Outsourcing Your Sterile

Product Preparation:
QA/QC Considerations

By Ron Broekemeier, MS, RPh

FACED WITH MOUNTING PRESSURE TO COMPLY WITH USP CHAPTER <797>,
health systems may chose to outsource some or all of their sterile product
preparation to an outside service provider in an effort to lessen their bur-
den in meeting the regulation’s requirements. Outsourcing is also a viable
option for pharmacies that have insufficient staff or space to meet their
facility’s compounding-volume needs, and can help to streamline phar-
macy workflow.

As more and more health systems evaluate and select outsourcing vendors
to provide IV admixture solutions and injections, it is essential to select ven-
dors with a comprehensive quality-assurance (QA) program. No contract
with a vendor should be signed until the vendor can define their quality-assur-
ance program in detail and demonstrate
documented outcomes. A personal site visit
to confirm all aspects of the program is also
essential. The quality-assurance plan should
be documented in writing and should list in
detail the actual measure, the compliance
standard or target, frequency of measure-
ment, results, and action taken when vari-
ance occurs.

Quality assurance programs should focus on three specific areas:

e facilities

e personnel

e final product

Your vendor’s facility measures for QA should concentrate on the ade-
quacy of space and their compliance with the Food and Drug
Administration’s Good Manufacturing Practice standards and USP Chapter
<797>. The facility’s engineering controls should meet ISO Class 5 stan-
dards. Laminar flow hood certification should be done every six months,
and should be performed by a qualified certification professional. The ven-
dor should be able to demonstrate quality measures for air microbial
bioburden and touch-plate readings for wall, surface, and gloved-fingertip
contamination, and provide you with reports on the ongoing environmen-
tal monitoring program at their facilities. Temperature monitoring logs
should be maintained for rooms, refrigerators, freezers, and incubators,
and be presented to you. In addition, the facility’s cleaning logs should be
current and should show no gaps in the performance of routine cleaning.

Personnel quality assurance should focus on periodic and unannounced
aseptic technique validations as outlined in USP Chapter <797>. The ven-
dor should also perform gloved-fingertip testing, and media-fill testing of
compounded solutions. Be sure that the vendor’s gloving and garbing
practices are in line with the FDA’s Good Manufacturing Practices and/or
USP Chapter <797>.

A vendor’s quality-assurance program for final products should focus on:

e end-product assays

e flare photometer testing as appropriate

e refractometer analysis

e visual inspection for particulates

e yield specification calculations where appropriate

Vendors may have additional components in their quality assurance pro-
gram such as internal audit reviews, lot number tracking, recall compliance,
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It is imperative that the vendor you select

follows sound QA procedures in their own

facility,and can provide you with detailed
documentation proving that these
procedures have been adhered to.

and so on. These should be

readily available for inspec-

tion by a current or poten-

tial customer. Most impor-

tantly, health systems should

have access to all QA audit

results, and complete explana-

tions should be available when variance
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occurs beyond target levels. Vendors should also
demonstrate a track record of timely response to customer complaints.
The decision to outsource your sterile product preparation can be signifi-
cantly beneficial to your facility. However, it
is imperative that the vendor you select fol-
lows sound QA procedures in their own
facility, and can provide you with detailed
documentation proving that these proce-
dures have been adhered to. Even though
the IV admixture solutions and injections
were not prepared in your pharmacy, phar-
macists need to take the responsibility of
ensuring the quality of the vendor’s facilities, personnel, final products, and
the documentation thereof. Ensuring that your vendor follows essential QA
procedures can ultimately ensure the safety of your patients.
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he has held since November 1995. He obtained bis BS in pharmacy from
the University of Nebraska; completed an ASHP-accredited residency at
the U.S. Public Health Hospital in Baltimore, Maryland; and received his
MS in hospital pharmacy from the University of Minnesota.

For related information, see PP&P's special Compounding &
Cleanrooms supplement, as well as the following articles:

“Establishing Sound Procedures for
Cleaning Your Cleanroom: Three-Time Cleaning

and Cleaning in the Event of a Power Outage” —page 4
“QA Processes for Your Compounding Equipment” —page 16
Where to find it:
AnazaoHealth Corporation ............ Circle reader service #79
or visit www.anazaohealth.com.
CAPS Circle reader service #75
or visit www.capspharmacy.com.
PharMEDium .........covvviiininnnn.. Circle reader service #47

or visit www.pharmedium.com.
SoluNet,LLC ... .ot Circle reader service #60
or visit www.solunet.info.






