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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CAUTION  NOTICE:  This  AAMI  standard  may  be  revised  or  withdrawn  at  any  time.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  
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AAMI. 
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Committee representation 

Association for the Advancement of Medical Instrumentation 

Renal Disease and Detoxification Committee 

This standard was developed by the AAMI Renal Disease and Detoxification Committee. Committee approval of the 
standard does not necessarily imply that all committee members voted for its approval. 

At the time this document was published, the AAMI Renal Disease and Detoxification Committee had the following 
members: 

Cochairs: Jo-Ann Maltais, PhD 
Denny Treu, BSME  
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Gema Gonzalez, U.S. Food and Drug Administration/CDRH/ODE 
Kalub Hahne, PhD, Cook Research Inc. 
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Steven Hoffman, CBET, Children’s Hospital of Pittsburgh 
Robert Hootkins, MD, PhD, FASN, ESRD Consulting 
Byron Jacobs, CBET, GE Healthcare 
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Ted A. Kasparek, Davita 
Kristi Keller, Iredell Health System 
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Jo-Ann Maltais, PhD, Maltais Consulting 
Duane Martz, AAEE/MBA, B Braun of America 
John Matthis, MS, MBA, Calgon Carbon Corporation 
Klemens Meyer, MD, Tufts Medical Center 
Thomas Meyer, Medtronic 
Emily Michalak, AAS, BS, Satellite Healthcare 
Paul E. Miller, MD, Dialysis Clinic/Kidney Consultants of Louisiana 
Arulkamar Natarajan, Sidra Medical & Research Center, Qatar 
Glenda Payne, RN, MS, CNN, American Nephrology Nurses Association 
Toshiya Roberts, American Renal Associates 
Joseph Sala, BSc Ed, Mount Sinai Medical Center 
David Schmidt, Mayo Clinic 
Chris Skarzynski, RN, McLeod Regional Medical Center 
Vern S. Taaffe, Reprocessing Products Corporation 
Amanda Tilles, Design Science Consulting  
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Ashish Upadhyay, Boston University – School of Medicine 
Richard A. Ward, PhD, Kidney Disease Program University of Louisville 

Alternates: Emily Borst, Design Science Consulting 
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Martin Crnkovich BSEE, Fresenius Medical Care 
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Mark Pasmore, PhD, Baxter Healthcare 
Martin Roberts, PhD, AWAK Technologies 
Ronald Trammell, American Renal Associates 
Michael Verguldi, Mar Cor Purification 
Richard Williams, U.S. Food and Drug Administration/CDRH 

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. 
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Background of AAMI adoption of IEC 60601-2-39:2018 

The International Electrotechnical Commission (IEC) published IEC 60601-2-39:2018, Medical electrical 
equipment - Part 2-39: Particular requirements for basic safety and essential performance of peritoneal 
dialysis equipment as a revision of IEC 60601-2-39:2007.  The  United  States  is  one  of  the  IEC  
members  that  took  an  active  role  in  the  development  of  this  standard,  which   was   developed   by 
IEC   Technical   Committee   62,   Subcommittee   62D,   Electromedical equipment in medical practice, to 
fill a need for minimum safety requirements for peritoneal dialysis equipment. This edition includes the 
following significant technical changes with respect to the previous edition: update of references; editorial 
improvements; improvement of the essential performance requirements clauses/subclauses; and new 
requirements for the interruption of power supply. 

U.S.  participation in this IEC TC is organized through the U.S. Technical Advisory Group for IEC/TC  62D, 
administered by the Association for the Advancement of Medical Instrumentation (AAMI). The U.S. TAG for IEC/TC 
62D supports the guidance provided in this document.  

The concepts incorporated in this standard should not be considered inflexible or static. This standard, like any other, 
must be reviewed and updated periodically to assimilate progressive technological developments.  To remain 
relevant, it must be modified as technological advances are made and as new data come to light. 

Suggestions for improving this standard are invited. Comments and suggested revisions should be sent to Standards 
Department, AAMI, 901 N. Glebe Road, Suite 300, Arlington, VA 22203. 

NOTE Beginning with the IEC foreword on page viii, this American National Standard is identical to IEC 60601-2-
39:2018. 
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Foreword 

1) The International Electrotechnical Commission (IEC) is a worldwide organization for standardization 
comprising all national electrotechnical committees (IEC National Committees). The object of IEC is to 
promote international co-operation on all questions concerning standardization in the electrical and 
electronic fields. To this end and in addition to other activities, IEC publishes International Standards, 
Technical Specifications, Technical Reports, Publicly Available Specifications (PAS) and Guides 
(hereafter referred to as "IEC Publication(s)"). Their preparation is entrusted to technical committees; 
any IEC National Committee interested in the subject dealt with may participate in this preparatory 
work. International, governmental and non-governmental organizations liaising with the IEC also 
participate in this preparation. IEC collaborates closely with the International Organization for 
Standardization (ISO) in accordance with conditions determined by agreement between the two 
organizations. 

2) The formal decisions or agreements of IEC on technical matters express, as nearly as possible, an 
international consensus of opinion on the relevant subjects since each technical committee has 
representation from all interested IEC National Committees.  

3) IEC Publications have the form of recommendations for international use and are accepted by IEC 
National Committees in that sense. While all reasonable efforts are made to ensure that the technical 
content of IEC Publications is accurate, IEC cannot be held responsible for the way in which they are 
used or for any misinterpretation by any end user. 

4) In order to promote international uniformity, IEC National Committees undertake to apply IEC 
Publications transparently to the maximum extent possible in their national and regional publications. 
Any divergence between any IEC Publication and the corresponding national or regional publication 
shall be clearly indicated in the latter. 

5) IEC itself does not provide any attestation of conformity. Independent certification bodies provide 
conformity assessment services and, in some areas, access to IEC marks of conformity. IEC is not 
responsible for any services carried out by independent certification bodies. 

6) All users should ensure that they have the latest edition of this publication. 

7) No liability shall attach to IEC or its directors, employees, servants or agents including individual 
experts and members of its technical committees and IEC National Committees for any personal injury, 
property damage or other damage of any nature whatsoever, whether direct or indirect, or for costs 
(including legal fees) and expenses arising out of the publication, use of, or reliance upon, this IEC 
Publication or any other IEC Publications.  

8) Attention is drawn to the Normative references cited in this publication. Use of the referenced 
publications is indispensable for the correct application of this publication. 

9) Attention is drawn to the possibility that some of the elements of this IEC Publication may be the 
subject of patent rights. IEC shall not be held responsible for identifying any or all such patent rights. 

International standard IEC 60601-2-39 has been prepared by IEC subcommittee 62D: Electromedical 
equipment, of IEC technical committee 62: Electrical equipment in medical practice. 

This third edition cancels and replaces the second edition published in 2007. This edition constitutes a 
technical revision. 

This edition includes the following significant technical changes with respect to the previous edition: 

a) update of the references to IEC 60601-1:2005 and IEC 60601-1:2005/AMD1:2012, of references and 
requirements to IEC 60601-1-2:2014, of references to IEC 60601-1-6:2010 and IEC 60601-1-
6:2010/AMD1:2013, of references and requirements to IEC 60601-1-8:2006 and IEC 60601-1-
8:2006/AMD1:2012 and of references and requirements to IEC 60601-1-11:2015; 

b) editorial improvements; 

c) improvement of the essential performance requirements clause/subclauses; 
d) new requirements for the interruption of the power supply. 
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The text of this particular standard is based on the following documents: 

FDIS Report on voting 

62D/1558/FDIS 62D/1586/RVD 

 
Full information on the voting for the approval of this particular standard can be found in the report on 
voting indicated in the above table. 

This publication has been drafted in accordance with the ISO/IEC Directives, Part 2. 

In this document, the following print types are used: 

– requirements and definitions: roman type; 

– test specifications: italic type; 

– informative material appearing outside of tables, such as notes, examples and references: in smaller 
type. Normative text of tables is also in a smaller type; 

– TERMS DEFINED IN CLAUSE 3 OF THE GENERAL STANDARD, IN THIS PARTICULAR STANDARD OR AS NOTED: SMALL 
CAPITALS. 

In referring to the structure of this document, the term 

– "clause" means one of the seventeen numbered divisions within the table of contents, inclusive of all 
subdivisions (e.g. Clause 7 includes subclauses 7.1, 7.2, etc.); 

– "subclause" means a numbered subdivision of a clause (e.g. 7.1, 7.2 and 7.2.1 are all subclauses of 
Clause 7). 

References to clauses within this document are preceded by the term "Clause" followed by the clause 
number. References to subclauses within this particular standard are by number only. 

In this document, the conjunctive "or" is used as an "inclusive or" so a statement is true if any combination 
of the conditions is true. 

The verbal forms used in this document conform to usage described in Clause 7 of the ISO/IEC Directives, 
Part 2. For the purposes of this document, the auxiliary verb: 

– "shall" means that compliance with a requirement or a test is mandatory for compliance with this 
document; 

– "should" means that compliance with a requirement or a test is recommended but is not mandatory for 
compliance with this document; 

– "may" is used to describe a permissible way to achieve compliance with a requirement or test. 

An asterisk (*) as the first character of a title or at the beginning of a paragraph or table title indicates that 
there is guidance or rationale related to that item in Annex AA. 

A list of all parts of the IEC 60601 series, published under the general title Medical electrical equipment, 
can be found on the IEC website. 

The committee has decided that the contents of this publication will remain unchanged until the stability 
date indicated on the IEC website under "http://webstore.iec.ch" in the data related to the specific 
publication. At this date, the publication will be 

• reconfirmed, 
• withdrawn, 
• replaced by a revised edition, or 
• amended. 

NOTE The attention of users of this document is drawn to the fact that equipment manufacturers and 
testing organizations may need a transitional period following publication of a new, amended or revised 
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