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1.  Study Identification

Principal Investigator: 

IRB #:      
Project Title:      
2. Explain why it is necessary to enroll participants in this research who are cognitively impaired or have impaired decision making capability in this research.      
3.  Assessment of consent capacity:

a. Explain the procedures proposed for evaluating the consent capacity of prospective participants to determine whether they are capable of consenting (e.g., clinical assessment, use of standardized measurements, consults with another qualified professional).      
b. Who will be making the determination of consent capacity?      
c.    Provide information about the training and qualifications of those making determinations (include experience with the target population, protocol-specific training, etc).     
d. How will this evaluation be documented?      
e. Do you have proposed ways of enhancing the consent process that will potentially improve  the prospective participant’s understanding, and if so, how will they be utilized (for example, visual aids, single sheet summaries, etc)?     
f.    Are there provisions in place for use of waiting periods to allow potential participants to discuss with the research with family members?      
4.    Fluctuation of consent capacity:

a.  Is it reasonable to expect that participants may lose their capacity to consent or their ability to withdraw during the course of this research?  FORMCHECKBOX 
 Yes*   FORMCHECKBOX 
 No
If yes, answer the following; if no, proceed to question 5. 
b.  Describe the process for re-consent or re-assent, including the proposed frequency.     
      c.  Describe how you will protect the rights of participants if they lose their consent capacity or capacity to withdraw during the research (e.g., obtain consent by LAR, consenting the LAR as well as the patient, etc.).         
5.  Assessment of risks/benefits

     Select the appropriate category: 

a.  FORMCHECKBOX 
 My research does not involve greater than minimal risk*

b.  FORMCHECKBOX 
  My research presents greater than minimal risk* and the prospect of direct benefit to the participant.

c.  FORMCHECKBOX 
 My research presents greater than minimal risk* and no prospect of direct benefit to the participant but is likely to yield generalizable knowledge about the participant’s disorder or condition. 
6.   Explain how you will identify who is authorized to give legally valid consent on behalf on any individual who is determined to be incapable of giving their own consent (see IRB policy 15).         

7.   Will this research be conducted in any state outside of Tennessee?  FORMCHECKBOX 
 Yes*   FORMCHECKBOX 
 No                                                                                            

      *If yes,  you must consult Legal Counsel about the applicable state(s) definition of legally authorized representative, and any state laws regarding research with cognitively impaired participants and submit legal opinion to the IRB with this form.         

8.   Explain how you will ensure that the legally authorized representative is informed regarding his/her role and obligations.      
9.   Explain how you will obtain assent of the participant if utilizing LAR for consent.   If you are requesting waiver of assent, provide justification based on criteria in policy 15.      
10. Explain what methods will be used to observe dissent (an individual’s expressions {verbal or non-verbal} that they object to participation).      
11. Describe whether the participant’s health care provider will be consulted prior to participation or notified of participant’s participation in this research.       
12. Will the research interfere with the participant’s current therapy or medications? 

       FORMCHECKBOX 
 Yes*   FORMCHECKBOX 
 No

      *If yes, describe the interference and the potential risks.      
13 .Does your research involve institutionalized individuals?  FORMCHECKBOX 
 Yes*   FORMCHECKBOX 
 No

     *If yes, justify the use of these individuals and explain why non-institutional individuals cannot  be substituted.      
________________________________________________

________________________

Principal Investigator’s Signature




Date

*Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.
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