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Introduction

One significant barrier to harmonization was terminology. The terms “package”, “final package”, “final pack”,
“primary pack”, and “primary package” all have different connotations around the globe and choosing one of

completion of this document. As a result, the term “sterile barrier system” was introduced to describe the
sterilization, to provide an acceptable microbial barrier, and to allow for aseptic presentation. “Protective

packaging” protects the sterile barrier system, and together they form the packaging system. “Preformed
sterile barrier systems” would include any partially assembled sterile barrier systems such as pouches, header
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1 Scope

2 Normative references

Packaging for terminally sterilized medical devices — Part 1: Requirements for materials, sterile

-3 Terms and definitions

- 3.1
- expiry date

3.2
installation qualification
IQ
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3.3
labelling

3.4
operational qualification
oQ

3.5
packaging system

3.6
performance qualification
PQ

3.7
preformed sterile barrier system

3.8
process development

39
product

3.10
protective packaging
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3.1
repeatability

3.12
reproducibility

3.13
reusable container

3.14
sterile barrier system
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3.15
sterile fluid-path packaging

3.16
validation

4 General requirements

4.1 Quality systems

41.1

41.2

41.3

4.2 Sampling

4.3 Test methods

4.3.1

4.3.2
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4.3.3

4.4 Documentation
4.4.1
4.4.2

4.4.3

44.4

5 Validation of packaging processes

5.1 General

5.1.1

5.1.3

5.1.4

5.1.5
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5.2 Installation qualification (1Q)

5.2.1

5.2.2

523

5.2.4

5.25

5.2.6

5.2.7

5.3 Operational qualification (0Q)

5.3.1

5.3.2
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5.4 Performance qualification (PQ)

5.4.1

5.4.2

5.4.3

5.4.4

5.4.5

' 5.4.6
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5.4.7

5.5 Formal approval of the process validation

5.5.1

5.5.2

5.6 Process control and monitoring

5.6.1

5.6.2

5.7 Process changes and revalidation

5.7.1

5.7.2

5.7.3

5.7.4

6 Packaging system assembly

6.1

6.2

6.3
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7 Use of reusable sterile barrier systems

8 Sterile fluid-path packaging
8

8.2 Medical devices labelled “sterile fluid path” shall maintain sterility of the fluid path by the construction of
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Annex A

Process development
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