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Form S -  Additional Protections for Other Vulnerable Groups in Research 

Principal Investigator:
 

Project Title:


In addition to the groups identified as vulnerable populations in Subparts B, C and D, UConn Health students are considered vulnerable when they are the intended subject population and are recruited into studies in which a teacher is on the research team; employees are considered vulnerable when they are the intended subject population and are recruited into studies in which a supervisor is on the research team.   A student or employee is not considered vulnerable if s/he chooses to respond to general recruitment posting that is targeted to the general population.  Individuals with terminal illnesses, individuals who are decisionally impaired, or who are economically or educationally disadvantaged are also considered vulnerable.  Check the category or categories that are applicable to your study, and respond to the corresponding questions noted for that category explaining how the criteria are satisfied, and provide reference points to the protocol and/or informed consent form.   
 FORMCHECKBOX 

Students or Employees (respond to 1-4):
 FORMCHECKBOX 
 
Educationally or Economically Disadvantaged (respond to 1-2):
 FORMCHECKBOX 
 
Terminally Ill (respond to 1-2, 5-6):
 FORMCHECKBOX 
 
Decisionally Impaired Subjects (respond to 1-2, 7, 8, 9 & as applicable 10, 11, 12, 13):

1) 
Why is it necessary to involve this group(s) as subjects?

	PI Answer:   



	Protocol reference point:       


	Consent reference point:    


2)  
What additional measures will be taken to ensure that elements of undue influence or coercion have been minimized?

	PI Answer:   



	Protocol reference point:  
     
	Consent reference point:    


3) 
For students, if extra credit is awarded for student participation, what comparable option is available to those who choose not to participate?

	PI Answer:   



	Protocol reference point:   
    
	Consent reference point:    


4) 
For students or employees, what measures will be taken to ensure that decisions regarding participation have no impact on the students’ or employees’ standing?

	PI Answer:   



	Protocol reference point:    
   
	Consent reference point:    


5) 
For terminally ill or educationally disadvantaged, what measures will be taken to determine whether the subject is capable of providing consent?

	PI Answer:   



	Protocol reference point: 
      
	Consent reference point:    


6) 
For terminally ill, does the consent form clearly state that subjects have the right not to participate without consequence to current care, that the subject may experience no benefit including improvement to quality or length of life, that the subject may in fact experience a decline in health status?

	PI Answer:   



	Protocol reference point:  
     
	Consent reference point:    


7) 
For decisionally impaired adults, what  measures will be been taken to determine whether the subject is capable of providing consent or whether permission must be obtained from a legally authorized representative with assent obtained form the decisionally impaired adult. (Note: See Policy 2011-008.5, Obtaining and Providing Consent for who may act as a Legally Authorized Representative.  Investigators are responsible for obtaining and maintaining documentation of LAR status)  

	PI Answer: 
  

	Protocol reference point:     
  
	Consent reference point:    


8) 
For decisionally impaired adults, select the category of research appropriate to the study.  

 FORMCHECKBOX 

Research not involving greater than minimal risk 

 FORMCHECKBOX 

Research involving greater than minimal risk with prospect of direct benefit (also respond to item 10)
 FORMCHECKBOX 

Research involving greater than minimal risk, no prospect of direct benefit but likely to yield generalizable knowledge about the subject’s disorder or condition (also respond to items 11, 12 and 13)
9) 
For decisionally impaired adults lacking capacity to consent, adequate plans are in place to solicit the assent of the individual and the permission of the Legally Authorized Representative.  In the response indicate whether some or all subjects will be asked to assent; and if only some, explain why.  (Note: If only those determined to have capacity to consent will receive the intervention, provide a statement to that affect.)  

	PI Answer: 

  

	Protocol reference point:     

  
	Permission/Assent reference point:    


When assent will be obtained, select the applicable option regarding documentation of assent: 

	1. All participants will be asked to document their assent
 FORMCHECKBOX 

2. Only some participants will be asked to document their assent

 FORMCHECKBOX 

3.  Assent will not be documented

 FORMCHECKBOX 



	If you selected option 2 or 3, explain the rational for this (e.g. why only some participants will sign, or why assent will not be documented.):     
Response:  


10) 
For decisionally impaired adults in research involving greater than minimal risk with prospect of direct benefit, Explain a) why the intervention or procedure holds out the prospect of direct benefit, or why a monitoring procedure is likely to contribute to the subjects’ well-being, b) .why the risk is justified by the anticipated benefit and c) how the relation of the anticipated benefit to the risk is at least as favorable to the subjects as that presented by available alternative approaches.
	Justifications:
a)

b)

c)


	Protocol reference point:       


	Consent reference point:    


11) For decisionally impaired adults in research involving greater than minimal risk, no prospect of direct benefit but likely to yield generalizable knowledge about the subject’s disorder or condition,  explain why the risk represents a minor increase over minimal risk.

	Justification:   



	Protocol reference point:       


	Consent reference point:    


12) For decisionally impaired adults in research involving greater than minimal risk, no prospect of direct benefit but likely to yield generalizable knowledge about the subject’s disorder or condition,  explain how the intervention or procedure presents experiences to subjects that are reasonably commensurate with those inherent in their actual or expected medical, dental, psychological, social, or educational situations. 

	Justification:   



	Protocol reference point:       


	Consent reference point:    


13) For decisionally impaired adults in in research involving greater than minimal risk, no prospect of direct benefit but likely to yield generalizable knowledge about the subject’s disorder or condition, explain how the intervention or procedure is likely to yield generalizable knowledge about the subject’s disorder or condition which is of vital importance for the understanding or amelioration of the subject’s disorder or condition;
	Justification:   



	Protocol reference point:       


	Consent reference point:    
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