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Compounding From BDS: Understanding FDA’s Final Guidance

Activity Overview

This presentation is an overview of FDA’s Guidance for Industry #256, “Compounding Animal
Drugs from Bulk Drug Substances.” The guidance is intended for veterinarians, state-licensed
pharmacies, and federal facilities interested in compounding animal drugs from bulk drug
substances for use in nonfood-producing animals, as antidotes in food-producing animals, or as
sedatives or anesthetics in free-ranging wildlife under limited circumstances when no other
medically appropriate treatment options exist.

This home study webinar is a recording of the live activity that was held on April 12, 2023.

Universal Activity 0205-0000-23-030-H0O7-P

Numbers 0205-0000-23-030-HO7-T
Activity Date 29-May-23 through 28-Mar-26
Activity Type Knowledge-based

CE Credits 1 contact hour (0.1 CEU)
Activity Fee No Fee

Target Audience

This activity was designed to meet the educational needs of pharmacists and pharmacy
technicians in all practice settings.

Learning Objectives

At the conclusion of this webinar, participants will be able to:

1. Describe FDA’s enforcement priorities for compounding animal drugs from bulk drug
substances at state-licensed pharmacies.




2. Explain the circumstances in which FDA intends to provide enforcement
discretion of animal drug compounding as outlined in Guidance for Industry
(GFI) #256.

3. ldentify and discuss the circumstances under which FDA intends to provide
enforcement discretion for patient-specific prescriptions as addressed in GFI #256.

4. |dentify and describe the circumstances under which FDA intends to provide
enforcement discretion for office stock for nonfood-producing animals, antidotes for
food producing animals, and sedatives/anesthetics for free-ranging wildlife as
addressed in GFI #256.

CPE Requirements

To earn ACPE-accredited CPE for this activity, participants must:
e Dbe registered as an attendee,
. submit the activity code online using the NABP CPE submission site located at
https://nabp.pharmacy/claimcpe,
¢ complete the activity in its entirety,
e answer the self-assessment questions at the beginning of the webinar, and
e review the activity handouts.

To obtain CPE credit, participants must also complete activity and speaker evaluations as well
as pass the post-test with a score of 70% or higher within three attempts.

All home study CPE submissions must be completed online within 60 days from the date the
activity code is submitted online.

Presenters

Amber McCoig, DVM, MPH, Senior Veterinary Medical Officer, US FDA Center for Veterinary
Medicine

Neal Bataller, ME, DVM, Director, Division of Drug Compliance, US FDA Center for Veterinary
Medicine

Home Study

Fill out the form located at www.nabp.pharmacy/home-study to receive instructions on how to
complete the home study for this webinar.

Additional CPE Information

Contact NABP Professional Affairs staff at CPE@nabp.pharmacy for information about CPE
activities and instructions.

Council for Pharmacy Education (ACPE) as providers of continuing

NABP and the NABP Foundation are accredited by the Accreditation
% pharmacy education (CPE).

ACPE Provider Number: 0205.
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System Requirements

You will need a computer with high-speed internet access to view our screens and audio
capabilities, via computer or phone, to hear the webinar. Browser requirements are as follows:
Firefox (9.0+), Adobe Flash Player (10.3+), Google Chrome, and Safari (5.0+).

Read more about the policy on privacy and confidentiality.
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