American

National
Standard

ANSI/AAMI
ST108:2023

Water for the processing of
medical devices

Advancing Safety in Health Technology






American National Standard ANSI/AAMI ST108:2023

Water for the processing of medical devices

Approved 30 June 2023 by

AAMI

Approved 4 August 2023 by
American National Standards Institute, Inc.

Abstract:

Keywords:

This standard covers the selection and maintenance of effective water quality suitable for processing
medical devices. It provides guidelines for selecting the water quality necessary for the processing
of categories of medical devices and addresses water treatment equipment, water distribution and
storage, quality control procedures for monitoring water quality, strategies for bacterial control, and
environmental and personnel considerations.

carbon filters, deionization, disinfection, distillation, medical devices, pasteurization, processing,
reverse osmosis, rinsing, sediment filters, steam purity, sterilization, ultrafiltration, water filtration,
water quality, washing, water softening, water quality, water treatment



AAMI Standard

This Association for the Advancement of Medical Instrumentation (AAMI) standard implies a consensus of those
substantially concerned with its scope and provisions. The existence of an AAMI standard does not in any respect
preclude anyone, whether they have approved the standard or not, from manufacturing, marketing, purchasing, or using
products, processes, or procedures not conforming to the standard. AAMI standards are subject to periodic review, and
users are cautioned to obtain the latest editions.

CAUTION NOTICE: This AAMI standard may be revised or withdrawn at any time. AAMI procedures require that action
be taken to reaffirm, revise, or withdraw this standard no later than five years from the date of publication. Interested
parties can obtain current information on all AAMI documents by calling or writing AAMI.

All AAMI standards, recommended practices, technical information reports, and other types of technical documents
developed by AAMI are voluntary, and their application is solely within the discretion and professional judgment of the
user of the document. Occasionally, voluntary technical documents are adopted by government regulatory agencies or
procurement authorities, in which case the adopting agency is responsible for enforcement of its rules and regulations.

Published by

AAMI

901 N. Glebe Road, Suite, 300
Arlington, VA 22203
www.aami.org

© 2023 by the Association for the Advancement of Medical Instrumentation

All Rights Reserved

This publication is subject to copyright claims of AAMI. No part of this publication may be reproduced or distributed in
any form, including an electronic retrieval system, without the prior written permission of AAMI. All requests pertaining
to this document should be submitted to AAMI. It is illegal under federal law (17 U.S.C. § 101, et seq.) to make copies
of all or any part of this document (whether internally or externally) without the prior written permission of the Association
for the Advancement of Medical Instrumentation. Violators risk legal action, including civil and criminal penalties, and
damages of $100,000 per offense. For permission regarding the use of all or any part of this document, visit the
Copyright Clearance Center.

Printed in the United States of America

ISBN 978-1-57020-873-7


https://aami2-my.sharepoint.com/personal/jallen_aami_org/Documents/Desktop/SterilizationStandards/WG95ST108/CDV-2/www.aami.org
https://marketplace.copyright.com/rs-ui-web/mp

Contents Page

(076] 00101 YT (=] o] (=T=1 1 =L (o] o PRSP PPRTRN v
(o] (=11 o] o [T OO OSSP P PR PPPRRPP X
L1 To [UTo 1 o] o IO PRSP P PP PP PP PUPRR Xi
1 S Tel o] o1 TP O PO PSP TOUPPP PPN 1
2 NOIMALIVE FEFEIEINCES ...ttt e e a e eh e s bt e s b et e s ae e e st e e e bt e e bt e saneenbneennnee e 2
3 Terms @and defiNItIONS ........cooiiiiiie ettt sttt et e s et ne e e e et et et enr e 2
4 R0 L=TS3R= T o I (=T oo 0 7 o] 111 =S 12
5 RISK @NAIYSIS ...ttt e bt et e e E et e et e et e e b e e e e e ee s 15
6 Categories of water quality for medical device ProCeSSING........cocueiiiiiiiiiiiiie e 17
7 Water quality selection and reqUIrEMENTS ...........ooi it e e 20
8 Water treatment systems installation and operation qualification................cccoiiiiiiiiiiii 27
9 Water treatment systems performance qualification - evaluation of water quality................ccoooeciiiieniiiiiiinnee. 31
10  Water treatment systems routing MONItONING.........c..uviiiiii i e e e e e s e nnaes 31
11 Continuous quAality IMPrOVEMENT.........iiiiiiiie e e e et e e nb e e et e e nneees 33
12 Water treatment systems Mainte@NaNCe............ooiiiiiiii e e 36
13 SPECial CONSIAEIALIONS .......eeiiiiiiiie ittt e ettt e bt e e e e et e e et et e e sbe e e e s s e e e et e e e e nnneas 37
Annex A (informative) Guidance on the application of the normative requirements...............cccoiieiiiiiiiiiiienee e, 40
Annex B (informative) RISK @NalYSiS.........cciiiiiiiiiiiiiii ettt e e e e e et e e e e e e e e e e e e e e e ennarrareaaeeeaannaes 47
Annex C (informative) Automated Endoscope Reprocessor (AER) ........cooiiiiiiiiiiiiiiiiiieee et 50
Annex D (informative) Water used in cleaning and moist heat proCesSes ..........cccovviriiiiiiiiiie i 52
Annex E (informative) Water treatment teChNoIOGIES ..........cooiiiiiiiiii e 56
Annex F (informative) Water treatment system desSign .........ocviiiiiiiiii e 63
Annex G (informative) Routine monitoring of water treatment equipment & produced water quality .......................... 69
Annex H (informative) Maintaining microbiological QUAlItY ............c..eeiiiiiiiiiiiie e 75
Annex | (informative) Typical presentation of water quality issues during the processing of medical devices ............ 80
1] o] oY |- o] 1)V OO U P U PR OPPUPP PRSP 83
Figures

Figure 1—Stages of medical device processing in which water quality is a consideration............c.ccccocveviecniiciceenane. 22
Figure F.1—Example process flow diagram (PFD)...........coouiiiiiiiiiiiiiiee ettt e e e e e e e e e e e sanbaneeaaeeaas 64
Tables

Table 1—Multidisciplinary team reSpoNSIDIlItIES ..........c.coiiiiiiiiii e 15
Table 2—Categories and performance qualification levels of water quality for medical device processing................. 18
Table 3—Water quality for processing of devices requiring high-level disinfection ..............cccoccciiiiiiii e 26
Table 4—Water quality monitoring reQUIFEMENTES ..........u i easasasasnnnnnsnnnnnnnen 33

Table 5—Frequency for water quality monitoring at water generation system............cccccooiviiiiii e 34



Table 6—Frequency for water quality monitoring at point-of-water-use .............ccocccviiiiii i 35

Table A.T—Water AESCHPLONS. .........uiiiiii ettt e e e e et e e e e e s st eeeeeeeeesatbaeeeeaeessaasaeseeeaeessasssseeeeas 40
Table A.2—Water quality for proCeSSING AEVICES..........uuiiiiiiii i e e e e e e e e e e e eeaarreeeeas 41
Table B.1—Tables of risk factors and effeCtS............cocuiiiiiiiiiii e 47
Table B.2— Impact of water temperature on sterilizer vacuum water supply pump performance.............c...cccccvvveen... 48
Table B.3—Work-related risks t0 Staff...........c.oooiiiii e 49
Table C.1—Water quality fFOr LCSPS ... e e e e e et e e e e e e e e e e e e e e e seabraeeaaeeesennrreeaeas 50
Table E.1—Summary of water treatment MEethOdS .............oooiiiiiiiiii e 61
Table G.1—Pretreatment equUIPMENt MONITOMING........ccuiiiiii e e e e e e e e s s e e e e e e s eanrreeeeas 71
Table G.2—Primary water treatment equipment MONITOMING .........uiiiiiiiiiiee e 72
Table G.3—Storage and Distribution Equipment MONITOMNG...........coiiiiiiiiiiiiiie e 73

Table I.1—Examples of observed problems during medical device processing that can be caused by poor
WAEET QUAIIEY ...ttt et e e r et e e ettt e et e e e e e e e b e e e e n e e e e e e e e n e e e nnee 80



Committee representation

Association for the Advancement of Medical Instrumentation
AAMI Water Quality for Medical Device Processing Working Group

This standard was developed by the AAMI Water Quality for Medical Device Processing Working Group under the
auspices of the AAMI Sterilization Standards Committee. Approval of the standard does not necessarily mean that all
working group members voted for its approval.

At the time This standard was published, the AAMI Water Quality for Medical Device Processing Working Group
had the following members:

Cochairs: Terra Kremer
Erin A. Kyle
Members: Anas Aljabo, SteriLabs Canada Inc.

Lindsay Arencibia, Lindsay Arencibia (Individual Expert)
Kristy L. Azzolin, American Dental Association (ADA)
James Weldon Baker, NuStream Filtration Inc

Timothy Blackwell, Timothy Blackwell Person

Rachel Bradley, Rachel Bradley (Individual Expert)

Lisa Shifflett Brown, UVA Health

Deborah Lynnette Bunn, University of Maryland Medical System
Jonathan Burdach, Nanosonics Limited

Cathy Castro, Vested Medical LLC

Michael Scott Castro, Pall Medical - Port Washington
Roxanne Charles, Roxanne Charles (Individual Expert)
Nancy Chobin, Nancy Chobin (Individual Expert)

Horlando Cintron, Memorial Sloan Kettering Cancer Center - Monmouth
Jeremy Criss, Jeremy Criss (Individual Expert)

Jacqueline A. Daley, Providence St Joseph Health System
Frank Daniels, Virginia Commonwealth University Health System
Nicholas Day, University Hospitals of Cleveland

Loraine Durigan, Loraine Durigan (Individual Expert)

Afif Jhoel Escheik, Crothall Healthcare

Ernesto Rivera Esparza, Edwards Lifesciences

Michael Flanagan, Zimmer Biomet

Brian Flannigan, Phigenics LLC

Sarah Frank, Element Materials Technology (fka ALG)
Marcia Frieze, Case Medical Inc

Naomi Gamm, Abbott Laboratories

Joe Haney, AmeriWater

Douglas F. Harbrecht, Sterility Assurance LLC

Jeffrey N. Holland, Evoqua Water Technologies LLC
Timothy Hurtado, Memorial Hermann Healthcare System
David M. Jagrosse, David Jagrosse Consulting LLC
Karissa Joosten, NAMSA

Richard J. Kaestner Jr., Absolute Water Technologies
Nancy E. Kaiser, STERIS Corporation | Healthcare
Nicholas Kalanta, McLane Children's Hospital

Sajedul Islam Khan, Apollo Hospital Dhaka

Michal Koenner, Medtronic Inc Campus

Margaret Konja, SpecialtyCare

Terra Kremer, Johnson & Johnson

© 2023 Association for the Advancement of Medical Instrumentation m ANSI/AAMI ST108:2023 \



Alternates:

vi

Kaumudi Kulkarni, Healthmark Industries Company Inc

Erin A. Kyle, Association of Perioperative Registered Nurses (AORN)
Wesley Lantz, Zimmer Biomet

William Leiva, 3M Health Care

Angela M. Lewellyn, Advantage Support Services Inc

Paul Littley, Integra LifeSciences Corporation

Anne Mattern, Anne Mattern Person

Michael Matthews, Association of Medical Device Service Organizations (AMDSO)
John L. Mazzilli, Saddleback Memorial Medical Center

Tom McElroy, IUVO BioScience

Emily Mitzel, GE Healthcare

Melissa G. Morgan, Moses H Cone Hospital - Cone Health
Derek Mortisen, Intuitive Surgical Inc

Mike Nolan, HIGHPOWER Validation Testing & Lab Services Inc
Susumu Nozawa, Siemens Healthineers

Kia Parker, The Ohio State Wexner Medical Center-University Hospital
Alpa Patel, Sotera Health LLC

Rebecca Peplau, Rebecca Peplau (Individual Expert)

Janet M. Prust, St. Croix Standards Consulting, LLC

Juan Migiel Ramos, Juan Migiel Ramos (Individual Expert)

Marc B. Rogers, Advanced Sterilization Products (ASP)

Don Rotter, Ecolab

Mandy Ryan, Stryker

Damien S. Berg, HSPA (fka IAHCSMM)

Chuck Schaefer, Charles Schaefer (Individual Expert)

Candace A. Schlicklin, Phoenix Children's Hospital

Michael J. Schoene, Bausch & Lomb Inc

Matthias Schéttler, Olympus America Inc

Richard William Schule, Cleveland Clinic

Linda Sue Schultz, Northside Hospital Surgical Services Atlanta
Cynthia Seward, Kaiser Foundation Health Plan/Hospitals
Donald Socha Esq., Getinge USA

Len Sparks, VERDA Water Quality Systems

Joan M. Spear, Joan M. Spear (Independent Expert)

Nadine Swenson, Boston Scientific Corporation

Janelle Trboyevich, Boston Scientific Corporation

Steven E. Turtil, FDA/CDRH

Melissa Walters, Melissa Walters (Individual Expert)

Dean Wellman, Midmark Corporation

Jonathan A. Wilder, Quality Processing Resource Group LLC
Ariel Wimbush, Emory Healthcare

David C. Winkler Jr., Veterans Administration (VA) Central Office
Robin Woodland, Robin Woodland (Individual Expert)

Jarl Yeager, Powder River Medical Resources

Stephanie L. Young, Stephanie Young (Individual Expert)
Roberto Zumbado, Philips

Jennifer Barnickel, Vested Medical LLC

Ralph J. Basile, Healthmark Industries Company Inc
Jhmeid B. Billingslea, Advantage Support Services Inc
Michael Bolcas, Integra LifeSciences Corporation
Marco Bommarito, 3M Health Care

Philip Ted Cantin, VERDA Water Quality Systems
Greg Crego, Bausch & Lomb Inc

Jeffery Daniels, Olympus America Inc

© 2023 Association for the Advancement of Medical Instrumentation m ANSI/AAMI ST108:2023



Shawn Engberg, MD Furniture & Supply

Lorraine Floyd, Johnson & Johnson

Alex Freeman, Intuitive Surgical Inc

Tara Jacobson, Abbott Laboratories

Herbert J. Kaiser, STERIS Corporation | Healthcare
Susan G. Klacik, HSPA (fka IAHCSMM)

Angela Le, ResMed Inc.

Daniel Lightfoot PhD, Nanosonics Limited

Shaun McGinley, Zimmer Biomet

Kim Miller, HHGHPOWER Validation Testing & Lab Services Inc
Ronald Moody, Veterans Administration (VA) Central Office
Shane Pinkston, Getinge USA

Michael Polozani, Case Medical Inc

Shawn Powers, IlUVO BioScience

Kaleb Price, Northside Hospital Surgical Services Atlanta
Nicola Revellin, GE Healthcare

Jessica Rue, Boston Scientific Corporation

Anne Schuler, LexaMed Ltd

Richard Sparano, Medtronic Inc Campus

Aaron Troutt, Williamson Medical Center

Dustin E. Van Bree, Sotera Health LLC

Jill A. Warren, Siemens Healthineers

Mary Wen, FDA/CDRH

Erika Wilson, Phigenics LLC

NOTE Participation by federal agency representatives in the development of this standard does not constitute
endorsement by the federal government or any of its agencies.

At the time this document was published, the AAMI Sterilization Standards Committee had the following members:

Cochairs: Janet M. Prust
Patrick B. Weixel

Members: Gregory Darnall Aldrich, Fairbanks Memorial Hospital
Anas Aljabo, SteriLabs Canada Inc.
Eseosa Tony Amenaghawon, Eseosa Tony Amenaghawon (Individual Expert)
Brett Anderson, Cochlear Ltd
Jennifer R. Asleson, Quality, Microbiology & Sterilization Services LLC
Richard Bancroft, STERIS Corporation | Healthcare
Marie K. Brewer, UnityPoint Health - Surgery Center Cedar Rapids
Trabue Daley Bryans, BryKor LLC
Jonathan Burdach, Nanosonics Limited
Charles Cogdill, Medtronic Inc Campus
Emily Craven, Boston Scientific Corporation
Jacqueline A. Daley, Providence St Joseph Health System
Gordon M. Ely, LexaMed Ltd
Afif Jhoel Escheik, Crothall Healthcare
Deannard Esnard, Deannard Esnard (Individual Expert)
Nicole Felderman, CIVCO Medical Solutions
Brian J. Fortier, Aorta Medical Inc
Daniel Fowler, WuXi AppTec Inc
Magnus Graham, BSI Healthcare
Shelley Hagan, Henry Ford Health

© 2023 Association for the Advancement of Medical Instrumentation m ANSI/AAMI ST108:2023 vii



Ashley Hammer, Washington Regional Medical Center

Joyce M. Hansen, Johnson & Johnson

Douglas F. Harbrecht, Sterility Assurance LLC

Deborah A. Havlik, DA Havlik Consulting

Crystal Heishman, U of L Hospital - University of Louisville
Ebow Holdbrook-Smith, WellSpan Health

Mollie J. Holter, MicroBio Consulting LLC

Stephanie Jean Homuth, Hennepin County Medical Center Warehouse
Clark W. Houghtling, Cosmed Group Inc

Angela G. Jensen, Rush Foundation Hospital

Nicholas Kalanta, McLane Children's Hospital

Susan G. Klacik, HSPA (fka IAHCSMM)

Erin A. Kyle, Association of Perioperative Registered Nurses (AORN)
Byron J. Lambert, Abbott Laboratories

Marissa Jones Lewis, Veterans Administration (VA) Central Office
Michael K. Loadman, Michael Loadman (Individual Expert)
Emily Lorcheim, ClorDiSys Solutions, Inc

Kelly Marcum, HCA Healthcare

John L. Mazzilli, Saddleback Memorial Medical Center

Patrick J. McCormick, Bausch & Lomb Inc

Russell Mills, Zimmer Biomet

Leslie Nichols, Mayo Clinic

Gerry A. O'Dell, Gerry O'Dell Consulting

James O'Reilly, St Joseph Health System - Trinity Health

Ken Paddock, Baxter Healthcare Corporation

Alberto Guzman Paret, Cordis US Corp

Kia Parker, The Ohio State Wexner Medical Center-University Hospital
Kimberly Patton, Performance Review Institute MedAccred
Nancy Pickens, Nancy Pickens (Individual Expert)

Karana M Pierre, Karana M Pierre (Individual Expert)

Janet M. Prust, St. Croix Standards Consulting, LLC

Joan E. Rickard, Montefiore Medical Center

Angela Salmen, Angela Salmen (Individual Expert)

Linda Sue Schultz, Northside Hospital Surgical Services Atlanta
Joan M. Spear, Joan M. Spear (Independent Expert)

Sopheak Srun, Quality Tech Services LLC

Mark Swanson, Quality and Regulatory Expert Partners (QRX)
Larry Talapa, 3M Health Care

Julie TerWee, Pfizer Parenteral Center of Excellence

James Treharn, St Peter's Health

Sara Vinson, University of Florida

Adrienne C. Watson, Adrienne Watson (Individual Expert)

Sean Weir, Sean Weir (Individual Expert)

Patrick B. Weixel, FDA/CDRH

James Sidney Wiggs, Legacy Health System

Ariel Wimbush, Emory Healthcare

Martell Winters, Sotera Health LLC

Roberto Zumbado, Philips

Alternates: Jennifer Benolken, DuPont Tyvek Medical and Pharmaceutical Protection
Damien S. Berg, HSPA (fka IAHCSMM)
Stacy Bohl, Boston Scientific Corporation
Carolyn Braithwaite-Nelson, Philips
Richard Burgess, BS| Healthcare
Densley Coke, Densley Coke (Individual Expert)
Kimbrell Darnell, Becton Dickinson & Company

viii © 2023 Association for the Advancement of Medical Instrumentation m ANSI/AAMI ST108:2023



Aaron David DeMent, Sotera Health LLC

April Doering, 3M Health Care

Anna M. Grayson, Grayson Associates

David Kelman, Sterile Edge

Cathy Leckwart, WuXi AppTec Inc

Paul Lorcheim, ClorDiSys Solutions, Inc

Michelle Luebke, Baxter Healthcare Corporation

Gerald E. McDonnell, Johnson & Johnson

Shaun McGinley, Zimmer Biomet

David Ford McGoldrick, Abbott Laboratories

Shane Pinkston, Getinge USA

Christine L. Render, Cosmed Group Inc

Jimmy Reyes, Alcon Laboratories Inc

Petra Richards, Kaiser Foundation Health Plan/Hospitals
Susan Rogers, Veterans Administration (VA) Central Office
Molly S. Swanson, Quality Tech Services LLC

Lisa Ward, STERIS Corporation | Healthcare

NOTE Participation by federal agency representatives in the development of this document does not constitute
endorsement by the federal government or any of its agencies.

© 2023 Association for the Advancement of Medical Instrumentation m ANSI/AAMI ST108:2023 ix



Foreword

This standard was developed by the AAMI Water Quality for Medical Device Processing Working Group under the
auspices of the AAMI Sterilization Standards Committee. The objective of this standard is to set the quality requirements
for the different categories of water used in processing of medical devices and provides guidance as to when and where
to use water of each category. In addition, this standard provides information on how to verify that the water continues
to meet those minimum requirements. This standard also provides valuable information for the performance
qualification of a water treatment/delivery system and a monitoring program to ensure water quality remains within the
stated specifications.

This is the first edition of this American National Standard, which revises and replaces AAMI TIR34 [1]. The goal of
this standard is to specify the minimum requirements for the water quality and steam purity necessary to effectively
process medical devices intended for use on a patient.

The professionals responsible for the processing of medical devices prior to use are experiencing increasing challenges
including: the increasing complexity of modern medical devices with hidden, difficult to access areas (e.g., lumens and
complex mechanisms) where clinical soil can become lodged; and the emerging and reemerging incidence of
“superbugs” that must be removed or inactivated for patient safety but are able to survive processing in situations where
soil removal is incomplete. Any limitation on or diminishment of cleaning efficacy can lead to patient morbidity or
mortality and decreased device use life. Water of the appropriate quality for the processing of medical devices prior to
clinical use is an important part of the solution to these problems.

A common factor in the processing of medical devices is the use of water. While medical devices cleared by the U.S.
Food and Drug Administration’s (FDA) for sale into the health care market have been provided with validated processing
instructions and procedures, these procedures may not be completely effective if water of specified quality is not used.
Similarly, cleaning agents work better, and devices are rinsed more thoroughly if the water is of the specified quality.
Each health care facility may require a specific approach to treating water for processing needs based on a variety of
factors.

The following verbal forms are used within AAMI documents to distinguish requirements from other types of provisions
in the document:

— “shall” and “shall not” are used to express requirements;

— “should” and “should not” are used to express recommendations;

— “may” and “may not” are used to express permission;

— “can” and “cannot” are used as statements of possibility or capability;
— “might” and “might not” are used to express possibility;

— “must’ is used for external constraints or obligations defined outside the document; “must” is not an alternative
for “shall.”

Suggestions for improving this technical information report are invited. Comments and suggested revisions should be
sent to Standards, AAMI, 901 N. Glebe Road, Suite 300, Arlington, VA 22203 or standards@aami.org.

NOTE This foreword does not contain provisions of the ANSI/AAMI ST108, Water for the processing of medical
devices (ANSI/AAMI ST108:2023), but it does provide important information about the development and intended use
of the document.
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Introduction

Water quality is an important consideration in all stages of medical device processing, as is the purity or chemical
content of the steam that is generated for moist heat sterilization. The health care facility should have a multidisciplinary
team in place that develops a strategy to confirm all aspects of water quality that impact the processing of medical
devices within this standard. Appropriate water quality and steam purity in device processing requires collaboration
between the personnel who process medical devices and the personnel who establish and maintain the water treatment
system.

Water treatment and delivery systems can be configured in many ways to achieve the required water quality
specifications. Water can be treated by a variety of methods that yield different levels of water quality. Gram-negative
bacteria and nontuberculous mycobacteria can grow in water regardless of treatment process. The rate of growth and
the microbial levels attained are a function of several factors related to the water (e.g., variety and concentration of
organic contaminants, pH, temperature). Water systems that are closely monitored for quality reduce variability of
processing conditions and effectiveness of cleaning and disinfection processes as well as reduce the potential of
microbial proliferation. The importance of monitoring water quality to prevent problems with microbial proliferation
cannot be overemphasized.

This standard defines multiple levels of water quality and steam purity suitable for medical device processing, and it

describes the water treatment processes that can be utilized in order to produce water of the quality to meet each of
these categories.

© 2023 Association for the Advancement of Medical Instrumentation m ANSI/AAMI ST108:2023 xi






American National Standard ANSI/AAMI ST108:2023

Water for the processing of medical devices

1 Scope
1.1 General

This standard establishes minimum requirements for the water quality used at different stages in the processing of
medical devices (e.g., reusable devices and single-use devices provided non-sterile requiring processing prior to use
such as non-sterile implants and processed single-use devices) to make them ready for use on the next patient. These
requirements are established to assist medical device processing professionals in the selection of the appropriate water
quality needed for cleaning, rinsing, disinfection, and sterilization of medical devices.

1.2 Inclusions

This standard covers the quality of the water delivered to the point-of-use and used in medical device processing
(cleaning, rinsing, disinfection and sterilization). It defines water types based on the qualities possessed and where it
will be used. Included in this document are:

a) Responsibility for the water management program;
b) Importance of water quality;
c) Adverse effects of water impurities on medical device processing;
d) Categories and requirements of water quality for medical device processing;
e) Selection of water of the appropriate quality;
f)  Purity requirements of water used to generate steam;
g) Effective water treatment and qualification;
h) Considerations for ongoing maintenance, monitoring and quality improvement of the water treatment system;
i)  Troubleshooting water quality issues.
This standard also provides definitions of terms and a bibliography.
1.3 Exclusions
This standard does not cover:
a) Water requirements for hemodialysis applications;
b) Water requirements for laboratory use;

c) Steam quality requirements (i.e., physical qualities of steam such as: moisture content, noncondensable gas
content and Superheat). See ANSI/AAMI ST79 [8];

d) Water treatment performed within the medical device processing equipment (e.g., washers,
washer/disinfectors, or automated endoscope reprocessors (AERSs);
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