	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 subject research is conducted at a VAMC site.
· Review and approval is required by the Clinical Investigation Committee (CIC) at the John D. Dingell VAMC prior to submission to the Wayne State University Institutional Review Committee (IRB). Please include the CIC memo with this submission.

· Permission must be obtained from the CRADO, or designee prior to initiating any VA-approved international research.

· For full board protocols, you must submit to the M1, MP4, or B3 IRB Committees for review. These are the committees that have VA representatives as members.

· Please note that the VA electronic medical record may need to be flagged if the protocol involves an invasive procedure; research interventions will be used with the subject that could interfere with other care the subject may receive; clinical services that will be used in the medical care of subject ordered as part of the study may interfere with other care; or the use of a survey that could provoke undue stress or anxiety unless the IRB determines that the flagging is not in the best interest of the subject. Contact the JDD VAMC Research Office for instructions.

· After the IRB has approved a study, it cannot be started until it has been reviewed and approved in writing by the ACOS for R & D at the VAMC that all applicable approvals have been obtained and that the study may be started.



	1. 
	Select Risk Category for this study:
	 FORMCHECKBOX 

Category 1 

No more than minimal risk
 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
Provide protocol specific examples that support the risk category selection:
     


	2. 
	Select the type of informed consent documentation and process you will be using for this study:

	 FORMCHECKBOX 

Written Informed Consent (VA Form 10-1086)
a. The consent process and document will disclose a statement that in the event of a research-related injury the VA has to provide necessary medical treatment to a subject injured by participation.

 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No

b. The consent process and document will disclose a statement that a veteran-subject will not be required to pay for care received as a subject 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 subjects 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 #43 on the Protocol Summary Form)
 FORMCHECKBOX 

Request for a waiver of the requirement for documentation of informed consent.                         (complete #43f on the Protocol Summary Form) 

(Please note: a master list must be maintained by the PI for all subjects who request to sign 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 (in the case where the IRB waived the documentation of informed consent and determined that maintenance of such a list poses a potential risk to the subjects of a breach of confidentiality).
 FORMCHECKBOX 

Provide protocol specific justification for your request if either of the two previous choices were selected


Describe:


     


	3. 
	Consenting the Cognitively Impaired
	Will participants who are cognitively impaired by eligible for this study?

 FORMCHECKBOX 

Yes (if Yes, please complete “A” below)
 FORMCHECKBOX 

No
a. Describe assessment measures that will be used to judge capacity to consent for self.  Note: If there are no notes in records that indicate decision problems, you can assume the subject can sign for themselves, unless documentation is present by a qualified practitioner or ruled by court of law.



Describe:



     
Will participants likely have fluctuating decision capacity throughout the study?

 FORMCHECKBOX 

Yes 
 FORMCHECKBOX 

No
a. If Yes, describe how this will be determined.



Describe:


     
b. If Yes, describe the re-consenting process with an appropriate surrogate (see page 66 of the VA Handbook 1200.05 for listed authorized persons).



Describe:


     
c. Describe who will conduct the determination of an individual’s ability to provide consent (must be a qualified practitioner)..



Describe:


     


	4. 
	Selection and Recruitment
	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. A letter must first be sent to the potential participants to introduce the study.

 FORMCHECKBOX 

Veterans only
 FORMCHECKBOX 

Non-veterans (provide documentation to justify recruitment of non-veterans)

 FORMCHECKBOX 

Both

Does the study involve the recruitment of any other vulnerable groups (check those that apply)?
 FORMCHECKBOX 

Prisoners (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).
1. If checked, has a waiver been granted by the Chief R & D Officer?     Yes   FORMCHECKBOX 
     No   FORMCHECKBOX 

2. If checked, please complete WSU’s “Appendix E – Prisoners as Subjects” and submit with this protocol.

 FORMCHECKBOX 

Children (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 the CRADO). Research conducted with biological specimens or data collected from children would be considered research involving children.

1. If checked, has a waiver been granted by the Chief R & D Officer at the VAMC?     Yes   FORMCHECKBOX 
     No   FORMCHECKBOX 

2. If checked, please complete WSU’s “Appendix C – Children as Research Subjects” and submit with this protocol.

 FORMCHECKBOX 

Pregnant Women

1. If checked, has a waiver been granted by the Chief R & D Officer at the VAMC?     Yes   FORMCHECKBOX 
     No   FORMCHECKBOX 
                                (this is required for all VA studies)

2. If checked, please complete WSU’s “Appendix K – Research on Pregnant Women, Fetuses, and Neonates” and submit with this protocol.

3. Have appropriate studies on animals and non-pregnant individuals been completed?                    Yes   FORMCHECKBOX 
     No   FORMCHECKBOX 
                                                (please include citations in protocol)

4. Is the study designed to meet the health needs of the mother or the particular fetus?     Yes   FORMCHECKBOX 
     No   FORMCHECKBOX 
                                Explain:



     
5. Does the research present no more than minimal risk to the fetus or does it involve the least possible risk for achieving the study objectives?

Yes   FORMCHECKBOX 
     No   FORMCHECKBOX 

Explain:



     
6. Appendix K specifies other requirements for enrolling pregnant women.

 FORMCHECKBOX 

Other Vulnerable Group
1. If yes, define the group’s vulnerability.

Explain:



     
2. Describe methods planned to protect this vulnerable group.

Explain:



     


	5. 
	Privacy, Confidentiality, and Security Measures
	Have you developed a Privacy and Confidentiality section in your protocol or submitted a separate document?

 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No
a. If No, please submit

b. Please describe in detail how the privacy of individuals will be maintained:



Describe:



     
c. How will the confidentiality of the data be maintained?


Describe: (see page 30 of VA Handbook 1200.05 for guidance and submit)



     
Does the protocol have a plan for information security?

 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No
a. If No, please submit (see the VA Handbook 1200.05, page 30 for required content.) Note: The information for protection of privacy and confidentiality and information security may be combined.

Describe the method for monitoring the data that is being collected during the study and the method for notifying participants if findings warrant it.  Note: This is required for retrospective chart reviews in addition to all prospective studies.

Describe:


     


	6. 
	Data Safety Monitoring
	Provide a description of the safety and monitoring plan for your study (retrospective as well as prospective studies). 


Describe:


     
Please verify that when applicable, the plan includes the following:

· Discussion with subject of potential study outcomes that may have an effect on subject’s health or well-being.

 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No
 FORMCHECKBOX 

N/A
· Procedure to determine when and how to notify individual subjects or health providers of findings that may affect the subject’s health

 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No
 FORMCHECKBOX 

N/A


Describe the procedures in the plan:


     



Appendix J
Page 3 of 6
Form Date:  08/2011

