
 

The Principal Investigator (PI) submits basic study information to 
the MLH IRB prior to submitting to the Central IRB 

IRB Form 002 
Protocol 

COI Forms 
HIPAA Language or HIPAA Waiver Request 

Site-Specific Local Context/Language for Informed Consent 
 
 

Refer to Requirements for use of a Central IRB Information Sheet 

 

Investigator may proceed with research 
 

TIP: Review Final Permission letter for an outline of your 
ongoing institutional responsibilities 

Study information is evaluated to confirm:  
Protocol is eligible for review by a Central IRB  

All research staff have completed IRB Training Requirements 
Any HIPAA language or HIPAA Waiver requests are approved 

COIs are reviewed to determine if a management plan is required  
Site-Specific Local Context/Language is inserted into informed consent 
Appropriate IRB Authorization Agreements or contracts are approved 

 
 

Investigator provides copy of Central IRB approval letter and approved 
consent form 

 

MLH IRB receives Central IRB approval letter and informed consent  

MLH IRB issues permission letter 
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