Decision-Making Capacity Assessment Tool
Instructions
This form may be used to assess the decision-making capacity of potential research participants at the time of initial consent or when it is anticipated or suspected that a participant may have or may be experiencing cognitive impairments during the conduct of the study. 
Teach-Back Method: The teach-back method should be used to confirm understanding. Use open-ended prompts instead of “yes” or “no” questions to allow the individual to explain the concepts in their own words. Examples are provided in each section below; these may be modified to fit the study or individual. If the individual is unable to confirm understanding, explain the concept again and use the teach-back method to re-assess.

Participant Name: ____________________________________ IRB Protocol #: ____________________
Study Title: ______________________________________________________________________________
Date of Current Assessment: ____________________
☐ Initial Consent   ☐ Re-Consent   ☐ Routine Follow-up   ☐ Event-Driven Assessment
Section-Based Capacity Evaluation
1. Understanding of Research Intent - Able to explain the study’s intent and that research is voluntary, not standard treatment
a. Example Teach-Back Prompt: “In your own words, can you tell me what we are asking you to do today? Is this part of your regular medical care or a research study?”
b. Evaluation: 
☐ Yes ☐ Yes, with further prompting ☐ No – Unable to demonstrate understanding

2. Understanding of Research Procedures - Able to explain procedures in this study and separate from standard of care
a. Example Teach-Back Prompt: “If you decide to participate, what are a couple of things you will be asked to do during your visits?”
b. Evaluation: 
☐ Yes ☐ Yes, with further prompting ☐ No - Unable to demonstrate understanding

3. Understanding of Timeline and Commitment - Able to explain time and commitment requirements
a. Example Teach-Back Prompt: “How long will you be participating in this study and how often will we see you?”
b. Evaluation: 
☐ Yes ☐ Yes, with further prompting ☐ No – Unable to demonstrate understanding

4. Understanding of Risks - Able to state/explain risks and applies them to their own situation
a. Example Teach-Back Prompt: “What are one of two risks or uncomfortable things that might happen to you in this study?”
b. Evaluation: 
☐ Yes ☐ Yes, with further prompting ☐ No – Unable to demonstrate understanding

5. Understanding of Potential Benefits - Able to explain potential benefits without overestimating therapeutic impact.
a. Example Teach-Back Prompt: “What is a potential benefit to you or others that may come from participating in this study?”
b. Evaluation: 
☐ Yes ☐ Yes, with further prompting ☐ No - Unable to demonstrate understanding

6. Understanding of Voluntariness and Withdrawal - Demonstrated understanding of voluntary nature of research, right to withdrawal, and procedures for withdrawal
a. Example Teach-Back Prompt: “What should you do if you change your mind and want to stop being in this study tomorrow? What will happen if you decide to quit?
b. Evaluation:
☐ Yes ☐ Yes, with further prompting ☐ No – Unable to demonstrate understanding

7. Understanding Alternatives / Randomization (if applicable) - Shows understanding of randomization, treatment probability, or alternatives
a. Example Teach-Back Prompt: “How will it be decided which treatment you get?” “If you choose not to be in this study, what other medical choices do you have?” 
b. Evaluation:
☐ Yes ☐ Yes, with further prompting ☐ No – Unable to demonstrate understanding
☐ N/A - Observational / non-interventional study
Overall Capacity Evaluation
1. Does the individual clearly and consistently express a choice about whether or not to participate?
☐ Yes ☐ No

2. Does the individual have the decision-making capacity to give informed consent for the study at this time?
☐ Yes ☐ No

Assessor Notes and Observations, as needed:
_____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________


Note: Individuals who are found to have diminished capacity must be excluded or taken off study unless the USA IRB has approved the use of surrogate consent from legally authorized representatives for this study.

Printed Name of Assessor: ________________________________________________

Signature of Assessor: __________________________	Date: __________________________
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