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The ISO 10993-17:2023 Revision Impact on Combination Products

Introduction and Requlatory Framework

Medical Device and Medicinal Product Combinations, called also Combination Product (CP) combine drugs, devices, and/or biological products and can have a wide range of clinical
applications. They configure when at least two constituent parts co-exist (e.g., drug/device in an insulin injector pen; drug/biologic in a preparate composed by a therapeutic drug and a
monoclonal antibody).

In the EU there is no official term “Combination Products” but there are:
-Medical devices incorporating as an integral part a medicinal substance with an ancillary action;
-Medical devices incorporating as an integral part an ancillary human blood derivative;

-Drug delivery products, where the medicinal substance and the medical device form an integral part.

In Europe, various CP are subject to different regulatory requirements since they can be
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ISO 10993-17 revision and toxicological evaluation of Combination Products

In the context of assessing the biological safety of the device component in a drug/device
combination product, ISO 10993-17:2023 serves as a pertinent standard since outlines the
necessary requirements for conducting toxicological evaluations.

The new revision introduced the following relevant principles:

« Toxicological Screening Limit (TSL): cumulative exposure dose (expressed as jug) to
an identified constituent over a specified time period that is without appreciable harm

to health;
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Among many new concepts, the new revision of ISO 10993-17 provides the requirements for a
31to 365 1 2 31 process for specifying a level of exposure to a constituent of a medical device that is without
appreciable harm to health and extends the previous version by clarifying how to calculate

. .
2 366 1 2 - worst-case estimated exposure dose values.
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