Frequently Asked Questions:

1. What is USP Chapter 797?

USP Chapter 797, Pharmaceutical Compounding: Sterile Preparations, is

the first set of enforceable sterile compounding standards issued by the

United States Pharmacopeia (USP). USP Chapter 797 describes the

procedures and requirements for compounding sterile preparations and

sets the standards that apply to all settings in which sterile

preparations are compounded. For more information, see the ASHP

http://www.ashp.org/SterileCpd/797guide.pdf.  Discussion Guide on USP

Chapter 797.

2. Is USP Chapter 797 applicable just to pharmacies that compound

sterile products?

No. USP Chapter 797 requirements must be met in all health care settings

in which sterile compounding takes place and by all disciplines involved

in sterile compounding, including physicians, nurses, pharmacists, and

pharmacy technicians. For more information, see the ASHP Discussion

Guide on  http://www.ashp.org/SterileCpd/797guide.pdf  USP Chapter 797.

3. Are enforceable sterile compounding standards necessary?

The FDA has long expressed concern about the http://www.fda.gov/cder/pharmcomp/survey.htm quality of compounded

preparations. Recent deaths caused by microbial contamination of injectable steroids have prompted several state boards of pharmacy to strengthen compounding regulations. Although ASHP published the profession's first sterile compounding standards in 1992, a

http://www.ashp.org/public/pubs/ajhp/showFile.cfm?cfid=1892018&CFToken=63088026&&id=1562 2002 survey of sterile compounding practices revealed

low compliance with those voluntary standards. The lack of enforceable

standards has allowed budget-driven health-system administrators to

avoid making the investment necessary to construct and operate safe

compounding facilities. ASHP believes that enforceable standards will

improve compliance, enhance patient safety, and ultimately enrich the

practice of pharmacy. 

4. What can I do now to meet the requirements of USP Chapter 797?

The first steps on the road to compliance with USP Chapter 797 include

determining the risk level of the compounding done in your facility,

performing a practice gap analysis of your compounding activities, and

developing an action plan for compliance. Due date: January 1, 2005

Additional milestones can be found by clicking

http://www.ashp.org/SterileCpd/JCAHOcompliance071404.pdf
http://www.ashp.org/SterileCpd/JCAHOcompliance071404.pdf
5.  Is there a gap analysis tool that I can use?

Naval Medicine is investigating procuring a gap analysis tool for use by

all commands.

6. If I need additional information, who should I call or email?

CAPT Elizabeth Nolan MSC USN eanolan@us.med.navy.mil

mailto:eanolan@us.med.navy.mil 

CAPT David McCarthy drmccarthy@us.med.navy.mil

mailto:drmccarthy@us.med.navy.mil
MS Carmen Birk ccbirk@us.med.navy.mil mailto:ccbirk@us.med.navy.mil
