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Objectives of this session:

; Evaluate your organizational resources to
develop a regional compounding plan.

1 Outline the products, technologies, and
services which can assist a compounding
operation in compliance with current regulatory
requirements and other applicable statues.

1 Describe the steps involved in developing an
action plan for regional drug compounding.




Disclaimers & Ground Rules:
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The presenter is NOT a member of the USP
select committee.

The opinions expressed are his own.

He Is an advocate for the practice of Pharmacy.

He Is an advocate for Pharmacy compounding.
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The Objective of USP <797>...

J0él s to describe condi t |
to prevent harm, including death, to
patientseo*

* Introduction: USP <797> Pharmaceutical Compounding- Sterile Preparations © USP




USP General Chapter <797> -

1l's about three thingseéeé
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+ Control of the compounding environment .
+ Control of the compounding personnel .
+ Control of the compounding processes .




1 Measurable increases in addressing the quality domains of
USP<797> will occur in these areas:
B CSP work environment
B Equipment and supplies
B Maintaining CSP quality and control
B Personnel training and education
B QA program
B Drug Components
B Sterility testing
B Environmental monitoring

- Kastango, E. - Blueprint for implementing USP <797> for compounding sterile preparations in pharmacy JASHP
2005




