IRB Reviewer Form:  Appendix J (VAMC)

In addition to this reviewer form, the Initial Submission Reviewer Form and any appropriate reviewer forms for vulnerable groups are required to be completed.

CIC Approval Memo

	1
	 Is the CIC approval memo attached?  If no, notify the committee’s RCA
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  

	2
	Does the CIC approval memo state whether or not the VA electronic medical record should be flagged?  
If no, report this to the committee’s RCA immediately as VA flagging status is a pre-requisite for IRB review.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  

	3
	In your opinion, is the flagging status noted in the CIC memo appropriate to protect the safety of the participant?  (NOTE:  Must state at the convened meeting whether or not you agree with the flagging status – especially if you disagree.)
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  If no, please state why: 
     


CR&D Officer
	4
	If the research is conducted by VA investigators, has an approval memo been obtained from the Chief Research and Development Officer?


	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  


Risk Category
	5. 
	Q#1: Do you agree with the level of risk selected by the PI?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  

	6. 
	Level of Risk that you are recommending: 

     

	 FORMCHECKBOX 

Category 1 – No more than minimal risk to the participant
 FORMCHECKBOX 

Category 2 – More than minimal risk, but with potential for direct benefit to the individual participants

 FORMCHECKBOX 

Category 3 – Research involving greater than minimal risk with no prospect for direct benefit but likely to yield generalizable knowledge about the condition being studied

	7. 
	Q#2: Do you agree with the PI’s protocol-specific justification for the assignment of level of risk to this protocol?


	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  

	
	If no, please provide justification for the level of risk you have recommended:
	Justify:      


Informed Consent Process: 
	8.
	Written Informed Consent                                                                                                              FORMCHECKBOX 
  N/A 
Is the VA Informed Consent attached?     (VA Form 10-1086 – Required for VA Studies)
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  

	
	Did PI answer “yes” to a-d?  

If no, there is a problem doing research. Comments:      
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  

	9.
	Waiver of Informed Consent                                                                                                          FORMCHECKBOX 
  N/A
Note:  A waiver of consent must be requested if medical records are used to identify potential participants for recruitment purposes, prior to informed consent being obtained. If a Waiver of Consent being requested:

	
	a. Is the risk of the waiver more than minimal?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  

	
	b. Will the waiver adversely affect the rights and welfare of the participants?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  

	
	c. Can the research be carried out without the waiver?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  

	
	d. Does the PI plan to notify participants of additional pertinent information, if appropriate?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  

 FORMCHECKBOX 
  N/A

	
	e. Do you agree with the PI’s protocol specific justification for waiver of consent?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  

	
	If no, provide protocol specific reasons why the waiver of consent should not be granted.

	Explain:       

	10.
	Waiver of Requirement for Documentation of Informed Consent                                             FORMCHECKBOX 
 N/A
Note: A waiver of consent must be requested if the PI is reviewing his/her clinic list or medical record for recruitment purposes. In addition, “cold” calls are not allowed for recruitment purposes.  An IRB approved letter must first be sent to the potential participants to introduce the study.
If a waiver of the requirement for documentation of informed consent being requested (for use of information sheet, oral consent, phone consent, etc., please answer the following:

	
	a. The research is not FDA-regulated.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  

	
	b. The research presents no more than minimal risk of harm to participants.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  

	
	c. The written script of information to be provided orally and all consent in the written information sheet includes all required and appropriate elements of the consent (see consent reviewer form).
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  

	
	d. The only record linking the participant and research would be the consent document.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  

	
	e. The principal risk of a signed consent form would be the potential harm resulting from a breach of confidentiality.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  

	
	f. Each participant will be asked whether the participant wants documentation linking the participant with the research (to sign a consent form), and the participant’s wishes will govern.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  

	
	g. Do you agree with the PI’s protocol specific justification for granting a waiver of the requirement for documentation of informed consent? 
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  

	
	If no, please provide a new justification or explain:  Please state the justification during the meeting, if this is a FB review.
	Justify:       

	11.
	Master List: 
Q#4: Will a master list be kept? The PI must retain a master list for all participants who request to sign or who have signed an informed consent document, regardless of whether or not the IRB grants a waiver of documentation of informed consent unless the IRB waives the requirement to keep a master list. List may pose potential breach of confidentiality.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No – answer below 

	
	  If no, do you recommend waiving the need to keep a master list? 


	 FORMCHECKBOX 
 Yes—answer below
 FORMCHECKBOX 
 No  

	
	  If yes, please provide justification and state this         

  justification at the IRB meeting.  


	Justify:       
Please state at the IRB meeting.  


Selection and Recruitment

	12.
	Veterans and Non-Veterans Recruited 

	 FORMCHECKBOX 

N/A

	
	Q#5: If both veterans and non-veterans are being recruited for this study, do you agree with the PI’s justification to recruit non-veterans?


	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  
If no, explain:      

	13.
	Children

	 FORMCHECKBOX 
  N/A

	
	If children will be enrolled, has the required waiver from CRADO been granted?         

Note: Research Involving children cannot be conducted by VA investigators while on official VA duty, using VA resources, completely or partially in a VA facility or at a VA-approved off-site facility unless a waiver has been granted by CRADO. Research conducted with biological specimens or data collected from children would be considered research involving children.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  If no, please tell the RCA immediately.  

	
	In your opinion, is the PI qualified to conduct research with children?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  If no, explain:      

	14.
	Persons with Diminished or Fluctuating Decision Capacity
Additional VA Regulations apply in addition to Appendix D; (VHA HANDBOOK 1200.05 81, 49):

Criteria for Decision-Making Capacity 
(1) An individual is presumed to have decision-making capacity unless any one or more of the following apply: 

(a) It has been documented by a qualified practitioner in the individual’s medical record in a signed and dated progress note that the individual lacks capacity to make the decision to participate in the proposed study. NOTE: The qualified practitioner may be a member of the research team. 
(b) The individual has been ruled incompetent by a court of law. 

(2) If there is any question as to whether or not a potential adult subject has decision-making capacity, and there is no documentation in the medical record that the individual lacks decision-making capacity, and the individual has not been ruled incompetent by a court of law, the investigator must consult with a qualified practitioner (who may be a member of the research team) about the individual’s decision-making capacity before proceeding with the informed consent process. 

49.d. Criteria for Enrollment. Individuals who lack decision-making capacity may be enrolled in protocols if: 

(1) State risk category
(2) The disorder (e.g., Alzheimer’s) leading to the individual’s lack of decision-making capacity is being studied, whether or not the lack of decision-making itself is being evaluated (e.g., an individual who lacks decision-making capacity as the result of a stroke can participate in a study of cardiovascular effects of a stroke), but only if the study cannot be performed with only persons who have decision-making capability. 

(3) The subject of the study is not directly related to the individual’s lack of decision-making capacity, but the investigator can make a compelling argument for including individuals who lack decision-making capacity in the study (e.g., transmission of methicillin-resistant Staphylococcus aureus (MRSA) infections in a nursing home where both individuals with, and those without, decision-making capacity are affected). 

49.e. IRB Determination. (1) Before approving the study, the IRB must: 

(a) Ensure the study includes appropriate procedures for respecting dissent; 

(b) Consider whether or not the study needs to include procedures for obtaining assent; and 

(c) Determine whether any additional safeguards need to be used (e.g., consent monitoring). 

(2) The IRB must document in the minutes its deliberations and the enrollment criteria used to approve inclusion.
	 FORMCHECKBOX 

N/A 

	
	Appendix D: In referring to Appendix D, is the method of assessing diminished capacity adequate and are the qualifications of the person doing the assessing adequate? See Criteria for Decision-Making Capacity, above in the explanation. 

	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  
If no, explain:      


	
	Appendix D: In referring to Appendix D and Q#6.b.v., if assent is appropriate, is the method of obtaining assent adequate?
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 Not needed because:      
 FORMCHECKBOX 
 No  
If no, explain:      

	
	Q 6 b.i. If the protocol indicates that participants may have fluctuating or temporary decisional capacity, does the PI provide an adequate description of how that will be determined and who will determine this?  Please see Appendix D for more questions regarding diminished capacity. 
	 FORMCHECKBOX 
 N/A 
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  
If no, explain:      


	
	Q 6 b.ii. & iii. Is the re-consenting process with an appropriate surrogate adequate?  Per VA regs, If the individual is deemed to lack decision-making capacity at the time of their participation in the study, a LAR must provide informed consent. If the participant regains decision-making capacity, the investigator or designee must repeat the informed consent process with the participant, and obtain the participant’s permission to continue with the study.

	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  
If no, explain:      

	
	Q 6 b.iv. Are the procedures for respecting dissent from the participant appropriate? The VA mandates that the IRB ensure this.

	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  
If no, explain:      

	
	Q 6 b.vi. Is PI adequately ensuring that the LAR meets the requirements of a personal representative (legal guardian or power of attorney) in HIPAA and the Privacy Act of 1974 prior to the LAR’s signing a HIPAA authorization? (see VHA Handbook 1605.1)
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  
If no, explain:      

	
	Please indicate if the enrollment criteria have been met (VHA HANDBOOK 1200.05 81, 49.d.;  Q#6.b.iv. 

(1) The proposed research entails: Check one:
(a) No greater than minimal risk to the subject as determined by the IRB; or 

(b) If the research presents some probability of harm, there must be at least a greater probability of direct benefit to the subject or 

(c) Greater than minimal risk and no prospect of direct benefit to individual subjects, but is likely to yield generalizable knowledge about the subject’s disorder or condition that is of vital importance for the understanding or amelioration of the subject’s disorder or condition. 
(2) The disorder (e.g., Alzheimer’s) leading to the individual’s lack of decision-making capacity is being studied and cannot be performed with only persons who have decision-making capability. Q#6.b.iv.
        OR
(3) The subject of the study is not directly related to the individual’s lack of decision-making capacity, but the investigator has made a compelling argument for including individuals who lack decision-making capacity in the study (e.g., transmission of methicillin-resistant Staphylococcus aureus (MRSA) infections in a nursing home where both individuals with, and those without, decision-making capacity are affected). Q#6.b.iv.
	Check one:
 FORMCHECKBOX 
 (a) met  OR
 FORMCHECKBOX 
 (b) met  OR
 FORMCHECKBOX 
 (c) met 
Please state this at the convened meeting for the minutes.
     
 FORMCHECKBOX 
 (2) met  

 FORMCHECKBOX 
 (2) not met       
OR
 FORMCHECKBOX 
 (3) met  

 FORMCHECKBOX 
 (3) not met       
Please state this at the convened meeting for the minutes.


	15.
	Pregnant Women, Fetus, or Neonates

	 FORMCHECKBOX 

N/A

	
	Are pregnant women, fetus, or neonates the focus of this study?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  

	
	If yes, has the required permission from CRADO been obtained?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  

	16.
	Prisoners
	 FORMCHECKBOX 

N/A 



	
	If prisoners will be enrolled, has the required waiver from CRADO been granted? 
Note: Research involving prisoners cannot be conducted by VA investigators while on official VA duty, using VA resources, completely or partially in a VA facility, or at a VA-approved off-site facility, unless a waiver has been granted by the CRADO.

 
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  

	17.
	Additional Safeguards for All Vulnerable Participants
	 FORMCHECKBOX 

N/A 



	
	Q#7: Do you agree with the PI’s assessment of the potential for vulnerability to coercion or undue influence, increased susceptibility to harm, etc?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  If no, please comment and raise issue at the IRB meeting if FB:      

	
	Q#7: Has the PI provided adequate protections and additional safeguards for the group? 
	Please state answer at the convened meeting, for full board review.

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No If no, please comment and raise issue at the IRB meeting if FB:      


	18.
	Research Sites

Q#8: Has the PI completed this question?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  
comments:      


Privacy, Confidentiality, and Security 
	19.

	In reviewing the PI’s answer to Q#9 and the VAMC Privacy and Information Security Checklist, did the VA Research Office adequately review the (a) privacy, (b) security and (c) confidentiality measures in place to protect both participants and data?

	 FORMCHECKBOX 
 Not attached—please contact your RCA immediately.  

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No – If no, please explain what is inadequate:  
      

	
	In your opinion, are the measures in these plans sufficient?


	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  If no, specify required changes, if not noted above, and raise these issues at the meeting if this is FB review.
Describe:       

	20.
	Q#10 SS#: If PI answered “yes”, are the PI’s additional security measures in place to protect the SS# adequate? Please state answer at the meeting if this is a FB review study.
	 FORMCHECKBOX 
  N/A 
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No:  describe:       


Data Safety Monitoring
	21.
	Q#11: The VA requires a data safety monitoring plan for retrospective studies as well as prospective studies. Please see the Data Safety Monitoring section of eProtocol for information on prospective DSM plans.  See the VAMC Checklist or Appendix J for retrospective plans. 

Has the PI provided an adequate plan for monitoring data and the safety of VA participants?  
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No: describe:       


International Research

	22.
	If international research is being conducted, is the required CRADO approval letter attached?

	 FORMCHECKBOX 
  N/A 
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  If no, contact the RCA immediately.


	Additional Comments: 
     



Signature of Reviewer:      ____________________________________________________________
Printed Name:      ___________________________________________________________________
IRB Committee:       _________________________________________________________________
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