WWW.AAOALLERGY.ORG

BF .

TICE
URCE
KIT

al Chapter @'\‘

armaceutical
ding — Sterile

ONS Materials presented in this tool kit are intended as
resource only and should not be construed as guidance




AA

| O AAOA Practice Resource Tool Kit

USP General Chapter <797> Pharmaceutical Compounding — Sterile
Preparations: Not Too Early to Work toward Compliance

While is has been many years of effort, are you prepared for the implementation of the new “pending”
USP General Chapter <797> Pharmaceutical Compounding — Sterile Preparations?

Yes. Recently the USP announced a postponement due to its appeal process. While the implementation
date of December 1, 2019 has been postpone, we fully expect the existing proposed update to be
implemented. So, as an otolaryngologist compounding allergenic extracts for allergy immunotherapy in
your office, what do you need to do to prepare for compliance? There are several key components to
consider. First, and foremost, the USP website is your best resource for the latest guidelines. We also
will keep our website (www.aaoallergy.org) up-to-date with the latest.

In the meantime, use the information below to help you and your staff prepare.

Annual Compliance Criteria:
What you need to document annually to comply with the pending USP General Chapter <797>
Pharmaceutical Compounding — Sterile Preparations

Annually, all compounding personnel must complete and document the following 3 key sterile
compounding compliance criteria:

1. Personnel must demonstrate knowledge and proficiency in the principles and skills for sterile
compounding. This proficiency can be achieved through the AAOA’s Allergen Extract Sterile
Compounding Compliance module. These are single user modules, and you can register online
at https://aaoa.cloud-cme.com/default.aspx?EID=193&P=3000&CaselD=42.

All personnel training and competency must be documented annually.

2. Successful completion of the gloved fingertip and thumb sampling on both hands, no fewer
than 3 separate times. Each fingertip and thumb evaluation must occur after performing
separate and complete hand hygiene and garbing procedure. Successful completion of the
initial gloved fingertip and thumb test is defined as zero (0) colony-forming units (cfu);
Subsequent gloved fingertip and thumb sampling after media-fill testing is defined as < 3cfu
(total for both hands).

3. Successful completion of the media-fill test to demonstrate sterile technique must be evaluated
every 12 months.

For more details read more on the USP General Chapter <797> Sterile Compounding criteria below or go
to https://www.usp.org/compounding/general-chapter-797
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USP General Chapter <797> Pharmaceutical Compounding — Sterile

Preparations — 2019 Update Details

Under the new standards, in-office compounding of individual treatment sets for allergen
immunotherapy, beginning Dec. 1 (currently postponed until further noticed), need to comply with
the following:

Personnel Qualifications

Designate one person with training and expertise in allergen immunotherapy to ensure all
personnel who will be preparing allergen immunotherapy are trained, evaluated, and
supervised.

All personnel must complete training and be able to demonstrate knowledge of principles and
skills for sterile compounding

Annual personnel training and competency must be documented.

Personnel must demonstrate proficiency in sterile compounding procedures by passing written
or electronic testing before they can be allowed to compound allergenic extract prescription
sets.

All compounders must successfully complete gloved fingertip and thumb sampling on both
hands, no fewer than 3 separate times. Each fingertip and thumb evaluation must occur after
performing separate and complete hand hygiene and garbing procedure.

Hygiene and Garbing

Before beginning allergen immunotherapy prescription set compounding, personnel must
perform hand hygiene and garbing procedures according the facility Standard Operating
Procedures (SOP).
Minimum garb requirements:

o sterile, powder-free gloves;

o low-lint, sleeved garments that fit snugly around the wrists and enclose at the neck (e.g,,

gowns or coveralls);
o low-lint, disposable head covers that cover hair, ears, and if applicable, facial hair
o face mask

Facilities

Compounding must occur in either (1) an ISO Class 5 Primary Engineering Control (PEC) OR (2)
in a dedicated Allergenic Extracts Compounding Area (AECA).

The PEC or AECA must be located away from unsealed windows, doors that connect to the
outdoors, and traffic flow (all of which may adversely affect the air quality).

Neither the PEC or AECA may be located where environmental control challenges (e.g.,
restroom, warehouses, food preparation areas) could negatively affect the air quality.

The PEC or AECA must be located at least 1 meter away from a sink.

If used, a PEC must be certified every 6 months, and cleaned and disinfected daily and when
surface contamination is known or suspected. Apply sterile 70% IPA to the work surface
between each prescription set.

An AECA must have a visible perimeter and meet the following conditions:
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Access restricted to authorized personnel during compounding

No other activity permitted during compounding.

All surfaces must be cleanable.

No carpet is allowed.

Surfaces should be resistant to damage by cleaning and sanitizing agents.

Surfaces must be smooth, impervious, non-shedding, and free of cracks or crevices to allow

for easier cleaning.

o Dust-collecting overhangs (e.g., utility pipes, ledges, windowsills) should be minimized or
must be easily cleaned.

o Designed and controlled to provide a well-lighted working environment, with temperature
and humidity controls for the comfort of compounding personnel wearing the required garb.

o Work surface must be cleaned and disinfected daily and when surface contamination is
known or suspected.

o Apply sterile 70% IPA to the work surface between each prescription set.

o Walls, doors, and door frames within the perimeter of the AECA must be cleaned and
disinfected monthly and when surface contamination is known or suspected.

o Ceilings must be cleaned and disinfected when visibly soiled

Vial stoppers on packages of conventionally manufactured sterile ingredients must be wiped

with 70% IPA to ensure that the critical sites are wet and allowed to dry before they are used to

compound allergenic extract prescription sets.

O o0 O O O O

Establishing BUDs

The BUD for the prescription set must be no later than
the earliest expiration date of any allergenic extract or ‘
any diluent that is part of the prescription set. The BUD 4
must not exceed 1 year from the date the prescription set

is mixed or diluted. \

Labeling

The label of each vial of an allergenic extract prescription
set must display the following prominently and
understandably: J
o Patient name
o Type and fractional dilution of each vial, with
corresponding vial number
o BUD 4
o Storage conditions

Documentation
All facilities where allergenic extract prescription sets are
prepared must have and maintain written or electronic
documentation to include, but not limited to, the following:

Standard Operating Procedures (SOPs) describing all aspects of the compounding process.
Personnel training records, competency assessments, and qualification records, including
corrective actions for any failures.
Certification reports for PEC, if used, including any corrective actions for any failures.
Temperature logs for refrigerator(s).
Compounding records for individual allergenic extract prescription sets
o Compounding records must include:
= Name, concentration, volume, vendor or manufacturer, lot number, and
expiration date for each component
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* Date and time of preparation of the allergenic extracts
» Assigned internal identification number
= Method to identify the individuals involved in the compounding process and
verifying the final CSP
= Total quantity compounded
= Assigned BUD and storage requirements
= Results of QC procedures (e.g., visual inspection, second verification of
quantities)
* Information related to complaints and adverse events.
* Investigations and corrective actions
Latest Updates:

On September 23,2019, the United States Pharmacopeia has announced that, due to appeals underway,
the previously announced implementation date of December 1, 2019 for Chapter <797> on
Pharmaceutical Compounding of Sterile Preparations is officially postponed. We do not know at this
time what the new implementation deadline will be.

However, there is no reason to believe that any changes will be made to the updated standards for
physician in-office compounding of allergen extract. For those of you have initiated changes to meet the
updated standards for the compounding area, cleaning, staff training, and documentation, we encourage
you to continue those efforts. For those of you who have not started, we strongly encourage you to
proceed.

Visit our website at http://www.aaoallergy.org/ and watch out for email updates from the AAOA. We
will keep you updated as soon as more information is available.
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