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 BON SECOURS RICHMOND HEALTH SYSTEM

Supplemental Form for Cognitively
Impaired Subjects in Research
(Please complete shaded areas)
Principal Investigator:       




Protocol Title:      



1. Explain why it is necessary to involve persons whose ability to make decisions and provide informed consent may be limited or absent in this research study?
     
	

	


2. If the research proposes to involve hospitalized individuals, provide sufficient justification for the use of that population.

     
	

	


3. Explain why non-hospitalized subjects are not appropriate for this research and why they may not be reasonably available.

     
	

	


4. Does this research pertain to aspects of institutionalization?

 FORMCHECKBOX 
  Yes
    FORMCHECKBOX 
  No


If so, please explain:

     
	

	


5. Explain the procedures proposed for evaluating the mental status of prospective subjects to determine whether they are capable of consenting to participate in the study.

     
	

	


6. Is it reasonable to expect that during the course of study, subjects may lose their capacity to consent or their ability to withdraw (e.g., research involving administration of or withdrawal from psychotropic agents)?








 FORMCHECKBOX 
  Yes
     FORMCHECKBOX 
  No

7. Explain how the Principal Investigator will identify persons authorized to give legally valid consent on behalf of any individual(s) judged incapable of consenting on their own behalf:

     
	

	


8. Is the research likely to interfere with ongoing therapy or regimens? 
 FORMCHECKBOX 
Yes
     FORMCHECKBOX 
 No

   
If so, please explain:
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