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Guidance for Industry and FDA Reviewers: Enforcement
Priorities for Single-Use Devices Reprocessed by Third Parties
and Hospitals » FDA Guidance > August 14, 2000

Guidance for Industry and FDA Reviewers: Reprocessing and
Reuse of Single-Use Devices: Review Prioritization Scheme >

FDA Draft Guidance * February 8, 2000

Guidance for Industry, FDA Staff, Third-Party and Hospital
Reprocessors: Frequently-Asked-Questions about the
Reprocessing and Reuse of Single-Use Devices by Third-Party
and Hospital Reprocessors; Three Additional Questions * FDA

Guidance > July 16, 2003

Medical Device User Fee and Modernization Act of 2002
(MDUFMA)

Medical Devices; Reprocessed Single-Use Devices; Termination
of Exemptions From Premarket Notification; Requirement for
Submission of Validation Data » FDA Guidance > [Docket No.

2003N-0161] (formerly Docket No. 03N-0161) » 2005

Guidance on Adverse Events Reporting for Hospitals that
Reprocess Devices Intended by the Original Equipment
Manufacturer for Single Use »* FDA Guidance > April 24, 2001
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Guidance for Industry and FDA Staft Medical Device User Fee
and Modernization Act of 2002, Validation Data in Premarket

Notification Submissions (510(k)s) for Reprocessed Single-Use
Medical Devices(Sep. 25, 2006)

Labeling Recommendations for Single-Use Devices Reprocessed
by Third Parties and Hospitals; Final Guidance for Industry and
FDA > FDA Guidance > July 30, 2001

Medical Devices Regulation » MDR Article 17

Single-use medical devices: UK guidance on re-manufacturing,
MHRA 2016

Single-use medical devices: implications and consequences of
reuse, MHRA 2018
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Australian regulatory guidelines for medical devices » TGA » 2011



