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Guidance for Industry and FDA Reviewers - Reprocessing and Reuse of
Single-Use Devices (02/08/2000)

Enforcement Priorities for Single-Use Devices Reprocessed by Third Parties
and Hospitals (08/14/2000)

Federal Register Notice: Medical Devices; Reprocessed Single-Use Devices;
Termination of Exemptions From Premarket Notification; Requirement for
Submission of Validation Data (09/29/2005)*1

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)

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)
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Establishment Registration and Device Listing for Manufacturers and Initial
Importers of Devices 21 CFR 807
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Quality System (QS) Regulation/Medical Device Good Manufacturing Practices
21 CFR 820
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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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BW 2515 NAV Variable Diagnostic EP
Catheter

|[REF] Ln222515CT i
OM:Biosense Webster i
Curve: Lasso 2515 NAV

Size: 7F
SN: 1797988 T T

Electrodes: 22
Spacing: 2-6-2mm
| Length: 115CM

| SYK No LN222518CT
|[@=T] 2321281sH

SN- 1797988
| Quantity: 1
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| COnly Suyker Sustainabiity Solutions bears responsibiity for this device. The
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sponsof this device. Repirocessed Device for Single Use
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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

« Test clinically used devices fol
soil levels prior to cleaning

Testing
For biological
contaminants
nd endotoxii

Soiling/
Inoculation

Cleaned
Accordingto
procedures

* Establish baseline soiling parameters
* Develop soiling procedure unique to
. each device
Soiled
Devices ,/
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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
invoking 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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> BRIEXAMNEIRT HFERFHEEMFLIEL. Medical Waste Tracking Act
(MWTA) TE Z =N 5 “Regulated Medical Waste (RMW)*” 125 HLAELY,
& 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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ELECTROPHYSIOLOGY

Urologie
»

UROLOGY

SURGERY ARTHROSCOPY

CARDIOLOGY / RADIOLOGY / ANAESTHESIA AND INTENSIVE CARE
ANGIOLOGY

OPHTHALMOLOGY

INTERNAL MEDICINE / ENDOSCOPY
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German Service-Based Model

Service
—> Vanguard AG

US / UK Product-Based Model

Manufacturer 1

Manufacturer 2 Hospital

Manufacturer 3

4&

Manufacturer 1 Hospital A

Stryker /

Manufacturer 2 Hospital A Sterilmed

Hospital B

Manufacturer 3 Hospital C

Source: Vanguard AG
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Ms. Melanie King Medicines & Healthcare products
Regulatory Agency (MHRA). Team Manager, Imaging,
Acute and Community care, Devices
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Medical Device Remanufacturing Market,

Revenue ($m), Global, 2008 to 2015

1400

1055

Revenue ($mj
2 ® 9
S & 8

B8
=}

8
s

O

w( I I I I I I

?IC" 2000 2010 201 2012
Key M Revenue -®- Growth

12 l]
1,200 o/'*

2015

(39 quma B enuuy

Global Remanufacturing Market Revenue,
by Type of Device ($m), Global, 2014
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Total Cardiovascular  Laparascopic Onthopedic  Gastroenterology General Surgery

Devices Devices Devices Devices Devices

Courtesy of Global Data

Source: UK Department of Health Presentation
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KEHE US Market Data

MRG Data 2011 2012 2013 2014 2015
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