USP 797 REVISIONS

The Board of Pharmacy at its May 14, 2008 meeting requested that Board Inspectors begin
educating pharmacists on the following topics contained in USP 797:

Certified ISO Class 5 Compounding Area(s) (PEC’s) (USP 797; 201 KAR 2:076)
Certified ISO Class 7/8 Buffer/Ante Areas (USP 797; 201 KAR 2:076)

Buffer and Ante-Areas Appropriately Maintained (USP 797; 201 KAR 2:076)
Hazardous Drugs Stored Separately in Ante-Area (USP 797; 201 KAR 2:076)
Pressure Differential Monitored and Documented (USP 797; 201 KAR 2:076)
Hand Hygiene and Garbing Practices Observed (USP 797; 201 KAR 2:076)
Personnel Training and Competency Documented (USP 797; 201 KAR 2:076)
Daily Cleaning and Disinfection Practices Observed (USP 797; 201 KAR 2:076)
Monthly Cleaning and Disinfecting Documented (USP 797; 201 KAR 2:076)
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USP 797 link:
http://www.usp.org/products/797Guidebook/

NATIONAL INSTITUTE FOR OCCUPATIONAL SAFETY AND HEALTH (NIOSH) link:
http://www.cdc.gov/niosh/docs/2004-165/




