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CHAPTER 48 - BIORESEARCH MONITORING - DRUGS, DEVICES, BIOLOGICS, an~ FOODS 

SUBJECT; IMPLEMENTATION OAT[ 

10/01/94 

lNSTITUTIONAL REVIEW BOARD 
COMPLETION OA H 

09/30/97 

DATA REPORTING 

PRODUCT CODES PROOUCT/ASSJGNM~ NT CODES 

4SZ Foods 09809· 
46Z 
S7Z Biologlcq •41909 (therapeut:Lc15) 

•4zeo9 (blood) 
,.45809 {vaccines) 

99Z 
6DZ Dr11ge 48809 
6lZ 
73Z Devices 83809 
74Z 

All e~t4blishment inspection reports (EIR'S), complete with ~ttachms~ts, 
exhibits, and any reldted corrs~pondence are to be submitted in a ~imely 
fashion to the asslgnln9 cs~tar. 

If. an EIR contain~ Serious findings raising the possibility of one or more 
violations of the FD&C Act or other federal statutag, a copy cf the £IR ahould 
be forwarded to the District Compliance aranch at the time it i~ sent to the 
Center. 

•current change* 
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