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Is this protocol an IND Study? 

Does DAIDS Hold the IND?

DAIDS holds the 
IND  

SSICF reviewed for 
initial registration 

Yes No 

Is it an Observational Study?

DAIDS does not hold 
the IND        

SSICF NOT reviewed 
for any version of 

   

Observational Studies* 

SSICF NOT reviewed 
for any version of the 
protocol 

All other Non IND 
Studies**         

SSICF reviewed for 
initial registration 

No No Yes Yes 

  Algorithm for Determining Level of Protocol Registration at the time of DAIDS Scientific 
Review Committee (SRC) 

 Level of protocol registration means whether site-specific informed consent forms (SSICFs) will or will 

NOT be reviewed at the time of initial protocol registration. 




