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W5 U R DERAKHI DB

Risk Management Plans
to Mitigate the Potential

for Drug Shortages
Guidance for Industry

DRAFT GUIDANCE

This guidance document is being distributed for comment purposes only.

Comments and suggestions regarding this draft document should be submitted within 60 days of
publication in the Federal Register of the notice announcing the availability of the draft
puidance. Submit electronic comments to hitps:/‘'www.regulations. gov. Submit written
comments to the Dockets Management Staff (HFA-305), Food and Drug Administration, 5630
Fishers Lane, Rm. 1061, Rockville, MD 20852, All comments should be identified with the
docket number listed in the notice of availability that publishes in the Federal Register.

For questions regarding this draft document, contact (CDER) Karen Takahashi at 301-796-3191
or (CBER) the Office of Communication, Outreach, and Development at 800-835-4709 or 240-
402-8010

.S, Department of Health and Human Services
Food and Drug Administration
Center for Drug Evaluation and Research (CDER)
Center for Biologics Evaluation and Research (CBER)

May 2022
Pharmaceutical Quality/Manufacturing Standards (CGMP)

2537041 Telft_RimtAfanagemensians. docx
nenEan

L https://www.fda.gov/media/158487/download
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Primary Stakeholder’'s RMP — The following list provides risk factors for a primary

stakeholder to consider when developing an RMP to ensure that it provides an overarching
strategy to consistently identify, assess, and mitigate risk across multiple manufacturing facilities
and drugs from an oversight perspective.

a) Geographic risk factors, including potential for natural disasters, as well as political
instability and regulatory uncertainty, that can affect the overall ability to consistently
manufacture a drug.

b) Supply chain vulnerabilities, such as sole source manufacturers of critical components in
a drug product, including active pharmaceutical ingredient, and sole source
manufacturers of a drug product.

c) Manufacturing vulnerabilities, including lack of manufacturing capacity to meet an
unexpected surge in demand, inadequate backup manufacturing capability, lack of
availability of contract manufacturers or other alternate sources, lack of availability of
laboratory services to support manufacturing, and inadequacy of management oversight.
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