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	Principal Investigator: 
	MIRB #: 

	Study Title:       
	Date:       

	[Research Office Use Only]  Continuing Review Approved:  ___________until:_____________  


	A. Study Status at the Durham VAMC:  Please choose a response that best describes your study status.  If none are applicable, check “other” and explain.

	 FORMCHECKBOX 

	Retrospective chart review or study of existing data/specimens:  

      FORMCHECKBOX 
  No new charts or specimens being reviewed/analyzed

      FORMCHECKBOX 
  Continuing to review charts or specimens


	 FORMCHECKBOX 

	Prospective recruitment/enrollment has not started

	 FORMCHECKBOX 

	Open to prospective recruitment/enrollment:  
      FORMCHECKBOX 
  Active:  Participants enrolled and/or randomized and/or undergoing interventions
      FORMCHECKBOX 
  No participants enrolled and/or randomized

	 FORMCHECKBOX 

	Closed to prospective enrollment:  
      FORMCHECKBOX 
  Participants undergoing interventions
      FORMCHECKBOX 
  Participants in follow-up

      FORMCHECKBOX 
  Data analysis only
	Date Enrollment Closed:

     


	 FORMCHECKBOX 

	Recruitment-only (e.g., study procedures conducted at Duke or UNC, etc.)

	 FORMCHECKBOX 

	Study completed:  Close study,  Complete section D and J only

	 FORMCHECKBOX 

	Other, explain:       


	B. Research Procedures:  Identify applicable experimental procedures in the study.

	a.  FORMCHECKBOX 
  FDA-monitored treatment (IND or device)  If yes, provide IND/IDE #:       

	b.  FORMCHECKBOX 
  FDA-exempted drug of device (for minimal risk device check “k” below

	c.  FORMCHECKBOX 
  Novel combination of FDA-approved drugs or approved drug administered in novel context

	d.  FORMCHECKBOX 
  FDA-approved drug administered in accepted clinical context

	e.  FORMCHECKBOX 
  Surgical procedure (if any surgical component altered for research purposes)

	f.  FORMCHECKBOX 

Other invasive procedure (e.g.,  x-ray, anesthesia or arterial blood draw)

	g.  FORMCHECKBOX 

Venous blood draw 

	h.  FORMCHECKBOX 

Benign prospective collection of specimens (through swab, fluid collection, etc.)

	i.  FORMCHECKBOX 

Behavioral medicine intervention (including exercise, diet, or sleep modification)

	j.  FORMCHECKBOX 

Experimental behavioral interaction with participant (e.g., psychotherapy)

	k.  FORMCHECKBOX 

Data from imaging or minimal risk device (if X-ray or radiologic agent used, check ‘f’ above)

	l.  FORMCHECKBOX 

Observation or measurement of behavior (survey, cognitive testing, functional evaluation)

	m.  FORMCHECKBOX 
  No participant interaction; data obtained from existing specimens, recordings or databases 

	n.  FORMCHECKBOX 
  Other:       


	C. Risks

	1. Indicate risk level:   FORMCHECKBOX 
 Minimal risk     FORMCHECKBOX 
 Greater than minimal risk

	2. Are there any special privacy risks?   FORMCHECKBOX 
 N/A    

  FORMCHECKBOX 
 Genetic analysis    FORMCHECKBOX 
 Voice/image recording    FORMCHECKBOX 
 Social/financial risk  


	D. Participant Information

	1. Are non-Veterans enrolled in this study?     FORMCHECKBOX 
  Yes     FORMCHECKBOX 
 No

	2. As applicable, indicate the number of participants and/or records and/or specimens entered for the review period and since the inception of the study.  Also provide information on withdrawals during this review period.  
Enrolled= Consented
Enrollment Type
Prior enrollment

During this review period

 FORMCHECKBOX 

Number of participants enrolled:

        

     
Number of participants withdrawn:

        

     
Number withdrawn during this review period:

a. Lost to follow-up:       
b. Clinical/Safety reasons:       
c. Non-adherence to protocol:       
d. Participant died:       
e. Ineligibility:       
f. Other:       
    For Retrospective Studies:
 FORMCHECKBOX 

Number records from which data was obtained:

        

     
Number of records withdrawn:

        

     
If applicable, reason(s) for withdrawal(s):       
 FORMCHECKBOX 

Number of participants from whom specimens were obtained:

        

     
Number of specimens withdrawn:

        

     
If applicable, reason(s) for withdrawal(s):       


	3. Enter the cumulative participant gender and minority status for the Durham site only.

 FORMCHECKBOX 
  The study enrolled human subjects but gender and/or race or ethnicity were not collected.

2a. Race
Females

Males

Sex/Gender unknown or not reported
Total

American Indian or Alaska Native

     
     
     
     
Asian

     
     
     
     
Black or African American

     
     
     
     
Native Hawaiian or Other Pacific Islander

     
     
     
     
White

     
     
     
     
More than one race

     
     
     
     
Unknown or not reported
     
     
     
     
2b. Ethnicity 
Hispanic or Latino

     
     
     
     
Not Hispanic or Latino

     
     
     
     
Unknown or not reported

     
     
     
     
*The Ethnic Categories total must equal the Racial Categories total.

	4.Number of participants considered to be members of specific vulnerable populations:

Females

Males

Sex/Gender Unknown or not reported

Total

Pregnant women

     
     
     
     
Prisoners

     
     
     
     
Children

     
     
     
     
Subjects who lack decision making capacity

     
     
     
     


	


	E. Informed Consent and HIPAA Authorization
	Yes
	No

	1. Does this study have waivers of informed consent and HIPAA authorization to screen and recruit?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. What type of informed consent was used?

 FORMCHECKBOX 
  Written consent form

 FORMCHECKBOX 
  Waiver of documentation of informed consent

 FORMCHECKBOX 
  None:  Waiver of informed consent

	3. If applicable, include the currently approved ICF.
 FORMCHECKBOX 
  Not applicable

	4. Were all participants enrolled at Durham entered on a master list of subjects after signing and dating the approved ICF prior to undergoing any study interactions or interventions?

 FORMCHECKBOX 
  Not applicable:  The IRB granted a waiver of informed consent or a waiver of documentation of informed consent
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. What type of HIPAA authorization was used?

 FORMCHECKBOX 
  Written HIPAA authorization

 FORMCHECKBOX 
  None:  Waiver of HIPAA authorization

	6. If applicable, include the currently approved HIPAA authorization.
 FORMCHECKBOX 
 Not applicable


	F. Amendments

	1. Provide a list of all amendments to the protocol since last IRB initial or continuing review, whichever is most recent.  If more space is needed, attach additional page(s) as necessary.
 FORMCHECKBOX 
 There have been no amendments since the last IRB review.

Amendment Approval Date

Brief Description of Amendment

     
     
     
     
     
     



	G. Data Safety Monitoring and Risk / Benefit Assessment
	Yes
	No
	N/A

	1. Have there been any adverse events (AEs) in this review period?

If yes, attach a summary/list of all AEs that have occurred during the review period.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Have there been any Serious Adverse Events (SAEs) in this review period?

If yes, attach a summary/list of all SAEs that have occurred during the review period.

 FORMCHECKBOX 
 SAEs that did not have to be reported within 5 business days are attached. 

 FORMCHECKBOX 
 All local unanticipated SAEs related to the research   were submitted to the IRB within 5-business days.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Have there been any serious unanticipated problems related to the research involving risks to subjects or others during the review period?

If yes, attach a summary/list of all unanticipated problems that have occurred during the review period. 

 FORMCHECKBOX 
 Unanticipated problems that did not have to be reported within 5 business days are attached.

 FORMCHECKBOX 
 All local serious unanticipated problems related to the research were submitted to the IRB within 5-business days. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. Have there been any protocol or policy deviations during this review period?
If yes, attach a summary/list of all deviations.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Have there been any summaries, recommendations, or minutes from DMC/DSMB meetings or findings based on information collected by the data and safety monitoring plan?  
If yes, submit with continuing review package.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. Have there been any participant claims of injury or complaints regarding the research since the last Continuing Review and/or Initial Review?
If yes, describe:       
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



	H. Is this study part of a multi-center research project?
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 


	If yes:

1. Durham is the lead site & other sites’ IRB initial approvals were/will be submitted.
2. If available, relevant multi-center trial report(s) are attached.   FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 



	I. Conflict of Interest
	Yes
	No

	1. I have attached Conflict of Interest statements for all Investigators.
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	J. Overview / Findings

	1. Please provide a brief summary of the research (include methodology).
     

	2. If available, provide research findings to date.    FORMCHECKBOX 
 N/A

     


	3. If available, provide new scientific findings in the literature, or other relevant findings, that may impact the research.   FORMCHECKBOX 
 N/A

     


	4.  Have there been any study publications since the last and/or initial review?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If yes, attach the publication(s) with this submission.
5.  If applicable, was the VA acknowledged in each publication?   FORMCHECKBOX 
 N/A     FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No


 FORMCHECKBOX 
   Considering all of the above, the risks in this project are still outweighed by the benefits.

VERIFICATION:  I am aware that all research projects using human subjects must receive prior approval by the IRB, that any change in this project requires prior approval by the IRB, that consent must be obtained from each subject before entry into the study unless waived, that continuing review is required at least once annually, that projects using human subjects not receiving favorable review must be discontinued, and that a copy of all consent forms (as applicable) and study-related matters must be retained by the Principal Investigator according to VA policy. 

____________________________________________________

_________________

Principal Investigator Signature


                                     Date

FOR RESEARCH OFFICE USE ONLY:

	Committee Approvals:

	 FORMCHECKBOX 
 Approve      FORMCHECKBOX 
 Contingent Approval       FORMCHECKBOX 
 Disapprove      FORMCHECKBOX 
 Table

Comments:       


	IRB Member Signature:


	
	Date:       


	 FORMCHECKBOX 
 Approve      FORMCHECKBOX 
 Contingent Approval       FORMCHECKBOX 
 Disapprove      FORMCHECKBOX 
 Table

Comments:       


	SRS Member Signature: 
( FORMCHECKBOX 
 Not Applicable)
	
	Date:       


	 FORMCHECKBOX 
 Approve      FORMCHECKBOX 
 Contingent Approval       FORMCHECKBOX 
 Disapprove      FORMCHECKBOX 
 Table

Comments:       


	R&DC  Member Signature: 
( FORMCHECKBOX 
 Not Applicable)
	
	Date:      


FOR IRB USE ONLY

Date:

This is a notification to inform you that the required annual review has occurred and this study is approved by all relevant research subcommittees to continue.
You are reminded that no changes or modifications may be implemented for this study, except where necessary to eliminate apparent immediate hazards to participants, until you have requested and received full approval from all applicable subcommittees.
You are also reminded that all study personnel with a Durham VAMC appointment (e.g., VA-paid, WOC, or IPA) must remain current with all applicable research training and must maintain a current Research Scope of Practice endorsed by the PI of the study.
No research may be continued beyond the designated approval period.

Sincerely,

John D. Whited, MD, MHS

Associate Chief of Staff for Research and Development

