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This form must be included with all project submissions unless individuals with impaired decision making capacity are excluded from the study.
I.  Study Identification
	Title of Study
	     

	Principal Investigator
	     


II.  Eligibility for Enrollment
	The investigator must check the applicable boxes as indicated.

	a.  The proposed research entails one of the following:

	 FORMCHECKBOX 

	No greater than minimal risk to the subject.

	 FORMCHECKBOX 

	The research presents some probability of harm but there is a greater probability of direct benefit to the participant.

	 FORMCHECKBOX 

	The research is greater than minimal risk and there is no prospect of direct benefit to individual subjects but the research is likely to yield generalizable knowledge about the subjects disorder or condition that is of vital importance to the understanding or amelioration of the subject’s disorder or condition.

	b.  Please check which of the following requirements for the inclusion of individuals with impaired

     decision-making capacity is met by your study purpose and design.

	 FORMCHECKBOX 

	The disorder leading to the subject’s decision-making capacity is being studied, whether or not the lack of decision-making capacity itself is being evaluated, but only if the study cannot be performed with only persons having decision-making capacity.

	 FORMCHECKBOX 

	The subject of the study is not directly related to the individual’s lack of decision-making capacity, but a compelling argument can be made for including individuals who lack decision-making capacity in the study.

	Provide justification for the box you checked above:

     



III.  Additional Safeguards
	Please answer the following questions regarding additional safeguards and protections for the involvement of this population.

	a.  Is there a description in your protocol detailing how an individual’s decision-making capacity is

     determined prior to enrolling the participant in the study?

       FORMCHECKBOX 
  Yes         FORMCHECKBOX 
   No.  If no, specify what the plan is:          


	b.  Does the protocol contain provision for obtaining assent of the participant and to respect any 

    dissent of the participant?

       FORMCHECKBOX 
  Yes         FORMCHECKBOX 
   No.  If no, specify what the plan is:          


	c.  Does the protocol detail adequate provisions for informing the participant’s legally authorized

     representative of the roles and responsibilities of the legally authorized representative and for 

     providing the legally authorized representative with all the information that would have been 

     provided to the participant?

      FORMCHECKBOX 
  Yes         FORMCHECKBOX 
   No.  If no, specify what the plan is:          

	d.  Does the study involve participants with temporary or fluctuating impaired decision-making 

     capacity?

     FORMCHECKBOX 
  Yes         FORMCHECKBOX 
   No

    If yes, is there a plan for re-consenting subjects detailed in the protocol after the participant regains 

    decision- making capacity?

     FORMCHECKBOX 
  Yes         FORMCHECKBOX 
   No.  If no, specify what the plan is:          

	e.  Please provide information on any additional safeguards included in the protocol to protect 

     this vulnerable population:

          


IV.  Investigator Certification
	The principal investigator must check each box and sign and date the form.



	 FORMCHECKBOX 

I understand my responsibilities to follow all applicable VA and federal requirements to protect the rights and welfare of this vulnerable population
 FORMCHECKBOX 

I understand that the informed consent requirements described in VHA Handbook 1200.05 concerning this vulnerable population  are not intended to preempt any applicable federal, state, or local laws that require additional information be disclosed for the informed consent to be legally effective. 
 FORMCHECKBOX 

I understand VHA Handbook 1200.05 describes the entities allowed to provide surrogate consent for research purposes unless otherwise specified by applicable state law.
 FORMCHECKBOX 

I agree to follow all additional protections and safeguards for this vulnerable population as described in this project and as required by the VA Central IRB and I will ensure my project team is informed of these protections, safeguards, and requirements.



	
	Signed
	
	Date
	


Vulnerable Population Supplement


(Individuals with Impaired Decision-Making Capacity)
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