Appendix J: Studies Conducted at or by the VAMC
	In addition to the protections provided under 38 CFR 16, the VHA Handbook 1200.05 requires that additional criteria be met whenever human participant research is conducted at a VAMC site.  See the informative PowerPoint presentation on our education page for information for researchers new to doing research with the VAMC: http://irb.wayne.edu/education.php
· Please submit only to the M1 or B3 IRB committees for review. 
· Review and approval is required by the Clinical Investigation Committee (CIC) at the John D. Dingell VAMC prior to submission to the WSU IRB. Please include the CIC memo and the completed Checklist for Reviewing Privacy, Confidentiality, and Information Security in Research with this submission.
· Flagging: Please note that the VA electronic medical record may need to be flagged (participation in the study will be visible in the participants medical records) if:
· If the IRB determines and documents that the patient health record must be flagged in Computerized Patient Record System (CPRS) as participating in a research, then the health record must identify the researcher, as well as contact information for a member of the research team that would be available at all times, and contain information on the research study or identify where this information is available.
· The duration of flagging is determined by local policy. 
· The protocol involves an invasive procedure; 
· Research interventions will be used with participants that could interfere with other care the participants may receive;
· Clinical services ordered as part of the study and used for medical care of the participant may interfere with other care or
· The use of a survey could provoke undue stress or anxiety, unless the IRB determines that flagging is not in the best interest of the participant.

The CIC Committee approval memo will stipulate whether or not the record requires flagging and why.  The WSU IRB will review this information and make an independent determination on whether or not the record requires flagging. 

· When the research participant is a patient (either an inpatient or outpatient), the participant must sign VA Form 10-3203 to permit photographs or video and voice recordings that will be used for research purposes even if the IRB has waived the requirement for documentation of consent for research. Photography or recordings cannot occur prior to the patient’s granting such permission. 
· When the research participant is a patient, the participant’s signed and dated VA Form 10-3203 must be placed into the medical record along with, if applicable, the signed and dated research consent document (i.e., VA Form 10-1086). The signed VA Form 10-3203 must be obtained and placed in the participant’s medical record, even if the IRB has waived documentation of consent for research. 
· The IRB is required to find and document in the minutes or IRB records specific findings in accordance with VA requirements. 
· When following Department of Defense regulations, the IRB considers the appointment of a research monitor:
· There may be more than one research monitor (e.g. if different skills or experience are needed. 
· The monitor may be an ombudsman or a member of the data safety monitoring board. 
· Final approval: After the IRB has approved a study, it cannot be started until it has been reviewed and approved in writing by the ACOS for the R & D at the VAMC indicating that all applicable approvals have been obtained and that the study may be started.

· International research: Permission must be obtained from the MCO, or designee, prior to initiating any VA research.

	A. Risk Category:

	1.
	Select the category that best represents the risk level of the proposed research:
	 FORMCHECKBOX 

Category 1
(No more than minimal risk)
 FORMCHECKBOX 

Category 2
(More than minimal risk, but 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)

	2.
	Provide protocol specific examples to support the category selected:

	     


B. Informed Consent Documentation and Process:
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	Select the method of informed consent:

	
	  FORMCHECKBOX 
 Written Informed Consent (VA  Form 10-1086)

 
	

	
	(a) The consent process and document will disclose the mandatory statement that in the event of a research-related injury the VA has to provide necessary medical treatment to a participant inured by participation (the research-related injury section cannot be omitted on VA studies).
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	
	(b) The consent process and document will disclose a statement that a veteran-participant will not be required to pay for care received as a participant in a VA research project except in accordance with federal law and that certain veterans are required to pay co-payments for medical care and services provided by the VA.
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	
	(c) The consent form includes language explaining the VA’s authority to provide medical treatment to research participants injured by participation in a VA study.
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	
	(d) The consent form contains language regarding risks of standard of care and those related to the research and the need for discussion those associated with usual care with the health care provider.
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	
	 FORMCHECKBOX 
 Request for Waiver of Informed Consent

Complete Q #46 on the Protocol Summary form.  
NOTE:  A Waiver of Consent must be requested if the PI is reviewing his/her clinic list or medical records for recruitment purposes. Cold calls to potential participants are not allowed for recruitment purposes. An IRB approved letter must first be sent to the potential participants to introduce the study.

	
	(a) Provide protocol specific justification for why a waiver of consent should be granted:
	     

	
	  FORMCHECKBOX 
 Request for a Waiver of the Requirement for Documentation of Informed Consent


 

	
	(b) Provide protocol specific justification why a waiver of consent should be granted.

(c) Complete Q #43 and Q #46(f) of the Protocol Summary form.
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	 Master List – Will a master list be retained?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No – go directly Q#5

	
	(a) If no, provide justification for not keeping a master list:
	     


C. Selection and Recruitment:
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	Population to be recruited by the site recruiting VA participants: If this is a multi-site study, this question only applies to the VA site.
	 FORMCHECKBOX 
  Veterans only

 FORMCHECKBOX 
  Both Non-Veterans and Veterans

	
	If both, provide justification for the recruitment of non-veterans:
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	 Does the study involve the recruitment of any other vulnerable groups? 

	
	a.  Children

	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	
	If children are recruited, 

(1) Attach the waiver granted by the Medical Center Director
(2) Provide evidence of PI qualifications to conduct research with children (attach or state specific evidence):
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. Research conducted with biological specimens or data collected from children would be considered research involving children.
	     

	
	 b.  Persons with Diminished Capacity to Consent or a Cognitive Impairment
	 FORMCHECKBOX 
  Yes, if yes, answer below
 FORMCHECKBOX 
  No

	
	i. Will study participants have temporary or fluctuating decisional capacity? Individuals, who because of a known condition, are at high risk for temporary (e.g., head trauma) or fluctuating (e.g., schizophrenia) lack of decision-making capacity must be evaluated by a qualified practitioner (who may be a member of the research team), to determine the individual’s ability to provide informed consent.     
	 FORMCHECKBOX 
  Yes, answer below
 FORMCHECKBOX 
  No
If yes,  please provide a description of how and whom will determine this:
     

	
	ii. Describe the re-consenting process with an appropriate surrogate: (See page 66 of the VA Handbook 1200.05 for listed authorized persons) 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.
	Describe: 
     

	
	iii. Describe the procedures to ensure that the participants’ Legally Authorized Representative or Guardian are well informed regarding their roles and obligations to protect persons who lack decision-making capacity:
	Describe: 
     

	
	iv. Describe the procedures for respecting dissent from the participant:
	Describe:

      

	
	v. If feasible, will investigators explain the research to the participant even when the surrogate gives consent? The VA may mandate this.
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No, because:      

	
	vi. An individual who is qualified as a LAR to provide informed consent on behalf of a prospective participant may not always qualify as a personal representative for purposes of consent to use or disclose a human subject’s PHI (i.e., signing a HIPAA authorization). If this study involves authorization for use or disclosure of a human participant’s PHI, state how investigators will ensure 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 
  Not seeking authorization for use of disclosure of participant’s PHI

Will ensure the LAR meets the requirements prior to signing by:     

	
	iv.    Is 1 the following 2 statements true? 

(1) The disorder 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, but only if the study cannot be performed with only persons who have decision-making capability; and
(2) The subject of the study is not directly related to the individual’s lack of decision-making capacity, but there is 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).
	 FORMCHECKBOX 
  No—STOP, these are mandatory for use of this participant population in VA research studies.

 FORMCHECKBOX 
  Yes - #1 is true

 FORMCHECKBOX 
  Yes - #2 is true. Please state the compelling argument:
     

	
	c. Pregnant Women, Fetuses, or Neonates
If yes, attach the waiver granted by the Medical Center Director.
Note: Research involving pregnant women as participants is not approved unless: 

· The research includes adequate provisions to monitor the risks to the participant and the fetus. 
· Adequate consideration has been given to the manner in which potential participants are going to be selected. 

· Adequate provision has been made to monitor the actual consent process by procedures such as: 

· Overseeing the process by which the consent of individuals is obtained either by: 

· Approving enrollment of each individual. 

· Verifying, perhaps through sampling, that approved procedures for enrollment of individuals into the activity are being followed. 

· Monitoring the progress of the activity and intervening, as necessary, through such steps as visits to the activity site and continuing evaluation to determine if any unanticipated risks have arisen. 

NOTE: Research involving neonates as participants is not approved unless:

· The research is either observational and/or retrospective.
	 FORMCHECKBOX 
  Yes 

 FORMCHECKBOX 
  No



	
	d.  Prisoners


If yes, attach the waiver granted by the Chief R&D Officer

Note:  Research involving prisoners cannot be conducted by the 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



	
	e. Other Vulnerable Groups


	 FORMCHECKBOX 
  Yes: 

 FORMCHECKBOX 
  No

	
	If yes, describe the group: 
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	Additional Safeguards for Vulnerable Participants

Explain if the individuals or populations being recruited are potentially vulnerable to coercion or undue influence, lack of decision-making capability, and/or increased susceptibility to harm from the proposed research:
	     

	
	If vulnerability is determined to exist, describe the additional safeguards that have been included in the study to protect the rights and welfare of these subjects:
	 FORMCHECKBOX 
 No potential vulnerability exists.
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	Research Sites                                                                                                                                                                                                     

Check all sites where this research will be conducted and describe what research procedures will be performed at each site (i.e., recruitment, consenting, blood draws, x-rays, etc.).    It is essential that this information is accurate. 

	
	 FORMCHECKBOX 
  
	Wayne State University 

Site:         
	Research Procedures:      


	
	 FORMCHECKBOX 
 


	University Physician Group (UPG)

Site:      
	Research Procedures:      

	

	
	 FORMCHECKBOX 
 


	Kresge Eye Institute Outpatient Care


	Research Procedures:      

	
	 FORMCHECKBOX 

	Barbara Ann Karmanos Cancer Center / Institute
	Research Procedures:      

	
	 FORMCHECKBOX 

	Oakwood Hospital
	Research Procedures:      

	
	 FORMCHECKBOX 

	John D. Dingell Veterans Administration Medical Center
	Research Procedures:      

	
	
	Detroit Medical Center Hospital or Institute:

	
	 FORMCHECKBOX 

	· Children’s Hospital of Michigan


	Research Procedures:      

	
	 FORMCHECKBOX 

	· Detroit Receiving Hospital / University Health Center
	Research Procedures:      

	
	 FORMCHECKBOX 

	· Harper University Hospital
	Research Procedures:      

	
	 FORMCHECKBOX 

	· Huron Valley / Sinai Hospital
	Research Procedures:      

	
	 FORMCHECKBOX 

	· Hutzel Women’s Hospital
	Research Procedures:      

	
	 FORMCHECKBOX 

	· Kresge Eye Institute Operating Room
	Research Procedures:      

	
	 FORMCHECKBOX 

	· Michigan Orthopedic Specialty Surgery Hospital
	Research Procedures:      

	
	 FORMCHECKBOX 

	· Rehabilitation Institute of Michigan
	Research Procedures:      

	
	 FORMCHECKBOX 

	· Sinai-Grace Hospital
	Research Procedures:      

	
	 FORMCHECKBOX 
 


	Other sites not listed above:

Site:      
	Research Procedures:      


D. Privacy, Confidentiality, and Security:
	9
	Provide a description of:

*Note: This is required for all studies, including retrospective chart reviews and prospective studies.

	
	(a) The method for ensuring privacy of the participants, 
	     

	
	(b) Security measures that are in place for  monitoring the data that is being collected for this study, 
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	Will Social Security Numbers (SSN), scrambled SSN, or the last four digits of SSN be used? 
NOTE: Answer “no” if the only use of SSNs is on the informed consent form or the HIPAA authorization.  
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No – go directly  to Q#11

	
	a. State the added security measures that are in place to protect the social security information. (e.g., kept on VA network drive with limited and password protected access.) 
	     



E. Data Safety Monitoring:
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	Retrospective
Retrospective VA studies, must include the following plan: 

(Responses can also be attached separately)

	
	Discussion of potential study outcomes that may have an effect on the participant’s health or well-being:
	 FORMCHECKBOX 
  See attached

     
	 N/A 

– The proposed study is not retrospective

	
	Procedure to determine when and how to notify individual participants or health providers of findings that may affect the participant’s health.
	 FORMCHECKBOX 
  See attached

     
	


F. International Research:
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	If research-related activities will be done internationally, is a MCD approval letter included in the submission?
	 FORMCHECKBOX 
  Not doing international research 

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No – STOP, MCD approval is required for 

                 international VA research


Be aware of the following special regulations for VA research:

· Serious adverse event:  Please see the IRB website for reporting requirements.  The IRB will review and determine if the AE is serious, unanticipated, and related or possibly related to the research. The IRB Chairperson must report the event to the VA facility Director within 5 business days after this determination. The VA facility Director will report to ORO within 5 business days after receiving the event report.

· If IRB approval expires:  The PI must immediately submit to the IRB Chair a list of research participants who could be harmed by stopping study procedures or identify that no one would be harmed.  The IRB Chair, with appropriate consultation with the VA Chief of Staff, will determine if participants on the list may continue participating in the research interventions/interactions.
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