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[Adapt to fit the study] 

 
 Document Date 

submitted 
Response *Date received 

     
1.1 RPN 

(Dr. ----------------- was the PI) 
 Queries received from the IRB 

from meeting of ---------- 
 

1.2 Resubmission sent to IRB by Dr. 
---------------- 

 IRB states that there is  
remaining issue: 

 

1.3 Response from Dr. -------------  IRB approval (#---------) 
ICF dated --------------- 
([dates of approval period]) 

 

1.4 Amendment request (change in 
eligibility criteria) 

 IRB approval 
ICF dated [dates of approval 
period] 

 

1.5 Amendment request (change in 
PI, change in eligibility criteria, 
addition of study event) 

 IRB approval 
ICF dated [dates of approval 
period] 

 

1.6 Amendment request (add 
personnel, change in eligibility 
criteria) 

 IRB approval 
ICF dated [dates of approval 
period] 

 

1.7 Annual Report / Continuing 
Review 

 IRB approval 
ICF dated [dates of approval 
period] 

 

1.8   R&D approval 
--------------- 

 

1.9 There are no further changes 
until the protocol lapses in -------
------ because Dr. ------------ did 
not submit a continuing review. 

 Protocol is temporarily 
suspended in ------------------- 

 

1.10 Continuing review submission 
Study is complete except for data 
analysis. 

 Modification memo 
Risk class decreased to minimal 

 

1.11 Response from Dr. ---------------  Approval 
[dates of approval period] 

 

1.12     

1.13     
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