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Type of Study DSMP  
required? 

Monitoring 
Entity 

required? 

Annual Event 
Summary Form 

required at Continuing 
Review? 

Exempt No No No 

OHSU is the only site or multi-site study where, 
OHSU is NOT the Coordinating Center  No Yes No 

Expedited –  
Minimal risk 

Multi-site study where OHSU is the Coordinating Center Yes Yes Yes 

Actively enrolling Yes Yes Yes 

No subjects enrolled yet, no new risks (Cat. 8b) Yes Yes Yes 

OHSU is the only site or 
multi-site, OHSU is not the 

coordinating center 
No Yes No 

Full Board –  
Active studies 

Deemed minimal risk by 
Board (Cat. 9) OHSU is the Coord. Center 

for Multi-site study Yes Yes Yes 

Subjects still in treatment Yes Yes Yes 

Subjects only in long-term follow-up (Cat. 8a) Yes Yes Yes 

Entered Data Analysis since last Continuing review  
(Cat. 8c) Yes Yes Yes 

Full Board –  
Closed to Enrollment 

Already In Data Analysis at last Continuing Review  
(Cat. 8c) No Yes No 


