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[SO (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 documents should be noted. This document was drafted in accordance with the editorial rules of the
[SO/IEC Directives, Part 2 (see www.iso.org/directives).

[SO 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) principlesin the Technical Barriers to Trade (TBT), see www.iso.org/iso/foreword.html.

This document was prepared by Technical Committee ISO/TC 198, Sterilization of health care products, in
collaboration with the European Committee for Standardization (CEN) Technical Committee CEN/TC 102,
Sterilizers and associated equipment for processing of medical devices, in accordance with the Agreement on
technical cooperation between ISO and CEN (Vienna Agreement).

Alist of all parts in the ISO 11607 series can be found on the ISO website.

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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[SO 11607-1 and ISO 11607-2 specify requirements for the design and validation of sterile barrier systems for
terminally sterilized medical devices, and the validation requirements for manufacturing processes of sterile
barrier systems, respectively. The heat sealing of a sterile barrier system is critical to the maintenance of
sterile barrier integrity to the point of use; however, there is little content available for process development
in the current edition of ISO 11607-2.

This document specifies requirements for the development of heat sealing processes to meet sterile barrier
seal design requirements. A thorough development process with a high-quality output is an important
input to an efficient validation of the process. While a successful validation is essential to ensure the
safety of terminally sterilized medical devices, there is no intention to imply that the process development
approach proposed in this document is the only valid approach. Users of this document can use the activities
described in this document to control risks associated with heat sealing processes, if they find it appropriate.
Additionally, this document specifies a process for documenting the equivalence of heat sealing processes
which can be a benefit to users in support of change control activities since it can create the basis to leverage
the efforts over a range of heat sealing equipment or over a sterile barrier system family.

This document is intended for use by industrial manufacturers engaged in the design and development of
sterile barrier systems and heat sealing processes. Effective application of the requirements described in
this document requires proficiency in design of experiment (DOE) methodologies and access to the requisite
testing resources for result evaluation. Producers of preformed sterile barrier systems, as well as medical
device manufacturers, rely heavily on heat sealing, among other techniques, to create sterile barrier
systems that ensure device integrity and sterility at various stages of distribution and handling of sterile
devices until the point of use and aseptic presentation. This process often involves the operation of multiple,
interchangeable heat sealers to produce commercial quantities of sterile barrier systems.

For healthcare facilities (e.g. hospitals), ISO/TS 16775:2021, Annex B contains all relevant guidance for
sterile barrier system closure technologies including sealing, reusable container closures and wrapping
processes.
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