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Hi All!

Welcome to the June issue of MicroSCOPe —
CompEX Edition.

In this issue:

« Compliance Assessments

= Compounding Pursuant to a Prescription
» Clarifications to the Model Standards

* Reminders

Scroll down for more

Compliance Assessments

Following the compliance deadline of Aug. 31, 2022, all pharmacy managers will be expected to complete
a declaration of compliance for their pharmacy with the 2022 permit renewal. Compliance will then be
assessed in all pharmacies that have not yet been deemed compliant through a risk-based approach
dependent on the pharmacy’s level of compounding.

Pharmacies that complete Level B non-sterile, Level C non-sterile, non-hazardous sterile and hazardous
sterile compounding will receive compliance assessments with the Compounding Inspector between Sept.
1, 2022, and Dec. 31, 2022.

All Level A non-sterile compounding pharmacies will have compliance assessed by their respective Field
Officer within 12 months following the Aug. 31, 2022, deadline.

Pharmacy managers will receive notification when their pharmacy is going to be assessed via Quality
Improvement Review (QIR) and will be requested to submit photos of their designated compounding area.
A compliance assessment will occur either virtually or in-person in conjunction with the QIR based on risk
factors identified by the Field Officer.
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Compounding Pursuant to a Prescription

All pharmacists and pharmacy technicians must adhere to Health Canada’s Policy on Manufacturing and
Compounding Drug Products in Canada (POL — 0051), which describes activities that are out of scope, as
they are considered manufacturing.

As outlined in Health Canada’s policy, providing pharmacy prepared products for resale by a third party
(e.g., the community pharmacy resells the pharmacy prepared products to another pharmacy) is
considered manufacturing, not compounding.

Federal policy also identifies the following as manufacturing, not compounding:
« when health care professionals cannot demonstrate that a patient-health care professional
relationship exists;
« when health care professionals produce products intended for distribution or sale outside the
demonstrated patient-health care professional relationship; and
« when health care professionals produce products in such a quantity, time, and/or frequency to fall
outside of a patient-health care professional relationship.

In accordance with Health Canada’s policy, batches of compounded products must only be prepared in
very limited quantities in anticipation of future prescriptions. Pharmacies must be prepared to demonstrate
that the compounds they prepare comply with the limitations of the Health Canada policy, and that the
product will only be dispensed pursuant to a prescription for a patient, will not be resold otherwise, and
generally are not of such quantity that may constitute as manufacturing.

To establish an appropriate quantity, the community pharmacy's historical prescription volume and the
beyond-use date (BUD) of the compounded preparation may be useful considerations. Remember,
assigning BUDs appropriately requires critical appraisal of available literature on the stability, compatibility
and degradation of ingredients.

These considerations are useful to determine and demonstrate the preparation of appropriate quantities.

The same considerations apply when a compound is provided “for office use.” In the absence of a patient-
specific prescription, compounders may only prepare a compounded product in an appropriate quantity,
time, and/or frequency to ensure it is being used within a patient-health care professional relationship. This
is meant to be infrequent and for small drug quantities only.

All pharmacies are required to meet the non-sterile compounding standards and be prepared to
accommodate Level A non-sterile compounding in accordance with the Model Standards for Pharmacy
Compounding_of Non-sterile Preparations and accompanying guidance document.

Those pharmacies providing non-sterile compounding associated with higher levels of risk (Levels B and
C) must meet the requirements of the type and level of compounding being provided. Pharmacies must
ensure compounds are provided in an appropriate quantity, time, and frequency pursuant to a prescription.

Pharmacy teams must ensure compounding is completed in accordance with relevant standards and
guidelines, within the context of a person-centred care model. If a pharmacy receives a prescription for a
compound that is considered a higher-risk level than which they are compliant with, that prescription must
be transferred to a pharmacy compliant with the requirements for the level that compound is deemed to
be.

Transferring of the prescription must also comply with the patient consent and the patient's right to choose
their pharmacy.

Adapted from an article published by the Alberta College of Pharmacy.

Clarifications to the Model Standards for
— Pharmacy Compounding of Non-sterile
| — Preparations and Guidance Document

The National Association of Pharmacy Regulatory Authorities (NAPRA) has
S added clarifications to the Model Standards for Pharmacy Gompounding_of

J MNon-sterile Preparations (sections 8.3 and 9.1) and its accompanying
— guidance document (sections 8.4 and 9.1.1)

These clarifications introduce no substantive changes to the documents or the
requirements; they are limited to adding clarity and precision to the existing
requirements.

Compounding Education Courses

As published by NAPRA on April 6, 2022

Compounding Education Courses | NAPRA

Similar to NAPRA, SCPP does not endorse education programs,
resources or information provided by outside organizations. Therefore,
SCPP does not recommend or endorse any particular compounding
training or education programs.

Pharmacy professionals should be mindful with respect to compounding
educational programs, resources, or information, and that often
organizations are providing information based on their interpretations of
the NAPRA Model Standards for Pharmacy Compounding.

It is important to ensure that when applying new learnings to practise, that
it is consistent with the SCPP interpretation of the standards.
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Compliance Deadline Reminder

SCPP bylaws and policies require all pharmacies to provide a minimum of Level A compounding to the
public, and pharmacy managers must therefore prepare their pharmacies accordingly.

SCPP Council extended the deadline for compliance with the NAPRA Model Standards for Pharmacy
Compounding until Aug. 31, 2022.

Council encourages members not to delay any needed renovations. If you are unsure of whether or not
your pharmacy will require renovations to be compliant, please contact SCPP Certified Compounding
Inspector — Field Officer, Brittany Sharkey via email at Brittany.Sharkey@saskpharm.ca

Learn more

CompEX Central Webinar — Guide to

Compounding Compliance
See 5CPP's dedicated CompEX page with videos,

webinars, relevant documents, and newsletters. In order to continue assisting pharmacies, pharmacists and
pharmacy technicians with understanding the NAPEA Model
Standards for Pharmacy Compounding, Brittany Sharkey,
Certified Compounding Inspector — Field Officer at SCPP, will be

presenting: A Guide to Level A Compounding Compliance.

Learn more

The profession of pharmacy is continually evolving. Information in past publications may likely be outdated, and it is vital and
incumbent on pharmacy professionals to seek out the most updated version of SCPF policies, guidelines and bylaws in more
recent publications, the news section, and the REeference Manual.

SCPP emails and newsletters are official methods of notification to pharmacists and pharmacy technicians licensed by the
Callege, providing you with timely infarmation that could affect your practice. If you unsubscribe you will not receive important
news and updates from the College, including mandatory requirements. Make sure you get the information you need to practise
legally and safely by reading College newsletters and ensuring SCPF emails are not blocked by your system.

Click here to unsubscribe (non-Members only)

Saskatchewan College of Pharmacy Professionals, Suite 100 - 1964 Park Street, Regina, SK S4N VM5, Canada
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