
Final Disposition   
Including External 

Notices as Appropriate 

Assessed by IRB 
or OHRCR Staff 

IRB or OHRCR Staff:  
Might subject risk 

warrant early action? 

Minor Issue Staff     
Resolution Appropriate 

Corrective Plan to PI in 
Consult with Chair/ 
CDM, if necessary 

Weekly Report from 
IRB to UMOR and 

OHRCR or as needed 

Final Disposition in 
consultation with IO 

Fact                
Finding 

Chair/CDM:          
Possibly Serious or 

Continuing 

Additional Review 
as needed 

IRB Determination:  
Serious or Continuing 

Report to UMOR and 
other offices as needed 

DIO or designee 
Additional Review 

Required? 

OHRCR, Other        
Committee or Office 

Review 

Report to PI, IRB for 
Review/Comment 

DIO or Designee with IO       
consultation for Institutional 

Determination 

Report Received from 
Any Source * 

IRB Chair or IRB 
Suspend?**  

Possibly 
Serious or 

Continuing? 

External Notification as 
Appropriate 

(Early or Final) 

DIO:  Other Action 
Beyond IRB  

Needed?  

Consultation with IO and 
other Institutional          

Representatives as  
Needed:  Final Disposition 
Including External Notices 

Consultation with 
IO and other    
Institutional      

Representatives as 
Needed: Final      

Disposition        
Including External 

Notices as            
Appropriate 

* Complaints received from OHRP regarding U-M  

research are sent directly to the IO.  UMOR will 

notify the DIO, PI, IRB Chair, IRB staff and others 

as appropriate.  Complaints involving the IRB 

itself will be referred on a case by case basis. 

** Chair may ask for an administrative hold, 

which is not considered a suspension. 

Review of Complaints or Concerns About Human Subjects Research 

DEFINITIONS: 
IO Institutional Official 

DIO Deputy Institutional Official 

PI Principal Investigator 

UMOR University of Michigan Office of Research 

OHRCR Office of Human Subjects Compliance Review 

EO Executive Official 

CDM IRB Chair and Director Meeting 
Yes 

No 

Yes 

Yes 

Yes Yes 

Yes 

Yes 

No 

No 

No 

No 

No 
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