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Foreword

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

The procedures used to develop this document and those intended for its further maintenance are described 
in the ISO/IEC Directives, Part 1. In particular, the different approval criteria needed for the different types 
of ISO document should be noted. This document was drafted in accordance with the editorial rules of the 
ISO/IEC Directives, Part 2 (see www.iso.org/directives).

ISO draws attention to the possibility that the implementation of this document may involve the use of (a) 
patent(s). ISO takes no position concerning the evidence, validity or applicability of any claimed patent 
rights in respect thereof. As of the date of publication of this document, ISO had not received notice of (a) 
patent(s) which may be required to implement this document. However, implementers are cautioned that 
this may not represent the latest information, which may be obtained from the patent database available at 
www.iso.org/patents. ISO shall not be held responsible for identifying any or all such patent rights.

Any trade name used in this document is information given for the convenience of users and does not 
constitute an endorsement. 

For an explanation of the voluntary nature of standards, the meaning of ISO specific terms and expressions 
related to conformity assessment, as well as information about ISO's adherence to the World Trade 
Organization (WTO) principles in the Technical Barriers to Trade (TBT), see www.iso.org/iso/foreword.html.

This document was prepared by Technical Committee ISO/TC 76, Transfusion, infusion and injection, and blood 
processing equipment for medical and pharmaceutical use, in collaboration with the European Committee for 
Standardization (CEN) Technical Committee CEN/TC 205, Non-active medical devices, in accordance with the 
Agreement on technical cooperation between ISO and CEN (Vienna Agreement).

This fourth edition cancels and replaces the third edition (ISO 15747:2018), which has been technically 
revised.

The main changes are as follows.

—	 The term “cannula” has been replaced by the better suited term “needle” throughout the document. Per 
common understanding, cannulas are flexible, while needles, such as 23G needles called for in A.10, as 
well as other so-called “transfer needles/devices” used to add medication through an injection point, 
whether they are sharp or blunt, need to be rigid to pierce said injection port and are typically made of 
stainless steel or moulded thermoplastic.

—	 Addition of subclauses  4.1.1, 4.2.1 and 4.3.1 to highlight the normative nature of the introductory 
subclauses A.1, A.2, B.1 and C.1, as they contain important information to properly conduct the tests. 
Those introductory clauses were not directly referenced in any requirement since they don’t describe 
test methods related to said requirements. Addition of those three subclauses led to the renumbering of 
all other subclauses of Clause 4.

—	 Usage of terms “procedure” and “method” clarified: “method” now used as way to perform a test, while 
“procedure” denotes a process to reach a certain state (e.g. thinking process or working process).

—	 Addition of a new Annex E (Rationale and guidance), to provide explanations about the history of the 
development of the standard and to summarize the different arguments discussed within ISO/TC 76 
during the elaboration of the document.

—	 Addition of a new Annex F (Sustainability) and a new Annex G (Attributive and variable testing).

—	 Addition of references to pharmacopoeias pertaining to chemical requirements, in 4.2.
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—	 Replacement of reference to ISO 2768-2 (withdrawn) by ISO 22081 in Figure D.1, Annex D and Clause 2. 
Consequently, Figure D.1 has been modified (addition of reference datums, etc.)

Any feedback or questions on this document should be directed to the user’s national standards body. A 
complete listing of these bodies can be found at www.iso.org/members.html.
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