
II. Deviations 
 
 
 
 
 

Is this a protocol deviation? (See 
Guidance on deviation reporting) 

 
 

YES

NOYES

Did an emergency 
deviation or major 
deviation occur? 

Submit Form R.F.1 for 
paper studies OR use the 
Problem/Event Report 
Form in eIRB. 

YES

Should the study 
be changed based 
on the deviation? 

NO

Submit a Change in 
Research and attach 
a copy of the IND 
Safety Report 

Submit Deviation Log (Form 
R.F.4) at the time of the 
Continuing Review 
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http://irb.jhmi.edu/Guidelines/protocoldeviations.html
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