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1. Scope

1.1 This guide provides information to determine the appro-
priate testing for biocompatibility of medical device packaging
materials that have the potential to contact the patient directly
or indirectly.

1.2 This guide does not apply to secondary or tertiary
packaging materials.

1.3 This standard does not purport to address all of the
safety concerns, if any, associated with its use. It is the
responsibility of the user of this standard to establish appro-
priate safety, health, and environmental practices and deter-
mine the applicability of regulatory limitations prior to use.

1.4 This international standard was developed in accor-
dance with internationally recognized principles on standard-
ization established in the Decision on Principles for the
Development of International Standards, Guides and Recom-
mendations issued by the World Trade Organization Technical
Barriers to Trade (TBT) Committee.

2. Referenced Documents

2.1 ASTM Standards:2

F17 Terminology Relating to Primary Barrier Packaging

2.2 Other Standards:
ISO 10993-1:2018 Biological evaluation of medical devices

– Part 1: Evaluation and testing within a risk management
process3

ANSI/AAMI/ISO 11607-1:2006(R2010) Packaging for ter-
minally sterilized medical devices – Part 1: Requirements

for materials, sterile barrier systems, and packaging sys-
tems4

FDA Center for Devices and Radiological Health: 2016
Biocompatibility Guidance: Use of International Standard
ISO 10993-1, "Biological evaluation of medical devices –
Part 1: Evaluation and testing within a risk management
process" (June 16, 2016)

3. Terminology

3.1 Definitions—For terminology related to barrier materials
for medical packaging see Terminology F17.

3.2 Definitions of Terms Specific to This Standard:
3.2.1 extent of contact—degree to which the packaged

device will contact the patient (refer to ISO 10993-1). When
referring to the packaging, extent of contact refers to the degree
to which the packaging will interact with the device. Degree of
packaging contact (interaction) is related to the physical-
chemical nature of the packaging materials and the device, the
intended use of the device (which relates to the categorization
of contact with the body), and the extent to which the
packaging may negatively impact the contained device.

3.2.2 packaging biocompatibility—inherent ability of a ma-
terial to protect against a chemical change in the packaged
medical device that could result in an adverse response to the
host in its intended application.

3.2.3 packaging biocompatibility testing—series of chemi-
cal and biological tests that a material is subjected to in order
to determine the ability of the packaging material to protect
against a chemical change in the packaged medical device that
could result in an adverse response to the host in its intended
application.

3.2.4 sterile barrier system—minimum package that pre-
vents ingress of microorganisms and allows aseptic presenta-
tion of the product at the point of use.

4. Summary of Practice

4.1 Materials used in packaging are to be evaluated per
defined guidelines, such as AAMI/ANSI/ISO 11607. The effect
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