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Submit a Further 
Study Action for 
Change in Research 
and attach a copy of 
the IND Safety 
Report. 

Do you wish to submit an IND Safety 
Report? (See Guidance on Submitting 
IND Safety Reports) 

YES 

Use the “Submit IND 
Safety Report Activity” 
in eIRB 
 

Does the IND Safety Report: 
a) Require changes to the protocol 

or consent form?  
 
or 

 
b) Instruct you to have the IRB 

determine if the protocol or 
consent form must be changed? 

YES NO 

Does the IND Safety 
Report detail the 
occurrence of an 
unanticipated problem 
(see Policy 103.6(b))? 

YES 

Submit a Further 
Study Action for 
Protocol Event Report 
and attach a copy of 
the IND Safety Report. 

http://irb.jhmi.edu/Guidelines/INDsafetyreports.html
http://irb.jhmi.edu/Guidelines/INDsafetyreports.html
http://irb.jhmi.edu/Policies/103_6b.html

