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Foreword 

This document (prEN ISO 80369-1:2009) has been prepared by Technical Committee ISO/TC 210 "Quality 
management and corresponding general aspects for medical devices" in collaboration with Technical 
Committee CEN/CLC/TC 3 “Quality management and corresponding general aspects for medical devices” the 
secretariat of which is held by NEN. 

This document is currently submitted to the parallel Enquiry. 

This document will supersede EN 15546-1:2008. 

This document has been prepared under a mandate given to CEN by the European Commission and the 
European Free Trade Association, and supports essential requirements of EC Directive(s). 

Endorsement notice 

The text of ISO/DIS 80369-1:2009 has been approved by CEN as a prEN ISO 80369-1:2009 without any 
modification. 
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Foreword 33 

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies 34 
(ISO member bodies). The work of preparing International Standards is normally carried out through ISO 35 
technical committees. Each member body interested in a subject for which a technical committee has been 36 
established has the right to be represented on that committee. International organizations, governmental and 37 
non-governmental, in liaison with ISO, also take part in the work. ISO collaborates closely with the 38 
International Electrotechnical Commission (IEC) on all matters of electrotechnical standardization. 39 

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2. 40 

The main task of technical committees is to prepare International Standards. Draft International Standards 41 
adopted by the technical committees are circulated to the member bodies for voting. Publication as an 42 
International Standard requires approval by at least 75 % of the member bodies casting a vote. 43 

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent 44 
rights. ISO shall not be held responsible for identifying any or all such patent rights. 45 

ISO/IEC 80369-1 was prepared by a Joint Working Group of Technical Committee ISO/TC 210, Quality 46 
management and corresponding general aspects for medical devices, IEC/TC 62, Electrical equipment, 47 
Subcommittee SC D, Electrical equipment in medical practice and CEN/CENELEC TC3/WG 2, Small-bore 48 
connectors.  49 

This is the first edition of ISO 80369-1 cancels and replaces EN 15546-1:2008 which has been editorially 50 
revised.  51 

ISO 80369 consists of the following parts, under the general title, Small-bore connectors for liquids and gases 52 
in healthcare applications: 53 

⎯ Part 1: General Requirements 54 

⎯ Part 2: Connectors for breathing systems and driving gases applications for respiratory use 55 

⎯ Part 3: Connectors for enteral applications 56 

⎯ Part 4: Connectors for urethral and urinary applications 57 

⎯ Part 5: Connectors for limb cuff inflation applications 58 

⎯ Part 6: Connectors for neuraxial applications 59 

In this standard, the following print types are used: 60 

⎯ Requirements and definitions: roman type. 61 

⎯ Test specifications: italic type. 62 

⎯ Informative material appearing outside of tables, such as notes, examples and references: in smaller type. Normative 63 
text of tables is also in a smaller type. 64 

⎯ Terms defined in Clause 3 of the general standard, in this particular standard or as noted: bolded 65 
roman type. 66 
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In this standard, the conjunctive “or” is used as an “inclusive or” so a statement is true if any combination of 67 
the conditions is true. 68 

The verbal forms used in this standard conform to usage described in Annex H of the ISO/IEC Directives, Part 69 
2. For the purposes of this standard, the auxiliary verb: 70 

⎯ “shall” means that compliance with a requirement or a test is mandatory for compliance with this 71 
standard; 72 

⎯ “should” means that compliance with a requirement or a test is recommended but is not mandatory for 73 
compliance with this standard; 74 

⎯ “may” is used to describe a permissible way to achieve compliance with a requirement or test. 75 

An asterisk (*) as the first character of a title or at the beginning of a paragraph or table title indicates that 76 
there is guidance or rationale related to that item in Annex A. 77 

The attention of Member Bodies and National Committees is drawn to the fact that equipment manufacturers 78 
and testing organizations may need a transitional period following publication of a new, amended or revised 79 
ISO or IEC publication in which to make products in accordance with the new requirements and to equip 80 
themselves for conducting new or revised tests. It is the recommendation of the committee that the content of 81 
this publication be adopted for implementation nationally not earlier than 3 years from the date of publication 82 
for equipment newly designed and not earlier than 5 years from the date of publication for equipment already 83 
in production. 84 
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