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For VA-regulated research, adults who are unable to consent cannot be approved unless VHA handbook 1200.5 criteria in Item 11 (pp.20-21) and Appendix D Item 6 (pp. D4-D5) are met).

1. Assessment of Decisional Capacity:
a. Have the investigators proposed adequate procedures to assess the decisional capacity of potential subjects, and/or enrolled subjects who might lose decisional capacity, in this study?   FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
(If applicable, a determination of decisional impairment should be documented in the person’s medical record in a signed and dated progress note.)
If no, explain:      
b. Is the individual assessing subjects’ decisional capacity appropriate, given the study design and the expertise required?    FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No  
(It is recommended that the determination that a subject is incompetent or has impaired decision-making capacity be made by a legal determination or a determination by the practitioner, in consultation with an independent expert after appropriate medical evaluation that the prospective subject lacks decision-making capacity and is unlikely to regain it within a reasonable period of time.  If the determination that the prospective subject lacks decision-making capacity is based on a diagnosis of mental illness, evaluation by a psychiatrist or licensed psychologist is recommended.)
If no, discuss:      
c. Will subjects who lack decisional capacity be enrolled?    FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
If yes, continue to complete the rest of this form.
2. Rationale For Including Decisionally Challenged Subjects:
[For non-VA regulated research]:
Is it appropriate to involve subjects who may be decisionally challenged in the  study (the study cannot feasibly be conducted without this population)?    FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
[For VA regulated research, all of the following must be true]:
 FORMCHECKBOX 
 No greater than minimal risk to the subject; or
 FORMCHECKBOX 
 Presents a greater probability of direct benefit to the subject than harm to the subject; or 
 FORMCHECKBOX 
 Greater than minimal risk and no prospect of direct benefit to individual subjects, but likely to yield generalizable knowledge about the subject’s disorder or condition that is of vital importance for the understanding or amelioration of the subject’s disorder or condition.
Discuss:       

AND

 FORMCHECKBOX 
 The research cannot be performed solely with persons who possess decision-making capacity and the focus of the research is the disorder leading to the subjects’ lack of decision-making capacity, whether or not the lack of decision-making itself is being evaluated (e.g. an individual who lacks decision-making capacity as the result of a stroke can participate in a study of cardiovascular effects of a stroke);
OR 
 FORMCHECKBOX 
 The subject of the research is not directly related to the subjects’ lack of decision-making capacity but the investigator has presented a compelling argument for including such subjects (e.g. transmission of methicillin-resistant staphylococcus aureus infections in a nursing home where both individuals with and without decision-making capacity are affected). 
Discuss:       

3. Assent process:
a. The investigator will explain the research to the enrolling subject when feasible.         FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No    [Required for VA-regulated research]

b. Subjects will not be forced or coerced to participate in a research study.                      FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No    [Required for VA-regulated research]

OR

c. Assent is not required for some FORMCHECKBOX 
 or all subjects FORMCHECKBOX 
 because (check all that apply):

 FORMCHECKBOX 
 The subjects are not capable of providing assent based on their physical or psychological state.

 FORMCHECKBOX 
 The capability of the subjects is so limited that they could not reasonably be consulted or that the intervention.

 FORMCHECKBOX 
 The research holds out a prospect of direct benefit that is important to the health or well-being of the subjects and is available only in the context of the research.
4. Procedure for obtaining LAR consent:

 FORMCHECKBOX 
 Consent will be obtained from a guardian, legally authorized representative or other known person who has the authority to provide such consent. The process for establishing that the person has the legal authority is appropriate and the process for obtaining consent is adequate and meets the requirements of 45 CFR 46.116 and 117. Procedures have been devised to ensure that participant’s representatives are well informed regarding their roles and obligations to protect incompetent subjects or persons with impaired decision making capacity.
List any concerns:      
5. Requirement for obtaining proxy consent:

For obtaining consent under Colorado State Proxy Consent Law:
a. Medical Treatment is Provided. In order for a Proxy decision-maker to consent for research, this person must be making a medical decision on behalf of the subject. Has the investigator adequately described how medical treatment (as defined by Colorado law) is provided to all subjects entered into the study?        FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
List any concerns:      
6. Procedure for identifying the proxy decision-maker:

a. [For non-VA regulated research]

 FORMCHECKBOX 
 Procedures have been devised to ensure that the proxy decision maker is identified according to Colorado State law by bringing together the “interested parties” to decide who among them will make decisions regarding the care of the patient. The “interested parties” are defined as “the patient’s spouse, either parent of the patient, any adult child, sibling, or grandchild of the patient, or any close friend of the patient.” The medical record must document the specific procedures that are followed in this determination of a proxy decision-maker.

AND 

 FORMCHECKBOX 
 Procedures have been devised to ensure that the participant’s representatives are well informed regarding their roles and obligations to protect incompetent subjects or persons with impaired decision making capacity. The proxy decision maker must be given descriptions of both the proposed research study and the obligations of the person’s representatives. They must be told that their obligation is to try to determine what the subject would do if competent, or if the subject's wishes cannot be determined, what they think is in the incompetent person's best interest. 
[For VA regulated research] 
 FORMCHECKBOX 
 Procedures have been devised to ensure that the participant’s representatives are well informed regarding their roles and obligations to protect incompetent subjects or persons with impaired decision making capacity. Health care agents [appointed under Durable Power of Attorney for Health Care (DPAHC)] and next-of-kin [or guardians], legal guardian or special guardian, next of kin or a close friend must be given descriptions of both the proposed research study and the obligations of the person’s representatives. They must be told that their obligation is to try to determine what the subject would do if competent, or if the subject's wishes cannot be determined, what they think is in the incompetent person's best interest. 
List any concerns for the identification of the proxy:      
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