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Series Description

FDA's Division of Drug Information in the Center for Drug Evaluation and Research (CDER) sponsors a series of educational webinars
targeting the needs of health care professionals and students. The webinars cover a broad range of FDA drug regulation and medication
safety topics. These focused webinars support FDA's mission of promoting and protecting public health through interaction and education to
strengthen current and future partnerships and relationships with clinicians and researchers.

Lecture Description

Drug shortages can have serious effects on patients who may experience treatment delays, receive alternative treatments that are not as
effective or well-tolerated, or forgo treatment. These outcomes can prolong patient suffering, contribute to disease progression, and result in
other adverse health outcomes that reduce patient well-being and increase morbidity. Mitigating and preventing drug shortages is a priority for
FDA. This webinar will provide a general overview of CDER's Drug Shortage program, current shortage issues and challenges.

References

Explanation of FDA and ASHP shortage posting: https://www.fda.gov/drugs/drug-shortages/frequently-asked-questions-about-d rug-
shortages#q1

FDA Eighth Annual Report on Drug Shortages for Calendar Year 2020 https://www.fda.gov/media/150409/download

FDA Shortages Additional News And information https://www.fda.gov/drugs/drug-shortages/drug-shortages-additional-news-and -
information

Federal Food, Drug, and Cosmetic Act (FD&C Act), Section 506C (21 USC 356c) https://www.gpo.gov/fdsys/pkg/USCODE-2012-
title21/pdf/USCODE-2012-title21-c hap9-subchapV-partA-sec356c.pdf

Federal Register Final Rule, 80 FR 38915 (July 8, 2015), Permanent Discontinuance or Interruption in Manufacturing of Certain Drug or
Biological Products. https://www.gpo.gov/fdsys/pkg/FR-2015-07-08/pdf/2015-16659.pdf. See also 21 CFR 310.306, 314.81, and 600.82.
CDER MAPP 4190.1 Rev. 2, Drug Shortage Management (11/1995; Rev. 1, 9/2006; Rev. 2, 9/2014):
https://www.fda.gov/media/72447/download

Series Objectives
Explain how to utilize FDA's Drug Information, medication safety resources, and regulatory guidances to improve delivery of patient care and
optimize outcomes.

Describe and inform health care providers of recent labeling, policy and regulatory changes which would impact prescribing and medication
management to optimize patient care.

Learning Objectives After completion of this activity, the participant will be able to:
Identify what FDA can and cannot do to prevent and mitigate drug shortages
Describe how to report a drug shortage to the FDA

Summarize pharmaceutical Industry’s role in drug shortage prevention and mitigation

Target Audience
This activity is intended for physicians, pharmacists, pharmacy technicians, nurses, Certified Public Health (CPH), and physician assistants.

Agenda
Lecture 1 June 28, 2022

TIME TOPIC SPEAKER

1:00- 5.00 PM EDT Drug Shortages: Root Causes and Potential Solutions Emily Thakur, R.Ph.

Continuing Education Accreditation

In support of improving patient care, FDA Center for Drug Evaluation and Research is
jointly accredited by the Accreditation Council for Continuing Medical Education
| (ACCME), the Accreditation Council for Pharmacy Education (ACPE), and the American

Nurses Credentialing Center (ANCC) to provide continuing education for the healthcare

.v team.

JOINTLY ACCREDITED PROVIDER™

INTERPROFESSIONAL CONTINUING EDUCATION

A‘ This activity was planned by and for the healthcare team, and learners will receive 1
.V Interprofessional Continuing Education (IPCE) credit(s) for learning and change.

IPCE CREDIT™



CME

FDA Center for Drug Evaluation and Research designates this live activity for a maximum of 1.00 AMA PRA Category 1 Credit(s) " Physicians
should claim only the credit commensurate with the extent of their participation in the activity.

CPE

This knowledge-based activity has been assigned ACPE Universal Activity Number JA0002895-0000-22-011-L04-P, and ACPE Universal
Activity Number JA0002895-0000-22-011-L04-T for 1.00 contact hour(s).

CNE
FDA Center for Drug Evaluation and Research designates this activity for 1.00 contact hour(s).
AAPA

This activity is designated for 1.00 AAPA Category 1 CME credits. FDA Center for Drug Evaluation and Research has been authorized by the
American Academy of PAs (AAPA) to award AAPA Category 1 CME credit for activities planned in accordance with AAPA CME Criteria. PAs
should only claim credit commensurate with the extent of their participation.

CPH
Up to 1.00 CPH Recertification Credits may be earned at this event.

Requirements for Receiving CE Credit

Physicians, physician assistants, pharmacists, nurses, pharmacist techs, and those claiming non-physician CME: participants must attest
to their attendance and complete the final activity evaluation via the CE Portal (ceportal.fda.gov). For multi-day activities, participants must
attest to their attendance and complete the faculty evaluation each day. Final activity evaluations must be completed within two weeks after
the activity - no exceptions.

Attention Pharmacists and Pharmacy Techs: Failure to provide your correct NABP AND Date of Birth information, in the required format, may
result in the loss of credit for this activity. NABP profile number should be the 6-7 digit profile number assigned by the CPE Monitor and your
birth date should be in the MMDD format (e.g. 0721) Do not provide your pharmacy license number. Please click the "My Account” tab and
then navigate to "Edit Contact Information” to verify that your information is correct.

Important Note regarding completion of evaluations and receiving credit

Attendees have 14 days from the last day of the activity to log in, complete the required evaluation(s) and attest to your attendance to claim
credit.Physicians, physician assistants, and nurses may then view/print statement of credit. Pharmacists should log into the CPE monitor 8
weeks after the last session of the activity to obtain their CE credit.
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