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Foreword

It has long been known that potable water, suitable for drinking by the general population, can 
contain substances harmful to dialysis patients if that water is used directly to prepare dialysate. 
As early as the 1960s, the presence in dialysate of chemicals commonly found in drinking water 
was being linked to the development of a number of hemodialysis-associated comorbidities, 
including anemia, bone disease and neurological abnormalities. To help protect patients from 
injury, maximum allowable levels for a range of chemical contaminants, as well as for bacteria, were 
included in the first edition of the American National Standard for Hemodialysis Systems published 
by AAMI in 1981. An appendix to the standard provided guidance to dialysis professionals on how to 
treat drinking water to ensure compliance with the quality standard.

AAMI standards are not static documents; they are subject to regular review and revision as the 
related science and technology advance. Thus, the hemodialysis systems standard evolved over 
the years as our understanding of the risks posed to hemodialysis patients by contaminants in 
drinking water increased and water treatment practices changed. For example, introduction of the 
Limulus amebocyte lysate assay allowed a maximum limit for endotoxin to be added to the water 
quality standard in 2001 as we became more aware of the role microbiological contaminants play 
in dialysis-associated inflammation. Other changes were spurred by changes in water treatment 
practices, such as the replacement of free chlorine by monochloramine for microbial control in 
drinking water in response to the Environmental Protection Agency’s introduction of an upper limit 
for trihalomethanes. These changes led to a series of revisions to the AAMI hemodialysis systems 
standard, culminating in the publication of separate standards for the treatment of water and the 
preparation of dialysate in 2001 and 2004, respectively. Finally, in 2011 those AAMI standards were 
replaced by adoption of a comprehensive suite of five standards developed by the International 
Organization for Standardization (ISO) that covered all aspects of fluid preparation for hemodialysis 
and related therapies and which was based on the existing AAMI standards. It is important to 
recognize that different parts of that suite of standards are directed at different audiences. Standards 
setting forth requirements for devices and commercially produced fluids, such as concentrates, are 
directed at manufacturers of those items, while standards setting forth the quality requirements 
of water and the dialysate prepared from that water, as well as guidance on achieving those quality 
requirements are primarily directed at the dialysis professionals responsible for delivering the actual 
dialysis treatments.

The Centers for Medicare and Medicaid Services (CMS) is the largest funder of dialysis therapy 
in the United States. As part of its oversight activities, CMS requires providers of dialysis to 
comply with certain performance criteria intended to promote improved outcomes and ensure the 
safety of dialysis patients. These requirements are set forth in the CMS Conditions for Coverage 
for End Stage Renal Disease Facilities (the CfC). Following publication of the original AAMI 
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hemodialysis standard in 1981, CMS—then known as the Health Care Financing Administration—
made compliance with the water quality standard part of the CfC. That requirement was limited 
to complying with the maximum allowable contaminant levels and the guideline for monitoring 
water purity. Nevertheless, it is likely that inclusion of the AAMI water quality standard in the CfC 
promoted widespread acceptance of the standard and helped protect hemodialysis patients from 
harm during a time when patient numbers were increasing rapidly and significant changes were 
occurring in municipal water treatment practices.

The CfC is published as a Federal Regulation and changing it can be a long process involving 
publication of a proposed new regulation, a period of public comment on that proposal, publication 
of responses to the public comments, review by other governmental entities, such as the Office of 
Management and Budget, and publication of a final regulation. In 2008, 30 years after its initial 
publication, CMS published a major revision of the CfC. In that revision, the simple requirement 
that the water used for hemodialysis comply with the AAMI standard was replaced by incorporation 
of essentially all of the existing AAMI guideline for dialysate preparation (ANSI/AAMI RD52:2004), 
including fluid quality, water treatment equipment and monitoring guidelines. In addition, CMS 
published an Interpretive Guidance document intended to promote consistent application of the 
regulations contained in the CfC.

The AAMI standards have continued to evolve since the CMS CfC were published in 2008. That 
evolution has inevitably led to differences between the standards and the CfC, such that the 
CfC no longer mirrors exactly the recommendations contained in the current AAMI standards. 
Discrepancies involve both performance criteria, such as the maximum allowable levels for bacteria 
and endotoxin in water and dialysate, and recommended approaches to maintaining compliance 
with the fluid quality standards, with the current AAMI standards emphasizing compliance through 
the development and implementation of a facility-specific quality management program in contrast 
to the prescriptive approach included in ANSI/AAMI RD52:2004 and adopted in the CfC. As a 
consequence, we now have two diverging sets of documents that increasingly create problems for 
dialysis facilities, dialysis professionals, and the surveyors responsible for ensuring compliance with 
the CfC. A reader might ask why the CMS cannot deal with this problem by simply referencing the 
current edition of the AAMI standard in the CfC rather than including verbatim long sections of the 
standard. Alas, that action would have the effect of leaving AAMI in the position of writing Federal 
Regulation, since significant changes could be made to the standard without any Federal review or 
oversight; a clearly untenable position for a government agency. 

This book, by an author with experience in writing both the CMS CfC and the AAMI standards, 
addresses the challenges posed by the existence of two sets of documents by systematically 
comparing the current AAMI standards with the CfC and the CMS Interpretive Guidance. The 
comprehensive tables clearly identify where differences occur between the documents and allow 
the reader to understand what is required by CMS, where the AAMI standards recommend more 
rigorous practices that would also be acceptable to CMS, and where the prescriptive approach 
generally favored by CMS makes it difficult to adopt more flexible practices recommended in the 
AAMI standards. Finally, the analysis undertaken in this book shows the reader the likely future 
direction of fluid preparation for hemodialysis and its related therapies. Altogether, this work makes 
an important contribution to reducing conflict between the surveyors and the surveyed and will help 
advance the cause of patient safety.

Richard A. Ward
Past user co-chair, AAMI Renal Disease and Detoxification Committee
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Chapter 1 Introduction

Purpose and Intended Use of This Document

The purpose of this document is to provide a side-by-side comparison of the Centers for Medicare 
& Medicaid Services (CMS) regulations and interpretive guidance for the Condition of Water and 
Dialysate Quality and the section related to water and dialysate from the Condition of Care at Home 
with the suite of ANSI/AAMI/ISO Standards that have been adopted by AAMI as replacement for 
ANSI/AAMI RD52:2004. The suite of Standards includes the following:

•	 ANSI/AAMI/ISO 23500:2011, Guidance for the preparation and quality management of fluids for 
hemodialysis and related therapies;

•	 ANSI/AAMI/ISO 11663:2009, Quality of dialysis fluid for hemodialysis and related therapies;

•	 ANSI/AAMI/ISO 13958:2009, Concentrates for hemodialysis and related therapies;

•	 ANSI/AAMI/ISO 13959:2009, Water for hemodialysis and related therapies; and

•	 ANSI/AAMI/ISO 26722:2009, Water treatment equipment for hemodialysis applications and related 
therapies. 

This document is provided as a tool for individuals who have responsibility for the oversight 
and operation of hemodialysis facilities to use in clarifying their understanding of the regulatory 
requirements and the current AAMI guidance. In those areas where the ANSI/AAMI/ISO Standards 
are more stringent, dialysis facility medical directors and technical supervisors may choose to follow 
the more stringent standard. In the few areas where the CMS regulation is more stringent, the 
regulation must be followed to maintain compliance. 

Background

In February 2005, CMS issued a Notice of Proposed Rule Making (NPRM) to completely revise the 
Conditions for Coverage (CfC) for End Stage Renal Disease (ESRD) outpatient dialysis facilities. The 
NPRM included a proposal that the Association for the Advancement of Medical Instrumentation 
(AAMI) publication, Dialysate for Hemodialysis, ANSI/AAMI RD52:2004 (RD52) be adopted as part of 
the ESRD regulations.

The renal community supported the proposed inclusion of RD52, and the AAMI Renal Disease and 
Detoxification Committee (RDD) collaborated with CMS to edit this document for clarity and to 
facilitate its use as regulation and interpretive guidance. CMS published the final rule defining the 
CfC for ESRD on April 15, 2008, with an implementation date of October 14, 2008. 
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The final rule language published in the Code of Federal Regulations (CFR) states the following: 

CFR §494.40 Condition: Water and dialysate quality
The facility must be able to demonstrate the following:
(a)	 Standard: Water purity. Water and equipment used for dialysis meets the water and 

dialysate quality standards and equipment requirements found in the Association 
for the Advancement of Medical Instrumentation (AAMI) publication, “Dialysate for 
hemodialysis,” ANSI/AAMI RD52:2004. The Director of the Federal Register approves 
this incorporation by reference in accordance with 5 U.S.C. 552(a) and 1 CFR Part 51. 
This publication is available for inspection at the CMS Information Resource Center, 
7500 Security Boulevard, Central Building, Baltimore, MD or at the National Archives 
and Records Administration (NARA). For information on the availability of this 
material at NARA, call 202–741–6030, or go to: http://www.archives.gov/federal_register/
code_of_regulations/ibr_locations.html. Copies may be purchased from the Association for 
the Advancement of Medical Instrumentation, 4301 N. Fairfax, Suite 301, Arlington, VA 
22203-1633). 

Process of Development of the CMS Interpretive Guidance Document

To promote consistency in the application of this rule, as well as to allow dialysis facility staff to 
understand what to expect in the survey process for water and dialysate quality, CMS staff, including 
the editor of this comparative document, used the language from RD52 to create specific “V-tags,” 
identifiers used in survey computer software, to specify the “regulation” and corresponding 
“interpretive guidance.” This process resulted in the incorporation of the RD52 recommendations 
into the CMS document entitled, “ESRD Interpretive Guidance,” which is available electronically at 
www.cms.gov/Medicare/Provider-Enrollment-and-Certification/GuidanceforLawsAndRegulations/
Downloads/esrdpgmguidance.pdf.

As explained in the interpretive guidance column in this document at V175:

“This Condition incorporates by reference the Association for the Advancement of Medical 
Instrumentation’s (AAMI’s), “American National Standard for Dialysate for Hemodialysis,” 
2004 (RD52:2004), and has the authority of regulation. This AAMI document references 
portions of the “American National Standard for Water Treatment Equipment for 
Hemodialysis Applications (RD62:2001) as the specifications for various water treatment 
components. The referenced portions of RD62:2001 are also incorporated by reference, and 
have the authority of regulation. When “should” or “recommend” are included in the AAMI 
language adopted as regulation (i.e., the language in the “Regulation” column), the referenced 
item or practice must be in use or in place.”

And at V176:

“Some explanatory language from ANSI/AAMI RD52:2004 and from the Annex to that 
document has been included . . . as guidance to surveyors. While the language in the 
“Regulation” column is taken exactly from the document, the AAMI language in the Surveyor 
Guidance area has been edited for clarity, brevity and to decrease redundancy. The order 
of the AAMI document has in some cases been altered, to organize requirements to more 
closely follow the survey process.”
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The language in the “Regulation” column in the CMS document entitled, “Interpretive Guidance,” 
is taken directly from the Standard RD52 with rare insertions of a word or words for clarity indicated 
by the use of brackets, deletions of extraneous language, and transfer of explanatory detail to the 
column labeled “Interpretive Guidance.” Language in the “Interpretive Guidance” column in the 
CMS document comes from the transfer of explanatory detail from the RD52 standard, from the 
RD52 Annex, and includes “Additional Guidance” developed by CMS to clarify potential surveyor 
or provider questions. The order of the CMS Interpretive Guidance document follows the survey 
process, which required some alterations to the order of RD52. 

In the Condition of Care at Home, CMS chose to incorporate language from AAMI RD52:2004/
Annex C: Special Considerations for Home Dialysis into the Interpretive Guidance, while 
emphasizing that water treatment systems for home hemodialysis patients must produce water that 
meets the AAMI standards and the requirements specified in the Condition of Water and Dialysate 
Quality. As stated in the Interpretive Guidance at V595:

“The ANSI/AAMI RD52:2004, “Dialysate for Hemodialysis,” has been incorporated by 
reference into these regulations, as stated in § 494.40 Condition for Water and dialysate 
quality. CMS interprets this reference as inclusive of the “Amendment 1 to ANSI/AAMI 
RD52:2004: Annex C Special Considerations for Home Hemodialysis.” This document 
addresses concerns particular to the home hemodialysis setting. Be aware that many of 
the provisions of RD52:2004, as outlined in the Condition for Water and dialysate quality 
at § 494.40 pertain to the home hemodialysis setting when conventional water treatment 
equipment is used for water purification. The review of conventional water treatment 
equipment should reference the requirements listed in that Condition for the specific 
components in use in the home setting. Additional pertinent excerpts from ANSI/AAMI 
RD52:2004 Annex C, which clarify specific home hemodialysis issues, are [listed at V595].”

The AAMI RDD Committee was involved in the construction of the Water and Dialysate Quality 
portions of the Interpretive Guidance document and reviewed several versions in the development 
process. The editor of this comparative document was employed by CMS from 2002–2011 and 
coordinated the process of incorporation of the language from RD52 into the CMS Interpretive 
Guidance document.

Processes for Updating AAMI Documents Versus Updating CMS Regulations

Regulatory agencies typically adopt very specifically referenced documents. If CMS were to adopt 
“ANSI/AAMI RD52:2004 and subsequent revisions of this document,” CMS would be giving the 
referenced entity (in this case AAMI) regulatory authority: the power to create regulations. CMS 
adopted a specific AAMI document, ANSI/AAMI RD52:2004, as part of the ESRD regulations 
finalized in 2008. While AAMI honors a commitment to review each of their standards and 
recommended practice documents every 5 years and to make revisions as indicated, CMS must go 
through a formal rule-making process to change from one specific document adopted by reference 
to another. The current CMS ESRD regulations were published as a proposed rule in 2005 and 
included a proposal to adopt ANSI/AAMI RD52:2004 by reference. During the 38 months required 
to complete and publish the final rule, AAMI updated RD52 in order to harmonize with the ISO 
Standards. Because the updated AAMI document was not part of the proposed CMS rule, the older 
document (RD52:2004) was adopted as regulation in the final rule. 
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To change the regulatory requirement, CMS would have to publish a notice of proposed rule-making 
(NPRM), allow a 30–90 day comment period, review the comments, and develop and publish a 
final rule. This process typically takes at least 18 months, and as noted with the ESRD rule, can take 
longer than three years. At the time of publication of this comparative document, the NPRM process 
to update the CMS Condition for Water and Dialysate Quality to reflect AAMI’s adoption of the 
relevant ANSI/AAMI/ISO Standards as replacement for AAMI RD52 had not been initiated.

Development of this Document

AAMI considers RD52:2004 to be obsolete and that document is no longer available for purchase. 
Dialysis facility staff members are aware that AAMI has updated their guidance for dialysis water 
treatment and dialysate preparation and delivery and can be confused regarding what CMS currently 
requires in this area. While in most cases updates to AAMI guidance documents result in more 
stringent recommendations, the ISO Standards include some recommendations that could be 
considered less stringent than those detailed in RD52. This document was developed to allow a 
side-by-side comparison of RD52 as adopted by CMS as regulation with concomitant language 
from the ANSI/AAMI/ISO Standards. The construction of this document deliberately follows 
the same pattern as was used for constructing the CMS Interpretive Guidance document, with 
the original three column document (for V-tag, Regulation, and Interpretive Guidance) expanded 
to five columns. As illustrated below, the first three columns duplicate the CMS Interpretive 
Guidance document, with the only change being the movement of tables to a separate section due 
to the space limitations. Note that the columns including language from the CMS document are 
also shaded. The language in the fourth column is extracted from the relevant ANSI/AAMI/ISO 
Standards and addresses the same area as described by the CMS document in the second and third 
columns. Because some of the specific recommendations are not in the body of the ANSI/AAMI/
ISO Standards but only in the Annexes of those Standards, it was sometimes necessary to include 

4 Dialysis Water and Dialysate Recommendations: A User Guide	 © AAMI

Full document details: AAMI Dialysis Water and Dialysate Recommendations - A User Guide 2014

http://www.avadocuments.com/doc/aami-dialysis-water-and-dialysate-recommendations-a-user-guide-2014
http://www.avadocuments.com/doc/aami-dialysis-water-and-dialysate-recommendations-a-user-guide-2014


language from the Annexes in the fourth column. When relevant language exists in the Standard, 
it is placed first in the fourth column. Language from the Annexes then follows the language from 
the Standard in that fourth column, when applicable. The fourth column can be viewed as specific 
and potentially usable as “regulation,” while the language in the fifth column, most of which is also 
extracted from the ANSI/AAMI/ISO Standards and their Annexes, should be viewed as broad and 
explanatory. “Additional Guidance,” when present in the third column, was edited for relevance to 
the ANSI/AAMI/ISO Recommendations and included in the fifth column. 

In developing the section for comparison of the CMS requirements applicable to home 
hemodialysis, a slightly different format was used. Because the CMS Interpretative Guidance 
document did not place the language from AAMI’s RD52:2004 Annex C into the “Regulation” 
column, this portion of this comparative document does not include a “comparative” column for 
regulation. This four-column document matches recommendations from ANSI/AAMI/ISO 23500 
Annex F Special Considerations for Home Hemodialysis with the equivalent requirements from 
AAMI’s RD52:2004 Annex C.

Guidance for the Changes

A “Table of Differences between CMS (ANSI/AAMI RD52) and ANSI/AAMI/ISO Standards” has 
been provided to clearly define the differences between these documents. The table provides key 
information regarding how users should respond to gaps between the CMS regulation and ANSI/
AAMI/ISO Standards. It is hoped that this table will facilitate interpretation of the cross-reference 
sections of the booklet. 

Next Steps: Validation of System Performance

Where the RD52:2004 document provided specific frequencies for monitoring the water treatment 
and dialysate preparation and delivery systems, the ANSI/AAMI/ISO Standards mandate the use 
of validation and revalidation to determine frequencies for monitoring as well as the limits for 
various systems. Section 6 of the ANSI/AAMI/ISO 23500 Standard describes Validation of System 
Performance, and Annex E: Validation provides information and guidance. These sections were not 
incorporated into the comparative document but are duplicated from ANSI/AAMI/ISO 23500 here 
for reference. As facilities choose to adopt the more stringent microbial and endotoxin standards 
detailed in the ANSI/AAMI/ISO Standards, it will be necessary for responsible staff members to 
develop competence in the validation steps described in these sections. 
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Chapter 2 Index by Tag Number 
and Identifier

V Tag Identifier (From ANSI/AAMI RD52:2004) Page

V175 Condition for Coverage: Water and dialysate quality 12

V176 Water purity: ANSI/AAMI RD52:2004 14

V177 Maximum level of chemical contaminants in water/chemical analysis 16

V178 Bacteriology of water-maximum and action limits 22

V179 Bacteriology of water-medical director responsible 26

V180 Bacteriology of conventional dialysate-maximum and action levels 27

V181 Bacteriology of ultrapure dialysate 30

V182 Equipment-general: back up plan 34

No tag Informational tag re water purification systems -general 36

V184 Environment: secure and restricted 39

V185 Environment: access to ports/meters 39

V186 Environment: alarms in treatment area 40

V187 Environment: schematic diagrams/labels 40

V188 Sediment filters: configuration and monitoring 41

V189 Cartridge filters: configuration and monitoring 44

V190 Softeners: automatically regenerated/timers/salt/salt level 45

V191 Softeners: testing hardness/log 48

V192 Carbon adsorption: two tanks/sample ports 49

V193 Carbon adsorption: banks of tanks 51

	 Dialysis Water and Dialysate Recommendations: A User Guide	  7© AAMI

Full document details: AAMI Dialysis Water and Dialysate Recommendations - A User Guide 2014

http://www.avadocuments.com/doc/aami-dialysis-water-and-dialysate-recommendations-a-user-guide-2014
http://www.avadocuments.com/doc/aami-dialysis-water-and-dialysate-recommendations-a-user-guide-2014


V Tag Identifier (From ANSI/AAMI RD52:2004) Page

V194 Carbon adsorption: Iodine #900/replacement 52

V195 Carbon adsorption: 10 minutes Empty Bed Contact Time (EBCT) 54

V196 Carbon adsorption: monitoring, testing frequency 54

V197 Carbon adsorption: action if first test positive 59

V198 Chemical injection systems 60

V199 Reverse Osmosis (RO): meets AAMI/monitored, recorded on log 64

V200 RO: monitor/alarm/prevent use of unsafe water 66

V201 RO: chemical analysis: frequency 70

V202 Deionization (DI): continuous monitoring resistivity/logged 2 x day 71

V203 DI: alarms/divert to drain 75

V204 DI: require carbon pre/ultrafiltration post 76

V205 DI: polish or back up 77

V206 DI: chemical analysis: frequency 77

V207 Ultrafiltration: effective/opaque housing/monitoring 78

V208 Water storage and distribution: design 81

V209 Water storage tank: shape/vent/disinfected/filter post 84

V210 Water storage: monitoring 85

V211 Water distribution systems: continuous flow rates/no dead ends 86

V212 Water distribution systems: no added burden 89

V213 Water distribution system: culture/LAL/sample sites/frequency(new)/log 89

V214 Bacterial control devices: ultraviolet irradiators: UV dose 92

V215 Ultraviolet irradiators: filters post 94

V216 Ozone generators: system requirements/monitoring 94

V217
Hot water disinfection systems: temp/time/follow Directions for Use 
(DFU)/piping

97

V218 Hot water disinfection systems: monitoring 98

V219 Strategies for bacterial control: disinfect monthly/disinfection dwell 99

V220 Strategies for bacterial control: machine supply line disinfected 103

No tag Informational tag re: concentrate preparation 104
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V Tag Identifier (From ANSI/AAMI RD52:2004) Page

V222 Acid bulk storage tanks: safety controls 105

V223 Concentrate preparation: materials compatibility 106

V224 Mixing systems: water/drain/electric 106

V225 Mixing systems: safe environment/Personal Protective Equipment (PPE) 109

V226 Mixing systems: follow DFU/monitor/PM/log/sanitization 110

V227 Mixing systems: self designed 111

V228 Mixing systems: labeling 111

V229 Mixing systems: permanent record/verification testing 113

V230 Mixing systems: cleaning 114

V231 Acid concentrate mixing systems: empty completely//prevent corrosion 115

V232
Bicarbonate concentrate mixing systems: empty/disinfect/prevent 
corrosion

116

V233
Bicarbonate concentrate mixing systems: storage/use time limits/min 
combine

117

V234 Bicarbonate concentrate mixing systems: not overmixed 118

V235 Additives: mixing spikes 119

V236 Additives: labeling spiked jugs/labeling if for specific patient 120

V237 Concentrate distribution: materials compatibility 121

V238 System configurations: elevated tanks 122

V239
Bicarbonate concentrate distribution systems: weekly disinfect/dwell 
times/concentration

123

V240
Bicarbonate concentrate distribution systems: use of Ultraviolet 
Irradiation (UV)

124

V241 Bicarbonate concentrate distribution systems: ozone disinfection 125

V242 Concentrate distribution: Bicarbonate monitoring initially 126

V243 Concentrate distribution: bicarbonate jugs rinsed daily/stored dry 127

V244 Bicarbonate concentrate distribution systems: jug disinfection 127

V245 Acid concentrate distribution systems: labeled & color-coded red 128

V246 Bicarbonate concentrate distribution systems: color coded blue & sealed 129

V247 Concentrate outlets: separate/labeled/connection safety 130

V248 Dialysate proportioning: match ratio: all concentrate/machine 131
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V Tag Identifier (From ANSI/AAMI RD52:2004) Page

V249 Dialysate proportioning: match machine configuration with ratio in use 133

V250 Dialysate proportioning: monitor pH/conductivity 134

No tag Informational tag; re monitoring water & dialysate systems 136

V252 Microbial monitoring methods: monthly water samples/method 137

V253
Microbial monitoring methods: monthly dialysate sample/collection/
frequency 

139

V254 Microbial monitoring methods: samples before disinfection 141

V255 Microbial monitoring methods: repeat cultures 141

V256 Heterotrophic plate count: dip samplers require Quality Control 142

V257 Heterotrophic plate count: refrigerate if delay > 2 hrs/no calibrated loop 143

V258 Bacterial endotoxin test: LAL testing in house: how to 145

V259 Personnel: Policies & procedures 146

V260 Personnel: training program/periodic audits 147

V277 In-center preconfigured HD: meets AAMI RD52 148

No tag Condition for Coverage: Care at home 149

V593 Monitor water/dialysate including on-site evaluation 150

V594 Preconfigured HD system: testing water/dialysate follow DFU/FDA 153

V595 Meet RD52:2004 testing and other requirements 154
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Chapter 3 Water and Dialysate 
Quality Crosswalk from 
the CMS Regulation to the 
Applicable ANSI/AAMI/
ISO Recommendation

The following table provides easy reference from the CMS water and dialysate quality regulations 
to the current ANSI/AAMI/ISO recommendations for dialysis water and fluid. The information has 
been organized in the order of the CMS regulations, and arranged to allow the reader to immediately 
refer to the equivalent ANSI/AAMI/ISO language.

In a few cases, there is new language in the ANSI/AAMI/ISO documents that was not included 
in the ANSI/AAMI documents adopted by CMS as regulation in 2008 (e.g., RD52 and portions 
of RD62). When this occurs, the first column includes the label “New ISO” rather than a V-tag 
identifier, and the comment under “CMS Regulation” of “no equivalent recommendation.” 
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