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Vulnerable Population Checklist-Adults with Impaired Decision-Making Capacity


IRB-HSR# or UVA Study Tracking#                                         PI: 
Reviewer:
A person may have impaired decision making capacity due to any of the following:

· A psychiatric disorder (e.g., psychosis, neurosis, personality or behavior disorders),

· An organic impairment (e.g., dementia, Alzheimer’s), 

· A developmental disorder (e.g., mental retardation) that affects cognitive or emotional functions to the extent that capacity for judgment and reasoning is significantly diminished. In addition, persons under the influence of or dependent on drugs or alcohol, suffering from degenerative diseases affecting the brain, terminally ill patients, and persons with severely disabling physical handicaps, may also be compromised in their ability to make decisions in their best interests. 

· A neurological impairment (e.g. coma, decreased score on Glasgow Coma Scale)

	Use of a Legally Authorized Representative

In order to approve the use of an LAR all of the following must be answered YES or NA.

	
	REVIEWER COMMENTS

	1. Is it clear that not all individuals will be capable of giving informed consent?
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
	

	2. Is it clear that the aims of the study could not be achieved unless subjects included those with impaired decision making capacity? 
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
	

	3. If the study is determined to be greater than minimal risk, where appropriate, have animal and other pre-clinical studies been conducted which suggest that a potential for therapeutic benefit exists for all subjects?
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 NA- study is less than minimal risk
	

	4. Does the study involve non-therapeutic research* that will cause more than a minor increase over minimal risk ?

* not allowed:  non-therapeutic sterilization, abortion, psychosurgery or admission for research purposes to a facility or hospital as defined by the Code of Virginia at § 37.2-100 )
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 NA- study does not involve non- therapeutic research 
	

	INSTRUCTIONS: IRB reviewers should be diligent to focus only on the risks associated with the protocol that are directly related to the research. Risks associated with the standard of care procedures that may provide the framework for the research should not factor into the risk classification. In evaluating risks and benefits, the IRB should consider only those risks and benefits that may result from the research (as distinguished from risks and benefits of therapies subjects would receive even if not participating in the research) [45 CFR 46.111 (a)(2)] 

Are questions 1, 2 & 3 answered YES or NA & question # 4 answered No or NA?  
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
	If yes, use of LAR is approvable and the next 3 questions must all be answered YES  

	Has standard wording and a signature line been added to the consent form for the consent of the LAR, relationship to the participant and the attending physician Attending physician signature not required if no more than a minor increase over minimal risk.
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO


	 

	Did the IRB include at least one voting member, independent of the research and investigators, with appropriate professional background, knowledge and experience in working with individuals with questionable capacity
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO


	 

	Both the IRB-HSR and PI must keep in mind that decision making capacity may fluctuate, requiring ongoing assessment during the course of the research.  Does the protocol stipulate how the consent process will be continued after the subject is initially enrolled? 
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO


	 


	Adult Subjects with Impaired Decision-Making Capacity
To protect this vulnerable population all of the following must be answered YES.

	
	
	REVIEWER COMMENTS

	Are there adequate protections for privacy and confidentiality of information? 
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO


	

	Is there an adequate procedure to assess decision making capacity?
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO


	

	Are there provisions for ongoing assessment during the course of the research to asses the decision-making capacity of the subject? The consent process should be ongoing.
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO


	

	For research involving more than a minor increase over minimal risk are the protections proportional to the severity of capacity impairment?
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

 FORMCHECKBOX 
  NA
	

	For “Nontherapeutic research” is there no more than a minor increase over minimal risk?

Va Code: § 32.1-162.16. Definitions

"Nontherapeutic research" means human research in which there is no reasonable expectation of direct benefit to the physical or mental condition of the human subject.

NOTE:  This must apply to all arms of the study.  The placebo arm of a study does not meet the criteria of therapeutic research. 
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

 FORMCHECKBOX 
  NA- therapeutic research 
	

	Options for Additional Safeguards

Answer YES to all that are required by IRB. 

	Use of an Independent Monitor to observe the recruitment, assessment, and the informed consent process.
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO


	

	Use of an Legally Authorized Representative (LAR) /Surrogate
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO


	

	Assent of the subject.
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO


	

	Use of Informational/Educational Techniques, i.e. use of single sheet summaries of important information, frequently asked questions sheet. 
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO


	

	Use of Waiting Periods:  Individuals who are decisionally impaired may need more time to consider the information they are given.  Planning a built-in waiting period within the consent process also may be useful to allow potential participants time to consult with family members about whether or not to participate. 

	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO


	

	If the study will be regulated by ICH-GCP (E-6) consistent with FDA regulations do you confirm the following (all must be answered YES)

	A non-therapeutic clinical trial (i.e., a trial in which there is no anticipated direct clinical benefit to the subject) should be conducted in subjects who personally give consent and who sign and date the written consent document.

	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO


	

	Non-therapeutic clinical trials may be conducted in subjects with consent of a legally acceptable representative provided the following conditions are fulfilled:

· The objectives of the clinical trial cannot be met by means of a trial in subjects who can give consent personally.

· The foreseeable risks to the subjects are low.

· The negative impact on the subject’s wellbeing is minimized and low.

· The clinical trial is not prohibited by law.

· The opinion of the IRB is expressly sought on the inclusion of such subjects, and the written opinion covers this aspect. (e.g. the IRB has reviewed and approves of the inclusion of subjects who are cognitively impaired) 
· Such trials, unless an exception is justified, should be conducted in patients having a disease or condition for which the investigational product is intended.

·  Subjects in this study will be closely monitored and should be withdrawn if they appear to be unduly distressed.
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
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