WG11: Allowable limits for leachable substances
Convenor: Alan Hood (US)

« ISO 10993-7:

Biological evaluation of medical devices. Toxicological risk
assessment of medical device constituents

« ISO 10993-17:

Biological evaluation of medical devices. Toxicological risk
assessment of medical device constituents

- ISO/TS 21726

Application of the threshold of toxicological concern (TTC) for
assessing biocompatibility of medical device constituents
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1. Opening and roll call of delegates

2. Approval of the agenda

3. Approval of report from the 2021 April meeting

4. Announcements

5. Status of ISO 10993-7:2008, Ethylene oxide sterilization residues Amendment and NWIP

Sherry Parker (US)H5
6. Status of WG11 Ad Hoc Groups (AHG)

TSL&EEDmMaxIcB93AHG
7. Status of ISO/AWI 10993-17 Biological evaluation of medical devices. Toxicological risk ~ DIE¥SEREH D, Part-17M
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8. Review ballot and comments to ISO/AWI 10993-17 Biological evaluation of medical devices.0)"‘42M§u;!4-:7"_‘3-"1-_|§|-c aE.
Toxicological risk assessment ofmedical device constituents

9. New business RAS4 RA

10. Plans for next meeting
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