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Enforcement Priorities for Single-Use Devices Reprocessed by Third Parties
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L ALFederal Register Notice: Medical Devices; Reprocessed Single-Use
Devices; Termination of Exemptions From Premarket Notification;
Requirement for Submission of Validation Data (09/29/2005) CiEE S+ TLY
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Medical Device User Fee and Modernization Act of 2002, Validation Data in

Premarket Notification Submissions (510(K)S) for Reprocessed Single-
Use Medical Devices (09/25/2006) CHRE =N DEMFFHMNROH N TVS,
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Labeling 21 CFR 801

Quality System (QS) Regulation/Medical Device Good Manufacturing
Practices 21 CFR 820

Guidance for Industry and FDA Staff - Compliance with Section 301 of the
Medical Device User Fee and Modernization Act of 2002, as amended —
Prominent and Conspicuous Mark of Manufacturers on Single-Use Devices
(05/01/2006)
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Medical Device Reporting (Sections 519(a)(b) and (c) of the Act; 21
CFR Part 803)

Medical Device Tracking (Section 519(e) of the Act; 21 CFR Part
821)

Medical Device Corrections and Removals (Section 519(f) of the Act;
21 CFR Part 806)
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Cleaning Process Validation

Based on Redundant Testing
Soiled
. Devices

« Test clinically used devices for existing
soil levels prior to cleaning

* Establish baseline soiling parameters

* Develop soiling procedure unique to
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2¢ Quanta Computer, Inc. v. LG Electronics, Inc., 128 S. Ct. 2109, 2122
(2008)

[The authorized sale of an article that substantially embodies a patent
exhausts the patent holder's rights and prevents that patent holder from
iInvoking patent law to control postsale use of the article. |

2XStatic Control Components, Inc. v. Lexmark International, Inc., 615 F.
Supp. 2d 575, 584 (E.D. Ky. 2009)

[ Additionally, like LGE, Lexmark attempts to reserve patent rights in its
products through post-sale restrictions on use imposed on its customers.
This is what Quanta says Lexmark cannot do. |
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(MWTA) TE Z =N 5 “Regulated Medical Waste (RMW)*” 125 HLAELY,
X Tissues, organs, body parts, and body fluids removed during surgery and autopsy.
Human blood and blood products, Cultures and stocks of infectious agents, Contaminated

sharps. Generated by hospitalized patients isolated to protect others from communicable disease.
Contaminated animal carcasses
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