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BACKGROUND

Talc (E 553b) is a food additive, permitted for use in the EU according to
Regulation (EC) No 1331/2008

- Re-evaluated by EFSA in 2018

* No safety concerns, very little absorption after dietary intake

* Uncertainties around characterisation of the material, particle size (nano)
- EC followed up on the ucertainties identified by EFSA.

« Call for data published in 2018

« Mandate for an updated opinion sent to EFSA in June 2021

mumeed  Talc has several applications

* In EFSA’s remit: food contact material, pesticides, feed
« Outside EFSA: medicines, cosmetics, other industrial applications

Well known legal controversies around use of talcum powder/baby powder

 Talc used as a food additive must be free of asbestos




BROADER CONTEXT
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JARC ECHA EDA

EC EFSA

«July 2024 -September 2024 *May 2025 <2026 *Timeline ?
+Classification as probably *RAC proposal for . +Conversion into *Updated opinion on food
carcinogenic to humans classification as Carc 1B Iegisl.a’gion.of proposal for additive use
(Group 2A) «All routes of exposure classification *Dietary exposure

*In collaboration with EMA
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https://www.fda.gov/patients/fda-expert-panels/fda-expert-panel-talc-05202025
https://www.fda.gov/patients/fda-expert-panels/fda-expert-panel-talc-05202025

1STA: ONE SUBSTANCE ONE ASSESSMENT

« Overall, RAC concludes that no specific route of exposure
The ECHA proposal for classification can be designated in accordance with the CLP criteria,

as carcinogen applies to all routes of due to inadequacy or lack of data conclusively
exposure demonstrating the lack of carcinogenicity via other routes

(such as oral or dermal).

The ongoing EFSA assessment will « The EFSA opinion will be extremely relevant also to EMA
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the use of talc as a food additive

To perform the risk assessment, EFSA
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STAY CONNECTED

efsa.europa.eu/en/news/newsletters
efsa.europa.eu/en/rss
Careers.efsa.europa.eu — job alerts

Science on the Menu —Spotify, Apple Podcast and YouTube

@efsa.bsky.social

. . _ Linkedin.com/company/efsa
@efsa-animals.bsky.social @efsa-plants.bsky.social

@onehealth_eu efsa.europa.eu/en/contact/askefsa
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