 

· Serious, including death
	 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No

	14. 
	Has the current risk/potential benefit assessment based on study results changed since the last review?
	 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No

	
	a. 
If yes, explain     


     
	
	

	15. 
	Have any unanticipated problems involving risks to subjects occurred (such as protocol violations, significant errors, accidents, wrong drug/dose administered, unqualified subject enrolled and started on drug or device?
	 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No

	
	a.
 If yes, explain


     
	
	

	
	b. 
Were they reported to the IRB?   FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No
	
	

	16. 
	Have there been any Data Safety and Monitoring Reports (DSMB reports, data safety committee reports, etc.) since the last review?
	 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No

	
	a.
 If yes, briefly describe conclusions.



     
	
	

	17.
	Have there been any general safety notifications/warnings (FDA warnings, sponsor notifications, etc.) since the last review?
	 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No

	
	a. 
If yes, explain


     
	
	

	18.
	Have there been any research findings to date that could affect the risk/benefit ratio to subjects?
	 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No

	
	a.
If yes, explain


     
	
	

	19. 
	Have you received any concerns or complaints to date from subjects or any source?
	 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No

	
	a. 
If yes, explain


     
	
	

	
	b. 
Were they reported to the IRB?     FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No
	
	

	20.
	Have there been any trends to date that could affect the risk/benefit ratio to subjects?
	 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No

	
	a. 
If yes, explain


     
	
	

	21. 
	Has there been any recent literature pertinent to this research to date that could affect the risk/benefit ratio to subjects?
	 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No

	
	a. 
If yes, explain


     
	
	

	22. 
	Have there been any unanticipated risks or new information discovered during the course of the study that might affect a subject's willingness to participate?
	 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No

	
	a. 
If yes, explain


     
	
	

	
	b. 
Did you submit a revised consent form to the IRB for review and approval? 



 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No       FORMCHECKBOX 
  N/A
	

	
	c. Did subjects have to be reconsented?     


 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No       FORMCHECKBOX 
  N/A
	
	

	23.
	Unless this study has been determined to have no hazards identified for research staff, it should be reviewed and approved annually by the Subcommittee on Research Safety (SRS) by completing the Safety Continuing Review form.  Contact the SRS Administrator at srsmn@va.gov if you have any questions. 
	 FORMCHECKBOX 
 Safety form attached
 FORMCHECKBOX 
 No hazards identified

	24. 
	Does this study include an investigational medical device?
	
	 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No

	
	a. 
If yes, submit a copy of the device inventory sheet.
	
	

	25. 
	Any additional comments.


     


26. Scope of Practice

I confirm that to the best of my knowledge the approved scope of practice for each of the research personnel listed on this project is accurate.                                                                                                             





          








    PI initials   ________  
I certify that the information provided in this application, together with any requested additional information, is complete and correct.  I understand that as principal investigator, I am ultimately responsible for the protection of the rights and welfare of human subjects and the ethical performance of this research.  I agree to comply with all applicable MVAHCS IRB policies and procedures, and applicable federal, state and local laws.  I also certify the following:

· The research was performed by qualified personnel as specified in the approved research application and/or protocol, 

· No changes were made to the research protocol (except when necessary to eliminate apparent immediate hazards to the subject), or the consent process (if one is required) without prior approval by the IRB, 

· Legally effective informed consent/assent was obtained from all human subjects, unless this requirement was waived by the IRB, using only the recruitment materials and informed consent/assent documents approved by the IRB. 

· All applicable serious, unexpected, or otherwise significant adverse events; unanticipated problems; or significant new findings discovered during the course of this study which may affect the risks and benefits to participation have been reported to the IRB according to IRB policies and procedures. 

· Any biological specimens collected for banking are stored in a VA-sponsored or VA-approved tissue bank 

· The master list of subjects entered into the study contains only those who have signed an informed consent form unless the IRB granted a waiver of informed consent, or a waiver of the signed informed consent form.

· If these conditions were not met, I understand that approval of this research could be suspended or terminated.
  

Principal Investigator signature________________________________________ Date __________________
3

