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Agenda 

1. Documenting EFIC Activities 
CC Form  
PD Form 

 

2. CC Report 
 
3. Enrollees’ and Surrogates’ Attitudes Survey 





Community Consultation Form 



Community Consultation Form & Points of Clarification 



CC Form – Points of Clarification cont. 



CC Form – Points of Clarification cont. 





Public Disclosure Form 



Public Disclosure Form – Points of Clarification 



To the FDA Docket!  
www.regulations.gov/#!docketDetail;D=FDA-1995-S-0036 

Public Disclosure Report Community Consultation Report 



CC Summary 



CC Summary 



CC Summary 



CC Results 



CC Closed-ended Questions 



CC Open-ended Results 



 
Enrollees’ and Surrogates’ attitudes toward enrollment & awareness survey 

 

• Was incorporated into the ESETT 
Protocol 

• To capture quantitatively meaningful 
data on the views of all enrolled 
subjects within an EFIC study. 

• Created in collaboration with the HSP-
WG to be: 

• Brief  
• Easily administered verbally or in 

paper and pencil form 
• Completed following a consent 

decision to continue participation in 
ESETT 

• Including by subjects who refuse 
ongoing participation in ESETT 

• It should be submitted for IRB approval 
along with consent docs. 

 
 



Attitudes toward enrollment & awareness survey – cont. 

Who Should Complete the Survey: 
• Adult enrollment 

• Subjects should be approached to complete the survey if capable 
• An LAR can complete the survey as well 

 

• Peds enrollment 
• An LAR or Surrogate survey is all that is required 
• If a Peds  subject would like complete the survey they may, but it is not 

required 
 

• Spanish translation  
• Sites that have consents forms for ESETT translated into Spanish should 

also have IRB approval to use the attitudes surveys available in Spanish 
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