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Attachment E
Research Involving Adults with 
Diminished Decision-Making Capability
Version Date:
     
IRB #:
     
Principal Investigator:
     
Study Title:
     
The following types of studies usually do not include adults with diminished decision-making capacity: 

1. Phase 1 clinical trials

2. Gene array studies

3. Tissue banking studies that are for unspecified purposes

4. Specimen collection for future use

Why should this population be included in the research?
Justify with information included in the protocol:      
Benefits and Risks of the Study

1. Does this study provide benefits to the participants that are not available outside the context of this research?   FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No

Describe with information included in the protocol:      
2. Is there a placebo-arm to the study?   FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No 


If yes, does the placebo arm receive services that will maintain, diagnose, treat 
or provide for a person’s physical or mental health, or personal care?

Describe with information included in the protocol:      
3. Check one of the following risk categories:

 FORMCHECKBOX 
 The research presents no more than minimal risk

Provide information from the protocol justifying this determination:
        
 FORMCHECKBOX 
 The research presents more than minimal risk but holds out the prospect of direct benefit to the individual 

Provide information from the protocol justifying this determination:      
Determining Decisional Capacity
1. Who will determine that the participant does or does not have the decisional capacity to provide informed consent or refusal of medical treatment?      
2. How will the participant’s decisional capacity be assessed?  


Describe how this will be measured and documented:      
3. Are all participants who will potentially be enrolled in the study be under a time constraint for enrollment (e.g., in the emergency room, anesthesiology room, terminally ill)? 
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If yes, describe additional protections to ensure informed consent will be obtained, per the protocol:      
Consent Process for Participants Lacking Decisional Capacity

1. The Principal Investigator must determine whether anyone else has authority to consent/refuse for the participant. Who will be approached to give consent?

 FORMCHECKBOX 
  Legally authorized representative (i.e., a person assigned by the courts to represent a person with diminished decision-making capacity) (The investigator shall request legal documentation of representative status, and a copy shall be maintained in the source documents)

 FORMCHECKBOX 
  Surrogate (i.e., a person who represents another person with diminished decision-making capacity, in the following descending order of priority: spouse; parent; child [adult offspring, including adopted offspring], brother, sister, spouse of a brother or sister; any individual related by blood or affinity whose close association with the participant is the equivalent of a family relationship)
Describe how this authority will be validated:      
2. If consent will be obtained from a surrogate decision maker or legally authorized representative, will the investigators also obtain prospective assent from the participant (i.e., for a mentally challenged adult)?

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If yes, provide a copy of the assent form and describe the process for obtaining assent:      
If no, justify why assent will not be obtained:      
Consent Process for Participants Whose Decisional Capacity May Deteriorate or Improve During the Study
1. Will any participant who was able to consent for himself or herself at the beginning of the study be assessed as the study proceeds in order to evaluate any deterioration in his or her level of competence to consent (e.g., Alzheimer patient)?  

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No    FORMCHECKBOX 
 N/A
If yes, describe how this will be measured and documented:      

Provide a plan for what will happen if the participant loses the capacity to consent:      
2. Will the participant’s decisional capacity be assessed as the study proceeds in order to evaluate any improvement in the participant’s level of competence?
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If yes, describe how this will be measured and documented:      
If no, justify why this will not be assessed:      

Describe the plan to re-consent participants who regain competency:      
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