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Contains Nonbinding Recommendations

Draft - Not for Implementation
Cybersecurity in Medical Devices:
Quality System Considerations and
Content of Premarket Submissions
Draft Guidance for Industry and
Food and Drug Administration Staff

DRAFT GUIDANCE

This draft guidance document is being distributed for comment purposes
only.

Document issued on April 8, 2022.

You should submit comments and suggestios nsreg ardin, &_lh s draft document within 90 days of
publication in the Federal Register of the notic g1h ailability of the draft
guidan S bm1 electronic comments to I1tl r.;;":' www.regulations. uv.Submll written
commen l to the Dockets Management StafT, Fo dand Dmg Admml

Room 1061, :HFA 305) Rockville, MD 20852. Identify all comments \nll lh docket number
listed in the notice of av, lbl[lhlpbllsmll Federal Register.

For questions about this document regarding CDRH-regulaled devices, Suzanne Schwartz,

Office of Strategic Partnerships and Technology Innovation at (301) 796-6937 or email

CyberMed(w fda.hhs.gov. For q estions about this document regarding CBER-regulated devi

contact the Office of Communication, Outreach, a dD l opment (OCOD) at 1-800-835- 4709
r 240-402-8010, or by email locud’a-!’dﬂ.hhs. ov.

When final, this guidance will supersede Content of Premarket Submissions
for Management of Cybersecurity in Medical Devices — Final Guidance,
October 2, 2014

U.S. Department of Health and Human Services

'y U.S. Food and Drug Administration
Fo :JbarNIFS?ROA?I(;&N DRUG Center for Devices and Radiological Health
Center for Biologics Evaluation and Research
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