cr‘it.icalpoint.%

£ ATRC Healthcare Company

USP 795 for Nonsterile Compounding Curriculum
11 courses with 11 hours of CE

Introduction to Nonsterile Pharmacy Compounding (1 hour)
JA0006454-0000-22-3145-H07-P

JA0006454-0000-22-3145-H07-T

e List elements pertaining to nonsterile pharmacy compounding.

e Explain the fundamental principles of USP 795.

e Describe the industry standards for USP 795.

e Define the basic terms that apply to nonsterile pharmacy compounding.
e Recall basic terminology related to nonsterile pharmacy compounding.

Mathematics Review and Pharmaceutical Excipients (1 hour)

JA0006454-0000-22-3146-H07-P

JA0006454-0000-22-3146-H07-T

e Identify the correct formulas required to complete nonsterile pharmaceutical calculations.
e Correctly solve mathematical calculations/equations that relate to nonsterile compounding.
e Discuss pharmaceutical excipients used in nonsterile compounding.

Responsibilities of the Compounder and Compounding Facility Requirements (1 hour)

JA0006454-0000-22-3147-H07-P

JA0006454-0000-22-3147-H07-T

e Identify the responsibilities of the compounder and the designated person in USP 795.

e List the personnel qualifications identified by USP 795.

e Explain good hand hygiene, appropriate garbing, and use of PPE.

e Describe USP 795 requirements for nonsterile compounding facilities.

e Properly list requirements for a clean compounding environment.

e Explain basic ergonomics and how they apply to nonsterile compounding facilities and compounders.

e Discuss requirements, resources, and guidelines for preparing hazardous compounded nonsterile
preparations (CNSPs).

Component Selection, Receipt, Handling, and Storage (1 hour)
JA0006454-0000-22-3148-H07-P

JA0006454-0000-22-3148-H07-T

e Define the requirements for component selection in USP 795.

e Describe the storage requirements per USP 795.

e Outline proper component-handling activities.

e Demonstrate the ability to read and understand a certificate of analysis (COA).
e Describe the requirements for receipt of component(s) in USP 795.

Nonsterile Compounding Equipment (1 hour)

JA0006454-0000-22-3149-H07-P

JA0006454-0000-22-3149-H07-T

e Define the requirements for the use of compounding equipment and USP 795.

e List the types of equipment and their basic functions used in nonsterile compounding.
e Evaluate the cleaning schedule for nonsterile compounding equipment.
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Nonsterile Compounding Process (1 hour)

JA0006454-0000-22-3150-H07-P

JA0006454-0000-22-3150-H07-T

e Identify the different methods used to compound nonsterile preparations.
e Outline proper compounding techniques for each nonsterile dosage form.

Beyond-Use Dating (BUD) and Chemical Stability of Nonsterile Compounds (1 hour)
JA0006454-0000-22-3151-H07-P

JA0006454-0000-22-3151-H07-T

e Define basic terminology associated with beyond-use dates.

e Review USP Chapter 1112 and how it affects BUDs for CNSPs.

e Define stability considerations.

e Assign BUDs to nonsterile pharmaceutical compounds consistent with USP 795.

Packaging and Documentation of Nonsterile Formulations (1 hour)

JA0006454-0000-22-3152-H07-P

JA0006454-0000-22-3152-H07-T

e List the requirements for packaging and drug preparation containers.

e Describe the labeling process and requirements.

e I|dentify the elements required for proper development of master formulation records and compounding
records.

e |dentify methods to implement meaningful use of safety data sheets (SDS).

e Describe comprehensive, detailed standard operating procedures (SOPs) for nonsterile compounding
practice.

e Review the transportation guidelines of compounded nonsterile preparations (CNSPs) in USP 795.

Quality Control and Release Testing in a Nonsterile Compounding Practice (1 hour)
JA0006454-0000-22-3153-H07-P

JA0006454-0000-22-3153-H07-T

e List the methods for release inspection required in USP 795.

e Describe different quality systems in USP 795.

e Explain how to handle product complaints and adverse event reporting.

e Define best practices for patient counseling of CNSPs.

Staff Training and Competency for Nonsterile Compounding (1 hour)
JA0006454-0000-22-3154-H07-P

JA0006454-0000-22-3154-H07-T

e Describe required staff training for personnel performing nonsterile compounding with USP 795.
e Identify qualities of a program that ensures effective initial and ongoing training.

e Review basic requirements for the training documentation in USP 795.

e Describe procedural training and evaluation documents with USP 795.

Nonsterile Compounding for Animals (1 hour)

JA0006454-0000-22-3155-H07-P/T

JA0006454-0000-22-3155-H07-P/T

e Define the requirements for animal compounding in USP 795.

e Discuss the laws, regulatory requirements, and conundrums associated with compounding for animals.
e Review responsibilities of the veterinarian.
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ACPE-Approved Continuing Education is valid from August 2022 through July 2024

Credit for Pharmacists and Pharmacy Technicians
In support of improving patient care, Therapeutic Research Center is jointly accredited by
'A‘ the Accreditation Council for Continuing Medical Education (ACCME), the Accreditation
v Council for Pharmacy Education (ACPE), and the American Nurses Credentialing Center
(ANCC), to provide continuing education for the healthcare team.

Statement of Participation/Course Completion

Credit will be awarded to participants who take the course, successfully complete the quiz with at least an
80%, submit a course evaluation, and have provided an accurate NABP e-Profile ID and DOB. Participants
who have successfully completed this course AND have provided accurate NABP e-Profile information,
including month and day of birth, will have their CE credits submitted to CPE Monitor.

It is the participant’s responsibility to verify credit is accurately posted to CPE Monitor. Participants who have
guestions about their credits or do not see their credits on CPE Monitor 20 days after their participation
should contact CriticalPoint. Requests received after day 30 may not receive credit. Official statements of
credit are only available from CPE Monitor.

CriticalPoint/TRC Healthcare Faculty, Editors, & Staff
Tammie Armeni, RPh, PharmD
Vice President, Content Management & Accreditation
Flora Harp, PharmD
Editor
Latousha Jackson, PharmD, BCPS
Editor
Patricia Kienle, RPh, MPA, BCSCP, FASHP
Director of Accreditation & Medication Safety for Cardinal Health
Abby Roth, CMQ/CO, QP503A qualified
Consultant
Adam West, RCCP-SCF, NSF-49 accreditation
Environmental Monitoring and Training Specialist
Colene West
Continuing Education Content Supervisor

Disclosures

The faculty, reviewers, and editors of this activity and its publisher Therapeutic Research Center (TRC) have
no relevant financial interests related to the products or services covered by this activity with the exception
of Ms. Kienle, who reports relevant financial relationships with Cardinal Health (employee); Becton Dickinson
(honorarium); Abbott, AbbVie, Amgen, Becton Dickinson, Bristol Myers Squibb, Cardinal Health,
GlaxoSmithKline, Johnson & Johnson, Merck, Organon, Pfizer (stock shareholder). TRC focuses on delivering
completely objective, unbiased drug information and advice for the benefit of subscribers.

Users of this activity are cautioned to use their own professional judgment and consult any other necessary
or appropriate sources prior to making clinical or legal judgments. Information and internet links in this
activity are current as of the date of publication.

Software/Hardware Requirements
This activity can be viewed on any device with an internet connection using one of the following browsers:
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e Google Chrome, most-recent stable version. No configuration recommendations.
e Mozilla Firefox, most-recent stable version. No configuration recommendations.
e Apple Safari most recent stable version. No configuration recommendations.

NOTE: For all browsers, you must have JavaScript and cookies enabled. To view PDFs, you will need a PDF-
capable browser or standalone PDF viewer.

Your Privacy

In order to provide you with continuing education, Therapeutic Research obtains information such as your
name, address, email address, phone number, payment information, etc. We treat this information as
confidential and use it to provide you with the best service possible. Therapeutic Research has NEVER
released any of this information to any outside organization for such organization’s own commercial or
marketing use and has a policy against doing so. We do not engage in renting out, selling, or trading names of
subscribers or any information about any subscriber.

To provide you with valuable services, we will occasionally employ third parties to meet your needs. In such
cases, only the information needed to meet your need will be shared with the outside organization.
Therapeutic Research only employs third parties that have similarly protective privacy policies. We do not
allow any other organization to send you unsolicited emails about any products or services. We might send
you information about your subscription, your continuing education credits, or our own drug information
services. We do not gather data or track your web usage of any websites other than our own. For further
information see our Privacy Policy, or submit a request at
http://info.therapeuticresearch.com/privacyofficer.
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