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Directorate, to all stakeholders, “Health Canada’s Regulatory Approach to Commercial
Reprocessing of Medical Devices Originally Labelled for Single Use,” (5 February 2015).
Update: Notice to Stakeholders — Health Canada’s Regulatory Approach to Commercial
Reprocessing of Medical Devices Originally Labelled for Single Use(2016).

Hygienic Requirements for Processing of Medical Devices: Recommendation by the
Commission for Hospital Hygiene and Infection Prevention at the Robert Koch Institute
(RKI) and the Federal German Institute for Medical Drugs and Medical Products (BfArM)
Concerning the “Hygienic Requirements for Processing of Medical Devices,” Robert Koch
Institute’ Recommendation (2001).

Medical Device Regulatory Requirements for Israel, U.S. International Trade
Administration (2 May 2005).

The Medical Devices Interim Regulation, Saudi Food and Drug Authority (April 10, 2010).
Medical Devices Interim Regulation, Report issued by the Saudi Food and Drug Authority
Board of Directors, Medical Devices Sector (17 April 2009).

Statement by the TGA on regulations for sterilisation of single use devices, Australian
Government, Therapeutic Goods Administration (21 July 2003).

Regulation of Medical Devices in the Americas(10-12 May 2017)
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AAMI Autumn Sterilization Standards Week

October 21-25, 2019
AAMI Center for Excellence, Arlington, USA

Oct. 21, Mon. Opening Plenary, New participation orientation, WG61, WG13, WG04, WG62
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Oct. 25, Fri.  WG08, WG9S, Closing Plenary
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WG93: Cleaning of Reusable Medical Devices
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(Proposed new American National Standard, Committee Draft of Comment, AAMI Draft Standard)

Advancing Safety in Health Technology
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Ballot Name: Approval of AAMI CDV-1 ST98, Cleaning validation of health care products a€“ Requirements for

development and validation of a cleaning process for medical devices

Ballot committee: AAMI ST/WG 93, Cleaning of reusable medical devices

Ballot opened: August 16, 2019
Ballot closed: October 10, 2019

<’

Approve 44/77, A* bH275E H S 1=,

Vote summary Approve Disapprove Abstain |Did not vote Total

User 7 0 1 9 17
Producer 31 4 5 10 50
General interest / Regulatory 6 0 1 3 10
Total 44 4 7 22 77
Approval criteria

Percentage of return (67% required) 1%

Percentage of returned votes for approval (67% required) 92%
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Abstract:

Keywords:

Cleaning validation of health care products —

Requirements for development and validation of a
cleaning process for medical devices

Covers the requirements to validate cleaning processes that are developed by the medical device

manufacturer for processing medical devices.

cleaning, validation

Committee Draft for Comment

AAMI Draft Standard

NOTE - This document is still under study and subject to change.

It should not be used for reference purposes.
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8.2 Acceptance criteria

8.2.1 After cleaning, the device shall be free of visible contamination.

8.2.1.1 Depending on the device, it may be necessary to disassemble the medical device to conduct a thorough visual
inspection of internal surfaces.

8.2.2 The analyte endpoint results from the cleaning validation testing shall be lower than the acceptance criteria listed
in Table 1 for each test sample.

Table 1—Acceptance criteria for endpoints

Endpoint | Acceptance Criteria
Clinically Relevant Soil Components
Protein 6.4 ug/cm?
Total Organic Carbon 12 pug/cm?
Carbohydrate 1.8 ug/cm?
Hemoglobin 2.2 ug/cm?

NOTE—Table 1 reflects the current state of medical device cleaning science. Given the wide variety of device types, intended uses
and clinical exposures, anticipated advances in technology and advances in device designs and cleanability, it is expected that
endpoints will become more refined, with different endpoints for different medical devices.

8.2.3 Use of a surrogate marker (e.g., ATP, Bioburden, endotoxins, etc.) is not recommended. If a surrogate marker
is used to determine the effectiveness of a cleaning process, then use of the surrogate marker should be scientifically
justified and the method should be validated.

8.2.4 Arisk analysis shall be documented demonstrating that the risk of process residuals has been reduced to below
acceptable levels and do not impact the next processing steps (if applicable).

*Endpoints&L T, 22/ V& 2 FHARRK. KLY ATTREVITKON ., ATP, N FN—T2 TV
Kk 2% (Esurrogate markerlZ,

-WD-1(2018) D EZFE TI&. Alert Limit, Action LimitASEX FE S TL =AY, Acceptance CriteriaD # (2, 3F &
BICE, £EEGL,

-SHRLEBAICBETOALENHLERDNS,
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	7-1-1_R1 RSUD事業活動報告v2(修正)200318PDFのコピー
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