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Introduction

This draft standard is based on national and international discussions. Y our comments on this draft are invited and will assist in
the preparation of the consegquent standard.

For international standards, comments will be reviewed by the relevant UK national committee before sending the consensus
UK vote and comments to the international committee, which will then decide appropriate action. If the international standard is
approved, it is usual for the text to be published as a British Standard.

For national standards, comments will be reviewed by the relevant UK national committee and the resulting standards published

as a British Standard.

UK Vote

Please indicate whether you consider the UK should submit a negative (with supporting technical reasons) or positive vote on
this draft. Pleaseindicate if you are aware of any reason why this draft standard should not be published as a British Standard.

Submission of Comments
- Annotated drafts are not acceptable and will beregjected.

- All comments should be submitted online at https.//standar dsdevelopment.bsigroup.com/. You will need to register in

order to comment.

Template for comments and secr etariat observations

Date; xx/xx/20xx

Document: 1SO/DIS xxxx

lan alternative cannot be supported
as serious problems have been
lencountered in its use in the UK.

1 2 ©) 4 5 (6) 7
MB | Clause No./ Subclause Paragraph/ Type of Commend (justification Proposed change by the MB Secretariat observations on
No./Annex (e.g. 3.1) Figure/Table/Note comment for change) by the MB each comment submitted
31 Definition 1 ed Definition is ambiguous and needs |Amend to read '...so that the mains
clarifying. connector to which no connection...’
6.4 Paragraph 2 te The use of the UV photometer as  [Delete reference to UV photometer.
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Foreword

[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. [SO 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 [SO/TC 198, Sterilization of health care products, in
collaboration with the European Committee for Standardization (CEN) Technical Committee CEN/ TC 102,
Sterilizers for medical purposes, in accordance with the Agreement on technical cooperation between [SO
and CEN (Vienna Agreement).

Alist of all parts in the [SO 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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Introduction

[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 approach proposed in this
document is the only valid approach. User of this document can use it if they find it appropriate. Additionally,
this document specifies a process for documenting the equivalence of 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 sealing equipment.

This document is intended for use by industrial manufacturers engaged in the design and development of
sterile barrier systems and sealing processes. Effective application of the requirements within 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
sterility upon delivery to end users. This process often involves the operation of multiple, interchangeable
heat sealers to produce commercial quantities of sterile barrier systems. Documenting process equivalence
across these sealers can optimize resources and streamline efforts.

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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DRAFT International Standard ISO/DIS 11607-3:2025(en)

Packaging for terminally sterilized medical devices —

Part 3:
Requirements for process development for forming, sealing
and assembly

1 Scope

This document specifies requirements for process development for forming, sealing and assembly of
packaging for medical devices to be terminally sterilized, when utilizing heat sealing technologies.

This document recommends minimum heat sealing equipment features to support subsequent validation,
process control and monitoring.

This document applies to both preformed sterile barrier systems and sterile barrier systems.

This document utilizes the sterile barrier system specification to develop the process specification using the
principles of risk management.

This document is intended to be used prior to process validation.

NOTE ISO 11607-2 provides requirements for process specification and process validation.

2 Normative references

The following documents are referred to in the text in such a way that some or all of their content constitutes
requirements of this document. For dated references, only the edition cited applies. For undated references,
the latest edition of the referenced document (including any amendments) applies.

[SO 11607-2:2019, Packaging for terminally sterilized medical devices — Part 2: Validation requirements for
forming, sealing and assembly processes

3 Terms and definitions
For the purposes of this document, the following terms and definitions apply.

[SO and IEC maintain terminology databases for use in standardization at the following addresses:

— ISO Online browsing platform: available at https://www.iso.org/obp

— IEC Electropedia: available at https://www.electropedia.org/

31

assembly

<packaging> process of putting together all components of a sterile barrier system, including packaging
materials and contents

3.2
control
regulation of variables within specified limits

[SOURCE: ISO 11139:2018, 3.63]
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3.3

forming

<packaging> process of bringing materials into contact with each other or into the necessary position for
sealing or closure processes to create a sterile barrier system

Note 1 to entry: Forming in this context does not include thermoforming, cold-forming, forming thermoform portion
of form-fill-seal, fabrication of the material.

3.4

monitoring

continual checking, supervising, critically observing or determining the status in order to identify change
from the performance level required or expected

[SOURCE: ISO Guide 73:2009, 3.8.2.1, modified — Note to entry has been deleted.]

3.5
process parameter
specified value for a process variable

Note 1 to entry: The specification for a process includes the process parameters and their tolerances.
[SOURCE: I1SO 11139:2018, 3.211]

3.6

process specification

documented procedure that includes all equipment, process parameters, monitors and materials required
to manufacture a product that consistently meets requirements

[SOURCE: ISO 11607-2:2019, 3.15]

3.7

process variable

chemical or physical attribute within a cleaning, disinfection, packaging or sterilization process, changes in
which can alter its effectiveness

EXAMPLE Time, temperature, pressure, concentration, humidity, wavelength.
[SOURCE: ISO 11139:2018, 3.213]

3.8
seal
<packaging> result of joining surfaces together by fusion to form a microbial barrier

Note 1 to entry: For sealing by thermal fusion, this can include multiple heat sealing equipment technologies, but not
cold adhesive sealing.

[SOURCE: ISO 11139:2018, 3.244, modified — Note to entry has been added.]

39

sterile barrier system

SBS

minimum package that minimizes the risk of ingress of microorganisms and allows aseptic presentation of
the sterile contents at the point of use

[SOURCE: ISO 11139:2018, 3.272]
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4 General requirements

4.1 Quality systems
The activities described within this document shall be carried out within a formal quality system.

NOTE ISO 9001 and ISO 13485 contain requirements for suitable quality systems. Additional requirements can
be specified by a country or region.

4.2 Risk management

A risk management process conforming with the requirements of ISO 11607-2 shall be implemented.

4.3 Sampling

The sampling plans used in development of heat sealing processes shall be based upon a statistically valid
rationale considering the materials, risks and sterile barrier systems being evaluated.

NOTE Statistically valid indicates the use of a methodology that ensures the sample size and selection process are
appropriate for drawing reliable and accurate conclusions.

4.4 Test methods

Test methods used for activities described in this document shall meet the test method validation
requirements of ISO 11607-2. Defined criteria used during process development may include qualitative
evaluations (e.g. use of specific methods, protocols and acceptance criteria) which do not require validation.

NOTE Qualitative evaluations refer to methods that focus on understanding the characteristics, attributes, or
qualities of a product or process, rather than relying on empirical data and statistical analysis (e.g. visual scoring
method for heat seals which includes estimating attributes of a heat seal). See Annex A, particularly A.2.4.

4.5 Documentation

Documentation of activities described in this document shall meet the documentation requirements of
[SO 11607-2:2019 4.5 and its subclauses.

5 Process development

5.1 General

The requirements of this document are intended to be applied for heat sealing processes that have not
yet been validated. Existing SBS and preformed SBS heat sealing processes that have successfully met the
validation requirements of ISO 11607-2 may be regarded as sufficient evidence that appropriate process
development has occurred, therefore no additional process development activities according to this
document shall be required.

NOTE1 The heatsealing processes of interest are those that establish a microbial barrier. Other types of seals, such
as tack seals used for containment or spot welds for wraps bonding, do not serve the same function, have the same
requirements, or present the same level of risk as seals used to create a microbial barrier.

NOTE 2  This document provides a process development process for consistency, however, there can be other valid
approaches.

5.2 Process development activities

Figure 1 illustrates process development activities. This process shall be followed in an iterative way (not
linear) until the objective is achieved. Process development culminates with an acceptable level of risk prior
to proceeding to process validation. If the risk is not yet acceptable, the process development activities
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