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Recent Final Medical Device Guidance Documents
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< & # fda.gov/medical-devices/guidance-documents-medical-devices-and-radiation-emitting-produ... B & 1= = 0O &
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IN THIS SECTION: Guidance Documents (Medical Devices And Radiation-Emitting Products) v

+— Guidance Documents (Medical Devices and Radiation-Emitting Products)

Recent Final Medical Device Guidance Documents
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This list contains the most recent final medical device guidance documents. For a complete listing,
please see the Guidance Documents homepage.

Recent Final Guidance Documents
Issued
Title Date

Referencing the Definition of “Device” in the Federal Food, Drug, and Cosmetic Act in Guidance, Regulatory Documents, Communications, 11/14/22
and Other Public Documents - Guidance for Industry and Food and Drug Administration Staff

Postmarket Surveillance Under Section 522 of the Federal Food, Drug, and Cosmetic Act - Guidance for Industry and Food and Drug 10/07/22
Administration Staff

Procedures for Handling Post-Approval Studies Imposed by PMA Order - Guidance for Industry and Food and Drug Administration Staff 10/07/22

Clinical Decision Support Software - Guidance for Industry and Food and Drug Administration Staff 09/28/22

Compuier-Assisted Detection Devices Applied to Radiology Images and Radiology Device Data - Premarket Notification [510(k)] 09/28/22
Submissions

Clinical Performance Assessment: Considerations for Computer-Assisted Detection Devices Applied to Radiology Images and Radiology 09/28/22
Device Data in Premarket Notification (510(k)) Submissions - Guidance for Industry and Food and Drug Administration Staff

Catalog of Regulatory Science Tools to Help Assess
New Medical Devices

B Catalog of Regulatory Science e X +

“ & & fda.gov/medical-devices/science-and-research-medical-devices/catalog-regulatory-science-to.. B @ |2 & = [0 &

BE= An official website of the United States government Here's how you know ~
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+ Science and Research | Medical Devices

Catalog of Regulatory Science Tools to Help Assess New Medical Devices
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N
v

E

4

This catalog collates a variety of regulatory science tools that the FDA's Center for Devices and
Radiological Health's (CDRH) Office of Science and Engineering Labs (OSEL) developed and plans to
expand as new tools become available.
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