 VA New York Healthcare System Institutional Review Board
HSQ Appendix A – Recruitment of Vulnerable Subjects
Principal Investigator:       
Project Title:       
Date Form Completed:       
This appendix should be completed if any of the following populations will be specifically recruited to participate in this research study: children, fetuses (in-utero or ex-utero, and including human fetal tissue), neonates, pregnant women, prisoners, individuals who lack decision-making capacity, economically and/or educationally disadvantaged, VA employees or trainees. 
1.  Why are these vulnerable populations included in the research?       
2.  Could the research be conducted without the use of such subjects?   YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

3.  Are additional safeguards included in the research project proposal to protect the rights and welfare of the vulnerable subject(s)?  YES  FORMCHECKBOX 
  NO  FORMCHECKBOX 
 (go to question 5)
4.  If YES to 3, describe the additional safeguards included in the research project proposal to protect the rights and welfare of the vulnerable subject(s):       
Please attach additional pages if necessary.  

5.  If NO to 3, please justify why you believe additional safeguards are not necessary to protect the rights and welfare of the vulnerable subjects:       
6.  Does the vulnerable population to be included in this study include those with impaired decision-making capacity? YES  FORMCHECKBOX 
 (If YES, answer 6.a. – 6.h.)    NO  FORMCHECKBOX 
 (If NO, form is completed)
6.a. Is a process in place to determine, after appropriate medical evaluation, that the prospective participants lack decision-making capacity and are unlikely to regain it within a reasonable period of time? YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

6.a.1 If yes to 6.a., will this be done once for the population/group as a whole, or for potential participants individually?      

6.a.2 Where is the process or tool for determining decision-making capacity described in the protocol?      
*A note must be placed in the medical record for each subject indicating the subject’s lack of decision-making capacity.
6.b. Is the determination of lack of decision-making capacity based on a diagnosis of mental illness? YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

*If yes to 6.b., and the PI is not a psychiatrist or licensed psychologist, a responsible clinician must determine decision-making capacity and place a note in the medical record indicating the subject’s lack of decision-making capacity.
6.c. Will the required disclosures (i.e., informed consent, etc.) be provided to the subject’s surrogate as well as to the subject? YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

If No, explain why not:      
6.d. If it is feasible, will the research team explain the proposed research to the prospective research subject even when the surrogate gives consent, and assure that the subject will not be forced to participate? YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

If No, explain why not:      
6.e. Is it true that only incompetent persons or persons with impaired decision-making capacity are suitable as research subjects? YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

If No, explain why not:      
6.f. True or False: The research is no greater than minimal risk or is intended to benefit the subjects and the probability of benefit is greater than the probability of harm? 
YES  FORMCHECKBOX 

NO  FORMCHECKBOX 


If NO, explain how the research is likely to yield generalizable knowledge about the participant’s disorder or condition that is of vital importance for the understanding or amelioration of the participant’s disorder or condition:      
6.g. Explain procedures 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:      
6.h. Explain the process to assure that health care agents (appointed under Durable Power of Attorney for Health Care (DPAHC)) and next-of-kin, or guardians, will be given descriptions of both proposed research studies and the obligations of the person’s representatives? (That is, they will 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.)      
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