EFSA Working Group on trifluoracetic acid (TFA)
16" Working Group meeting on the revision of the

N4
HBGVs for trifluoroacetic acid e sa

EURCPEAN

18 May 2026 FOOD

SAFETY

9:00-17:00 AUTHORITY

Location: EFSA - Parma/Web conference
Attendees:

o Working Group Members:
Adeline Cavelier, Tamara Coja, Andrea Gall, Antonio Hernandez-Jerez, Christiane Vleminckx

o Hearing Experts?:
Not applicable

o ECHA
Stine Husa

o European Commission and/or Member States representatives:
Mark Williams

o EFSA:
PREV Unit: Elodie Bergsma, Mathilde Colas, Juan Parra (Chair)

1. Welcome and apologies for absence

The Chair welcomed the participants. Apologies were received from Stine Husa and Mark
Williams.

2. Adoption of agenda

The agenda was adopted without a change.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence? and the Decision of the Executive Director on
Competing Interest Management?, EFSA screened the Annual Declarations of Interest filled out by
the Working Group members invited to the present meeting. No Conflicts of Interest related to the
issues discussed in this meeting have been identified during the screening process, and no
interests were declared orally by the members at the beginning of this meeting.

4. Developmental and reproductive toxicity

The WG discussed the reliability and interpretation of developmental toxicity studies in rats and
rabbits. The WG amended the draft report accordingly.

5. Sources of uncertainty and UF selection

The WG reviewed the sources of uncertainty and agreed to clarify the meaning of low impact. The
WG rediscussed the UF selection for the ADI.

L As defined in Article 34 of the document “Implementing Rule of the Management Board of the European Food Safety Authority laying down the rules on
the selection, appointment and operations of the Scientific Committee, Scientific Panels and of their Working Groups”:
https://www.efsa.europa.eu/sites/default/files/paneloperation.pdf


https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.efsa.europa.eu%2Fsites%2Fdefault%2Ffiles%2Fpaneloperation.pdf&data=05%7C02%7CBianca.BOTTONI%40efsa.europa.eu%7Ce2db377e23724523ee3908dd51b362a8%7C406a174be31548bdaa0acdaddc44250b%7C0%7C0%7C638756553074512311%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=KG0jWtijMxmsLoMDCWfGIg11tFzZlPnVP2hu1urvMck%3D&reserved=0

MEETING MINUTES - 19-20 March 2026
13t Working Group meeting on TFA

6. T4 decrease and DNT

The WG discussed the rationale for the 20% decrease in serum thyroxine (T4) as a threshold for
regulatory assessment, agreeing to integrate a detailed explanation in Appendix G and to revise
the wording for clarity and transparency.

7. Other topics

Several sections of the draft report were discussed, and appropriate changes were made by the
WG.

8. Any Other Business

Tasks were distributed among the WG members.

9. Next meeting

The 17" WG meeting is scheduled for the 10™ of June from 9:00 to 17:00 (online).



EFSA Working Group on trifluoracetic acid (TFA)

15 Working Group meeting on the revision of the

HBGVs for trifluoroacetic acid F
5th of May 2026
9:00-13:00 LUl

SAFETY
ALITHORITY

Location: EFSA - Parma/Web conference
Attendees:

o Working Group Members:

Adeline Cavelier, Tamara Coja, Andrea Gall, Antonio Hernandez-Jerez, Christiane Vleminckx
o Hearing Experts! from Member States:

AT: Alexandra Fischer, Verena Haudek-Prinz, Lorenz Karl, Therese Weil
BE: Dirk Marien, Liesbeth De Smet, Philippe Castelain, Kristel Brys

DK: Pernille Jacobsen, Peter Hammer Sorensen

DE: Tanja Heise, Franziska Kupprat

EL: Dimitra Nikolopoulou, Vasiliki Hatzi

ES: Manuel Sanz Bernal, Clara Aisa Sanchez, Veronica Campos Avedillo
IT: Francesca Metruccio

NL: Jessica Broeders

SI: Tanja Fatur

SE: Daniel Borg, Anneli Widenfalk, Anna Mentor

CH: Marianne Balmer, Christoph Geiser

o Hearing expert on endocrine disruption:
Andrea Terron

o ECHA
Kati Hellsten, Stine Husa, Daniel Stalter

o European Commission and/or Member States representatives:
Mark Williams

o EFSA:
PREV Unit: Elodie Bergsma, Marco Binaglia, Mathilde Colas, Anna Lanzoni, Juan Parra (Chair)

1. Welcome and apologies for absence

The Chair welcomed the participants, including MS experts invited as hearing
experts. Apologies were received from Mark Williams, Manuel Sanz Bernal and Daniel
Stalter.

2. Adoption of the agenda

The agenda was adopted without a change.

L As defined in Article 34 of the document “Implementing Rule of the Management Board of the European Food Safety Authority laying down the rules on
the selection, appointment and operations of the Scientific Committee, Scientific Panels and of their Working Groups”:
https://www.efsa.europa.eu/sites/default/files/paneloperation.pdf


https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.efsa.europa.eu%2Fsites%2Fdefault%2Ffiles%2Fpaneloperation.pdf&data=05%7C02%7CBianca.BOTTONI%40efsa.europa.eu%7Ce2db377e23724523ee3908dd51b362a8%7C406a174be31548bdaa0acdaddc44250b%7C0%7C0%7C638756553074512311%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=KG0jWtijMxmsLoMDCWfGIg11tFzZlPnVP2hu1urvMck%3D&reserved=0

MEETING MINUTES - 5 May 2026
15t Working Group meeting on TFA

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence? and the Decision of the Executive Director on
Competing Interest Management?, EFSA screened the Annual Declarations of Interest filled out by
the Working Group members invited to the present meeting. No Conflicts of Interest related to the
issues discussed in this meeting have been identified during the screening process, and no
interests were declared orally by the members at the beginning of this meeting.

4. Member States hearing experts’ consultation

An overview of the draft output on the revision of HBGV’s for TFA was presented by EFSA. Pre-
submitted comments and replies provided by the Hearing Experts were discussed. Andrea Terron,
member of the EFSA WG on Endocrine disruption provided his expert’ opinion on thyroid-mediated
endocrine disruption of TFA.

Hearing experts acknowledged the huge work done by the WG and appreciated the clarifications
given by the WG during the meeting. The WG agreed to add these clarifications and reinforce some
conclusions the draft output. All the comments will be duly considered and considered in the
finalisation of the output.

5. Next meeting

The 16™ WG meeting is scheduled for the 18™ of May (online).



EFSA Working Group on trifluoracetic acid (TFA)

14t Working Group meeting on the revision of the

HBGVs for trifluoroacetic acid F
15t of April 2026
9:00-13:30 LUl

SAFETY

15 Aprll 2026 AUTHORITY

Location: EFSA - Parma/Web conference
Attendees:

o Working Group Members:
Adeline Cavelier, Tamara Coja, Andrea Gall, Antonio Hernandez-Jerez, Christiane Vleminckx

o Hearing Experts?:
Not applicable

o ECHA
Stine Husa

o European Commission and/or Member States representatives:
Mark Williams

o EFSA:
PREV Unit: Jochem Louisse, Elodie Bergsma, Mathilde Colas, Juan Parra (Chair)

1. Welcome and apologies for absence

The Chair welcomed the participants. Apologies were received from Stine Husa and Mark
Williams.

2. Adoption of agenda

The agenda was adopted without a change.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence? and the Decision of the Executive Director on
Competing Interest Management?, EFSA screened the Annual Declarations of Interest filled out by
the Working Group members invited to the present meeting. No Conflicts of Interest related to the
issues discussed in this meeting have been identified during the screening process, and no
interests were declared orally by the members at the beginning of this meeting.

4. ECHA-EFSA alignment / EFSA update

No change in timeline for ECHA and EFSA procedures. The ECHA WG meeting is scheduled for the
morning of the 27" of April.

5. Risk of bias assessment - in vitro study

L As defined in Article 34 of the document “Implementing Rule of the Management Board of the European Food Safety Authority laying down the rules on
the selection, appointment and operations of the Scientific Committee, Scientific Panels and of their Working Groups”:
https://www.efsa.europa.eu/sites/default/files/paneloperation.pdf


https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.efsa.europa.eu%2Fsites%2Fdefault%2Ffiles%2Fpaneloperation.pdf&data=05%7C02%7CBianca.BOTTONI%40efsa.europa.eu%7Ce2db377e23724523ee3908dd51b362a8%7C406a174be31548bdaa0acdaddc44250b%7C0%7C0%7C638756553074512311%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=KG0jWtijMxmsLoMDCWfGIg11tFzZlPnVP2hu1urvMck%3D&reserved=0

MEETING MINUTES - 19-20 March 2026
13t Working Group meeting on TFA

The RoB assessment was presented by EFSA staff and discussed by the WG.

6. WG on genotoxicity consultation: outcome of the
discussion

The outcome of the follow-up discussion with the WG on genotoxicity on the 10% of April was
presented and discussed.

7. Draft statement finalisation

Several sections of the draft statements were discussed, and appropriate changes were made by
the WG.

8. Any Other Business

For the upcoming WG meeting the questions to hearing experts (from Member States) were
discussed and agreed with the WG.

Tasks were distributed among the WG members.

9. Next meeting

The 15" WG meeting is scheduled for the 5™ of May from 9:00 to 13:00 (online). ECHA and
DE (CLH submitter) have been invited to the discussion as observers. Hearing experts from
Member States are invited.



EFSA Working Group on trifluoracetic acid (TFA)

13% Working Group meeting on the revision of the

HBGVs for trifluoroacetic acid F
19 and 20th of March 2026
09:00-17:00/9:00-13:00 roop

SAFETY

13 Aprll 2026 AUTHORITY

Location: EFSA - Parma/Web conference
Attendees:

o Working Group Members:
Adeline Cavelier, Tamara Coja, Andrea Gall, Antonio Hernandez-Jerez, Christiane Vleminckx

o Hearing Experts?:
Not applicable

o ECHA
Stine Husa

o European Commission and/or Member States representatives:
Mark Williams

o EFSA:
PREV Unit: Elodie Bergsma, Mathilde Colas, Juan Parra (Chair)

NIF Unit: Irene Nuin, Maura Magani

1. Welcome and apologies for absence

The Chair welcomed the participants. Apologies were received from Juan Parra, Stine Husa
and Mark Williams. Colleagues from the Novel Food team attended as observers due to their
interest in the assessment of a novel food containing TFA as a residual solvent and were
welcomed to follow the discussion.

2. Adoption of agenda

The agenda was adopted without a change.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence? and the Decision of the Executive Director on
Competing Interest Management?, EFSA screened the Annual Declarations of Interest filled out by
the Working Group members invited to the present meeting. No Conflicts of Interest related to the
issues discussed in this meeting have been identified during the screening process, and no
interests were declared orally by the members at the beginning of this meeting.

L As defined in Article 34 of the document “Implementing Rule of the Management Board of the European Food Safety Authority laying down the rules on
the selection, appointment and operations of the Scientific Committee, Scientific Panels and of their Working Groups”:
https://www.efsa.europa.eu/sites/default/files/paneloperation.pdf


https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.efsa.europa.eu%2Fsites%2Fdefault%2Ffiles%2Fpaneloperation.pdf&data=05%7C02%7CBianca.BOTTONI%40efsa.europa.eu%7Ce2db377e23724523ee3908dd51b362a8%7C406a174be31548bdaa0acdaddc44250b%7C0%7C0%7C638756553074512311%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=KG0jWtijMxmsLoMDCWfGIg11tFzZlPnVP2hu1urvMck%3D&reserved=0

MEETING MINUTES - 19-20 March 2026
13t Working Group meeting on TFA

4. ECHA-EFSA alignment / EFSA update

No change in timeline for ECHA and EFSA procedures.

The meeting on the 5 May 2026 was reclassified as a WG meeting rather than an expert peer
review meeting with MSs experts invited as hearing experts.

5. WG on genotoxicity consultation: outcome of the
discussion

The outcome of the WG on genotoxicity consultation held on 18 March 2026 was presented and
discussed. A follow-up discussion with the WG on genotoxicity is scheduled for 10 April 2026.

6. Draft scientific report consolidation

Data on brain weight from the extended one-generation reproductive toxicity study was presented
and discussed.

Additionally, several open points in the draft scientific report were addressed.

7. Other comments from public consultation

The WG discussed the comments in Annex H and formulated replies.

8. Any Other Business

Tasks were distributed among the WG members.

9. Next meeting

The 14" WG meeting is scheduled for 15 April (online). The WG meeting with MS experts is
planned for 5 May. ECHA, the European Commission and DE involved in the CLH procedure
have been invited to the discussion.



EFSA Working Group on trifluoracetic acid (TFA)
12t Working Group meeting on the revision of the

toxicological reference values for trifluoroacetic acid
|

16 February 2026
09:00-17:00 LUl

SAFETY

MINUTES - Agreed on 9 March 2026 AUTHORITY

Location: EFSA - Parma/Webconference
Attendees:

o Working Group Members:
Adeline Cavelier, Tamara Coja, Andrea Gall, Christiane Vleminckx, Antonio Hernandez-lerez

o Hearing Experts?:
None

o ECHA
Stine Husa

o European Commission and/or Member States representatives:
Mark Williams

o EFSA:
PREV Unit: Elodie Bergsma, Mathilde Colas, Juan Parra (chair).

. Welcome and apologies for absence

The Chair welcomed the participants.
Apologies were received from Mark Williams and Stine Husa.

Il. Adoption of agenda

The agenda was adopted without changes.

lll. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence? and the Decision of the Executive
Director on Competing Interest Management3, EFSA screened the Annual Declarations of
Interest filled out by the Working Group members invited to the present meeting. No
Conflicts of Interest related to the issues discussed in this meeting have been identified
during the screening process, and no interests were declared orally by the members at the
beginning of this meeting.

IV. ECHA-EFSA alignment / EFSA update

No change in the timeline for ECHA and EFSA procedures.

V. Draft statement revision: FOBs/behavioral
investigations in the different short term toxicity studies
and in the EORTGS

1 As defined in Article 34 of the document “Implementing Rule of the Management Board of the European Food Safety Authority laying down the rules on
the selection, appointment and operations of the Scientific Committee, Scientific Panels and of their Working Groups”:
https://www.efsa.europa.eu/sites/default/files/paneloperation.pdf

2 http://www.efsa.europa.eu/sites/default/files/corporate_publications/files/policy_independence.pdf
3 http://www.efsa.europa.eu/sites/default/files/corporate_publications/files/competing_interest_management_17.pdf


https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.efsa.europa.eu%2Fsites%2Fdefault%2Ffiles%2Fpaneloperation.pdf&data=05%7C02%7CBianca.BOTTONI%40efsa.europa.eu%7Ce2db377e23724523ee3908dd51b362a8%7C406a174be31548bdaa0acdaddc44250b%7C0%7C0%7C638756553074512311%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=KG0jWtijMxmsLoMDCWfGIg11tFzZlPnVP2hu1urvMck%3D&reserved=0

MEETING MINUTES - 16 February 2026
12th Working Group meeting on TFA

As part of the assessment, aspects related to the potential neurotoxicity of TFA in the
repeated-dose toxicity studies were discussed.

VI. Draft statement revision: immunotoxicity

The section on immunotoxicity and Annex J was discussed and action points for the WG members
were identified.

VIl. RoB analysis: in vitro immunotoxicity

The RoB analysis for an in vitro study on immunotoxicity, identified outside the call for data, was
discussed with the WG members.

VIll. Draft statement revision: clinical chemistry parameters

The section 3.2.6 on non-critical effects was revised regarding clinical parameters bilirubin and
ALT. An additional paragraph on mechanistic understanding will be added under 3.2.5 mode of
action of TFA effects as regards changes in clinical chemistry parameters.

IX. Example from peer review

Data on total bilirubin was extracted from repeated dose oral toxicity studies in rats performed
with fenoxaprop-P and fenoxaprop. The observed changes in bilirubin for these compounds were
compared with those in relation to TFA.

X. Draft statement revision: BMD analysis

An overview of the BMD analysis was presented, and the rationale of BMR selection was
discussed.

Xl. Comments from the public consultation: Annex H

Comments from the public consultation were discussed with the WG. Regarding the creation of
new chapter on uncertainties, a dedicated table has been created.

Xll. AOB

The planning was discussed, and next steps were agreed. Tasks were allocated among the WG
members.

Xlll. Next meeting

The next meeting will be held on 19™ and 20t of March 2026.



EFSA Working Group on trifluoracetic acid (TFA)
11t Working Group meeting on the revision of the \\"/J
toxicological reference values for trifluoroacetic acid e sa

02 February 2026

EUROPEAN

09:00-17:00 FOOD

SAFETY

MINUTES - Agreed on 17 February 2026 AUTHORITY

Location: EFSA - Parma/Web conference
Attendees:

o Working Group Members:
Adeline Cavelier, Tamara Coja, Andrea Gall, Antonio Hernandez-lerez, Christiane

Vileminckx

o Hearing Experts?:
Not applicable

o ECHA
Stine Husa

o European Commission and/or Member States representatives:
Mark Williams

o EFSA:
PREV Unit: Elodie Bergsma, Federica Crivellente, Mathilde Colas, Juan Parra (Chair)

1. Welcome and apologies for absence

The Chair welcomed the participants. Apologies were received from Mark Williams and Stine Husa.

2. Adoption of agenda

The agenda was adopted with a change. An additional point was proposed under AOB related to
newly available data submitted during or outside of the public consultation.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence? and the Decision of the Executive Director
on Competing Interest Management3, EFSA screened the Annual Declarations of Interest filled
out by the Working Group members invited to the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process, and no interests were declared orally by the members at the beginning of this
meeting.

4. ECHA-EFSA alignment / EFSA update

No update was provided related to the ECHA procedure due to the absence of ECHA colleagues at
this meeting. Regarding the EFSA procedure, no changes in the timeline.

L As defined in Article 34 of the document “Implementing Rule of the Management Board of the European Food Safety Authority laying down the rules on
the selection, appointment and operations of the Scientific Committee, Scientific Panels and of their Working Groups”:
https://www.efsa.europa.eu/sites/default/files/paneloperation.pdf



MEETING MINUTES - 02 February 2026
11t Working Group meeting on TFA

5. Adversity of clinical chemistry parameters: bilirubin and
ALT

Publications from the literature identified by the WG and quoted by hearing experts regarding the
clinical parameters bilirubin and ALT were presented and discussed.

6. Outcome of the EFSA ED Working group advice

The outcome of the EFSA ED Working Group advice was presented and discussed. Overall, the TFA
WG agreed with the ED WG advice.

7. Genotoxicity: overview of the comments

Comments relating to genotoxicity parameters provided during public consultation were discussed.

8. Other comments from public consultation

8.1 Immunotoxicity
The outcome of the data extraction on immunotoxicity parameters was discussed.

8.2 Level of details to be included in the statement
All WG members were invited to finalise the comments and amend the statement / appendices.
9. Any Other Business

Additional WG meeting agreed on 15 April 2026 from 9:30 am to 1:30 pm (4h, via teleconference)
to finalise the statement before the ad hoc experts meeting discussion.

Ad hoc experts meeting on 5 May 9 am to 1pm.

10. Next meeting

The 12" WG meeting is scheduled for 16 February (9 am to 5 pm) via teleconference.



EFSA Working Group on trifluoracetic acid (TFA)
10t Working Group meeting on the revision of the \\"/J
toxicological reference values for trifluoroacetic acid @ sa

12 January 2026

09:00-17:00 EUROREAN
SAFETY

MINUTES - Agreed on 29 January 2026 AUTHORITY

Location: EFSA - Parma/Webconference
Attendees:

o Working Group Members:
Adeline Cavelier, Tamara Coja, Andrea Gall, Antonio Hernandez-Jerez, Christiane Vleminckx
o Hearing Experts?:

NGO representatives
- Angeliki Lysimachou, PAN Europe
- Peter Clausing, PAN Germany
- Helmut Burtscher, Global2000
- Pauline Cervan, Generations Futures

TFA Task force
- Anja Hueser, Bayer
- Antoinette Degroot, Solvay
- Lisa Bertomeu, ISK
- Rich Bartlett, Syngenta
- Stephanie Melching-Kollmuss, BASF

RIVM
- Bas Bokkers

UBA
- Alexander Eckhardt
- Helena Banning
o European Commission representatives:
Mark Williams
o ECHA
Stine Husa

o EFSA:

PREV Unit: Elodie Bergsma, Marco Binaglia, Mathilde Colas, Juan Parra (Chair)

Welcome and apologies for absence

The Chair welcomed the participants. The Chair welcomed the participants. Apologies were
received from Mark Williams and Christiane Vleminckx.

L As defined in Article 34 of the document “Implementing Rule of the Management Board of the European Food Safety Authority laying down the rules on
the selection, appointment and operations of the Scientific Committee, Scientific Panels and of their Working Groups”:
https://www.efsa.europa.eu/sites/default/files/paneloperation.pdf



MEETING MINUTES - 12 January 2026
10th Working Group meeting on TFA

Il. Adoption of agenda

The agenda was adopted without changes.

lll. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence? and the Decision of the Executive Director
on Competing Interest Management3, EFSA screened the Annual Declarations of Interest filled
out by the Working Group members invited to the present meeting and the preparatory
meetings listed under agenda item “Preparatory meeting/s with Risk Assessment”. No
conflicts of interest related to the issues discussed in these meetings have been identified
during the screening process, and no interests were declared orally by the Working Group
members at the beginning of these meetings.

IV. ECHA-EFSA alignment and EFSA update

No changes in the timeline for both ECHA and EFSA procedures.

V. Hearing experts

The viewpoints of hearing experts were discussed with the Working group on the predefined
subjects. The hearing experts were posed the following questions:

A) Please provide a robust justification on whether the changes in the following parameters,
investigated in the following toxicological studies with TFA*, should be considered treatment-
related and adverse (including the criteria and references used to define adversity) and therefore
critical for derivation of ADI:

1. Increase in ALT
2. Decrease in bilirubin
*[jst of studies:

- Study 8 - Sodium Trifluoroacetate (TFA) 90-day toxicity study in the rat by dietary
administration (2007).

- Study 100 - Sodium Trifluoroacetate: Extended One Generation Reproductive Toxicity
Study in the Han Wistar Rat by Dietary Administration [OECD TG 443, TFA (Na+)]. (2021)

- Study 109 - Sodium Trifluoroacetate (TFA): 52-Week Toxicity and Toxicokinetics Study in
Rats with 6-Week Recovery Period by Drinking Water Administration [OECD TG 452, TFA
(Na+)]. (2019)

- Study 12s4 - Subchronic 90-day oral toxicity study of sodium trifluoroacetate in rats (2024)

B) For the ADI, the WG proposed applying the standard uncertainty factor (UF) of 100, along with
an additional factor of 3 to account for the remaining uncertainties related to the absence of a
long-term toxicity/carcinogenicity study and the absence of TDAR assay on TFA. If you don't
consider this overall uncertainty factor as appropriate, please provide a robust justification on the
overall uncertainty factor to be applied to the reference points for risk assessment including the
scientific rationale for each UF component and how these considerations support the final
composite UF.

2 https://www.efsa.europa.eu/sites/default/files/corporate publications/files/independence-policy-2024.pdf

3 https://www.efsa.europa.eu/sites/default/files/corporate publications/files/decision-ed-on-competing-interest-management-2024.pdf




MEETING MINUTES - 12 January 2026
10th Working Group meeting on TFA

VI. Any other business

The planning was discussed, and next steps were agreed. Tasks were allocated among the
WG members.

VIl. Next meeting

The next meeting will be held on 2 February 2026 via web conference.



EFSA Working Group on trifluoroacetic acid (TFA)
oth Working Group meeting on the revision of the
toxicological reference values for trifluoroacetic acid e sa

12 December 2025

09:00-17:00 EUROPEAN
SAFETY

MINUTES - Agreed on 19 December 2025 AUTHORITY

Location: EFSA - Parma / Webconference

Attendees:
¢ Working Group Members

Adeline Cavelier, Tamara Coja, Andrea Gall, Antonio Hernandez-Jerez, Christiane Vleminckx
e European Commission

Mark Williams
e ECHA (CLH)

Stine Husa

e« Hearing experts?
None

e EFSA

PREV Unit: Elodie Bergsma, Marco Binaglia, Mathilde Colas, Juan Parra (Chair)

. Welcome and apologies for absence

The Chair welcomed the participants. Apologies were received from Mark Williams and Stine
Husa.

Il. Adoption of agenda

The agenda was adopted with a change. An additional point was proposed under AOB related
to newly available data submitted during or outside of the public consultation.

lll. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence? and the Decision of the Executive Director on
Competing Interest Management® EFSA screened the Annual Declarations of Interest filled out by
the Working Group members invited to the present meeting. No Conflicts of Interest related to the
issues discussed in this meeting have been identified during the screening process, and no interests
were declared orally by the members at the beginning of this meeting.

1 As defined in Article 17 of the Decision of the Executive Director concerning the selection of members of the Scientific Committee, the Scientific Panels,
and the selection of external experts to a55|st EFSA with its scientific work http //www efsa.europa.eu/en/keydocs/docs/expertselection.pdf
d

3 htty www.efsa.europa.eu/sites/default/files/corporate publications/files/competing interest management 17.pdf




MEETING MINUTES - 12 December 2025 w

9th Working Group meeting on TFA

IV. Update from ECHA/EFSA procedures
ECHA CLH procedure: update was provided via written procedure. No change to the timeline for
the ECHA CLH procedure.

EFSA procedure: the legal deadline was extended to 31 July 2026. Hearing experts will be
invited to the next WG meeting on 12 January.

V. Overview of the comments on toxicokinetics,
mechanistic data and biomonitoring

The WG discussed comments provided during the public consultation submitted on the toxicokinetic
section, biomonitoring and epidemiological studies. The outcome of the assessment will be updated
accordingly.

VI. BMD modelling: follow-up on the T4 level in F1
offspring

The revised BMD model including additional data was presented and discussed. The updated BMD
analyses will be shared and discussed with the EFSA ED WG.

VII. Uncertainty factors for the ARfD an ADI derivation

Uncertainty factors were discussed for different endpoints.

VIl. EOGRTS: selection of the PoD

The WG discussed results from EORTGS on reproductive performance and immunotoxicity.

IX. Draft statement

An amended table of contents of the draft statement was discussed and agreed with the WG.

X. Preparatory meeting

X.1 Preparatory meeting on WG TFA, 20 November 2025
X.1a Antonio HERNANDEZ- JEREZ
X.1b Discussed comments related to biomonitoring, mechanistic data and toxicokinetics.

Xl. AOB

a. Action points
The planning was discussed, and next steps were agreed. Tasks were allocated among the
WG members.

b. Next steps
The 10" WG meeting is scheduled for 12 January 2025 via teleconference.



EFSA Working Group on trifluoroacetic acid (TFA)
8th Working Group meeting on the revision of the
toxicological reference values for trifluoroacetic acid e sq

5 November 2025

EUROPEAN

13:00-17:00 FOOD

SAFETY

MINUTES - Agreed on 24 November 2025 AUTHORITY

Location: EFSA - Parma / Webconference
Attendees:

¢ Working Group Members
Adeline Cavelier, Tamara Coja, Andrea Gall, Antonio Hernandez-Jerez, Christiane Vleminckx
e European Commission
Mark Williams
e ECHA (CLH)
Stine Husa
e Hearing experts?
None
e EFSA

PREV Unit: Elodie Bergsma, Marco Binaglia (Chair), Federica Crivellente Mathilde Colas, Juan
Parra

. Welcome and apologies for absence

The Chair welcomed the participants. Apologies were received from Juan Parra and Mark
Williams.

Il. Adoption of agenda

The agenda was adopted without changes.

lll. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence? and the Decision of the Executive Director on
Competing Interest Management® EFSA screened the Annual Declarations of Interest filled out by
the Working Group members invited to the present meeting. No Conflicts of Interest related to the
issues discussed in this meeting have been identified during the screening process, and no interests
were declared orally by the members at the beginning of this meeting.

1 As defined in Article 17 of the Decision of the Executive Director concerning the selection of members of the Scientific Committee, the Scientific Panels,
and the selection of external experts to a55|st EFSA with its scientific work http //www efsa.europa.eu/en/keydocs/docs/expertselection.pdf
d

3 htty www.efsa.europa.eu/sites/default/files/corporate publications/files/competing interest management 17.pdf




MEETING MINUTES - 5 November 2025
8th Working Group meeting on TFA

IV. Clinical chemistry

An overview of clinical chemistry and haematology findings across 90-day, 1-year studies and
EORTGS was given. The WG specifically discussed the decrease in bilirubin in the repeated-dose
toxicity studies.

V. BMD analysis

BMD modelling was presented. Reliability of the modelling was discussed, and the WG advised on
the inclusion/exclusion of additional data and revision of the model will be pursued.

VI. Developmental toxicity in rabbits

The developmental toxicity study in rabbits was presented to determine whether it should be
considered reliable without restrictions and evaluate its relevance for the risk assessment.

Vil. AOB
a. Action points

The planning was discussed, and next steps were agreed. Tasks were allocated among the
WG members.

b. Next steps

The 9™ WG meeting is scheduled for 12 December 2025 via teleconference.



EFSA Working Group on trifluoroacetic acid (TFA)
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13 October 2025

EUROPEAN

09:00-13:00/14:00-17:00 FOOD

SAFETY

MINUTES - Agreed on 30 October 2025 AUTHORITY

Location: EFSA - Parma / Webconference

Attendees:
e Working Group Members
Adeline Cavelier, Tamara Coja, Andrea Gall, Antonio Hernandez-Jerez, Christiane Vleminckx
e European Commission
None
e ECHA (CLH)
Stine Husa
e Hearing experts?
None
e EFSA

PREV Unit: Mathilde Colas, Rafaela De Jesus, Juan Parra (Chair)

. Welcome and apologies for absence

The Chair welcomed the participants.

Il. Adoption of agenda

The agenda was adopted without changes.

lll. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence? and the Decision of the Executive Director on
Competing Interest Management® EFSA screened the Annual Declarations of Interest filled out by
the Working Group members invited to the present meeting. No Conflicts of Interest related to the
issues discussed in this meeting have been identified during the screening process, and no interests
were declared orally by the members at the beginning of this meeting.

L As defined in Article 17 of the Decision of the Executive Director concerning the selection of members of the Scientific Committee, the Scientific Panels,
and the selection of external experts to assist EFSA with its scientific work: http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf
2 http://www.efsa.europa.eu/sites/default/files/corporate publications/files/policy independence.pdf

3 http://www.efsa.europa.eu/sites/default/files/corporate publications/files/competing _interest management 17.pdf



http://www.efsa.europa.eu/sites/default/files/corporate_publications/files/policy_independence.pdf
http://www.efsa.europa.eu/sites/default/files/corporate_publications/files/competing_interest_management_17.pdf

MEETING MINUTES - 13 October 2025
7th Working Group meeting on TFA

IV. Overview of the comments submitted during the
public consultation (22 July to 22 September)

A total of 177 comments were received from various stakeholders, including Member States, NGOs,
industry representatives, academia, and individuals acting in a personal capacity.

As the original study reports were not available, several stakeholders requested additional
explanations and conclusions on the studies to ensure a transparent review process. It was noted
that a sanitised version of original study reports will be made publicly available on Open EFSA by
the end of the procedure.

Additional reports from other EU and Member State agencies concerning TFA assessments were
also shared with the Working Group during the public consultation.

The Working Group focused its discussions particularly on comments related to the one-year rat
study, multigeneration reproductive toxicity studies, and developmental toxicity studies in rats and
rabbits.

V. AOB

a. Action points

The planning was discussed, and next steps were agreed. Tasks were allocated among the
WG members.

b. Next steps

The 8" WG meeting is scheduled for 5 November 2025 (1 - 5 pm) via teleconference.



EFSA Working Group on trifluoroacetic acid (TFA)
6t Working Group meeting on the revision of the \\"/

toxicological reference values for trifluoroacetic acid @ sa
|

4 July 2025

09:00-13:00/14:00-18:00 zg'é“"“

MINUTES - Agreed on 15 July 2025 AUTHORITY

Location: EFSA - Parma / Webconference

Attendees:
e Working Group Members
Adeline Cavelier, Tamara Coja, Andrea Gall, Antonio Hernandez-Jerez, Christiane Vleminckx
e European Commission
None
e ECHA (CLH)
Stine Husa
e Hearing experts?
None
e EFSA

PREV Unit: Mathilde Colas, Rafaela De Jesus, Annetta Grillo, Jochem Louisse, Juan Parra
(Chair)

. Welcome and apologies for absence

The Chair welcomed the participants.

Il. Adoption of agenda

The agenda was adopted without changes.

lll. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence? and the Decision of the Executive Director on
Competing Interest Management® EFSA screened the Annual Declarations of Interest filled out by
the Working Group members invited to the present meeting. No Conflicts of Interest related to the
issues discussed in this meeting have been identified during the screening process, and no interests
were declared orally by the members at the beginning of this meeting.

IV. Analytical methods

The methods of analysis used in the key studies to set health-based guidance values were
discussed and the WG agreed that are considered reliable (i.e. fit for purpose).

L As defined in Article 17 of the Decision of the Executive Director concerning the selection of members of the Scientific Committee, the Scientific Panels,
and the selection of external experts to assist EFSA with its scientific work: http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf

2 http://www.efsa.europa.eu/sites/default/files/corporate publications/files/policy independence.pdf

3 http://www.efsa.europa.eu/sites/default/files/corporate publications/files/competing _interest management 17.pdf



http://www.efsa.europa.eu/sites/default/files/corporate_publications/files/policy_independence.pdf
http://www.efsa.europa.eu/sites/default/files/corporate_publications/files/competing_interest_management_17.pdf

MEETING MINUTES - 4 July 2025
6th Working Group meeting on TFA

V. Draft statement finalisation

Revisions were made directly within the draft statement and Annexes, and changes are reflected
in the new version of documents.

VI. Any Other Business

The public consultation will be launched from end of July to end of September 2025.
The 7" WG meeting is scheduled for 13 October 2025 (physical meeting).
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3-4 June 2025

14:00-18:00/09:00-13:00 zg'é“"“

MINUTES - Agreed on 18 June 2025 AUTHORITY

Location: EFSA - Parma / Webconference

Attendees:
e Working Group Members
Adeline Cavelier, Tamara Coja, Andrea Gall, Antonio Hernandez, Christiane Vleminckx
e European Commission
None
e ECHA (CLH)
Stine Husa (3 June only).
e Hearing experts?
None
e EFSA

PREV Unit: Rafaela De Jesus, Annetta Grillo, Jochem Louisse, Juan Parra (Chair)

. Welcome and apologies for absence

The Chair welcomed the participants. Apologies were received from Mathilde Colas.

Il. Adoption of agenda

The agenda was adopted without changes.

lll. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence? and the Decision of the Executive Director on
Competing Interest Management® EFSA screened the Annual Declarations of Interest filled out by
the Working Group members invited to the present meeting. No Conflicts of Interest related to the
issues discussed in this meeting have been identified during the screening process, and no interests
were declared orally by the members at the beginning of this meeting.

IV. Updates on RoB in vivo and in vitro analysis

The status of the RoB analysis was presented. Working group’s comments related to in vivo and
in vitro RoB protocols were addressed; the protocols will be amended according to the discussion.

L As defined in Article 17 of the Decision of the Executive Director concerning the selection of members of the Scientific Committee, the Scientific Panels,
and the selection of external experts to assist EFSA with its scientific work: http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf

2 http://www.efsa.europa.eu/sites/default/files/corporate publications/files/policy independence.pdf

3 http://www.efsa.europa.eu/sites/default/files/corporate publications/files/competing _interest management 17.pdf
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MEETING MINUTES - 3-4 June 2025
5th Working Group meeting on TFA

V. Follow-up discussions

The main topics of discussion were the content of the 2020 CONTAM Panel Opinion on PFAS, the
RoB assessment for one of the available biomonitoring studies, and the NOAEL/LOAEL setting of
one developmental toxicity study and its acceptability. The Working Group discussed the
mechanistic information available on TFA-mediated PPAR activation and its relevance to humans.

With regard to the extended one-generation reproductive toxicity study, the Working group agreed
on the setting of parental, reproductive and offspring NOAELs/LOAELs on the basis of the effects
observed.

The WG discussed and agreed on uncertainty factors to be used for reference values derivation.

VI. Draft statement

The WG addressed the comments received on the draft statement and updated the text. The WG
defined the criteria for including information on differently scored studies in the main statement
and/or Appendixes. The WG agreed to include the information of the RoB analysis results into three
appendixes, one for in vitro, one for in vivo and one for human studies.

VIl. Any Other Business

The next meeting will be held on the 4% of July via web conference.
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5 May 2025

09:00-18:00 e

SAFETY

MINUTES - Agreed on 14 May 2025 AUTHORITY

Location: EFSA - Parma / Webconference

Attendees:
e Working Group Members
Adeline Cavelier, Tamara Coja, Andrea Gall, Antonio Hernandez, Christiane Vleminckx
e European Commission
Mark Williams
e ECHA (CLH)
Stine Husa, Silvia Lapenna
e Germany
Daniel Stalter, Christina August
e Hearing experts?
None
e EFSA

PREV Unit: Mathilde Colas, Rafaela De Jesus, Annetta Grillo, Juan Parra (Chair)

. Welcome and apologies for absence

The Chair welcomed the participants.
Apologies were received from Mark Williams, Daniel Stalter and Christina August.

ll. Adoption of agenda

The agenda was adopted without changes.

lll. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence? and the Decision of the Executive Director on
Competing Interest Management® EFSA screened the Annual Declarations of Interest filled out by
the Working Group members invited to the present meeting. No Conflicts of Interest related to the
issues discussed in this meeting have been identified during the screening process, and no interests
were declared orally by the members at the beginning of this meeting.

L As defined in Article 17 of the Decision of the Executive Director concerning the selection of members of the Scientific Committee, the Scientific Panels,
and the selection of external experts to assist EFSA with its scientific work: http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf

2 http://www.efsa.europa.eu/sites/default/files/corporate publications/files/policy independence.pdf

3 http://www.efsa.europa.eu/sites/default/files/corporate publications/files/competing_interest management 17.pdf



http://www.efsa.europa.eu/sites/default/files/corporate_publications/files/policy_independence.pdf
http://www.efsa.europa.eu/sites/default/files/corporate_publications/files/competing_interest_management_17.pdf

MEETING MINUTES - 5 May 2025
4th Working Group meeting on TFA

IV. Biomonitoring analysis

An overview of the three human biomonitoring studies identified within the available data
submitted was provided. The results of the risk of bias analysis conducted were presented to the
Working Group.

V. Analysis on level of adversity

VI.

VII.

VIII.

IX.

The effects observed in clinical chemistry (glucose, cholesterol and triglycerides) and
immunophenotypic parameters were examined for possible adversity. To illustrate the mechanism
of action of peroxisome proliferators, the cases of fenoxaprop-P and fenoxaprop were presented.

Although effects were consistent in some cases, there was no clear dose-response pattern or
histopathological correlates. Differences between species (rats, rabbits), sex and type of effect
(increase, decrease) were noted. Differences in the potential mechanism of action of TFA between
species and relevance to humans were also discussed. The Working group agreed that other
changes accompanying the observed effects should be further studied.

Proposal for NOAEL setting and toxicological reference
values

With regard to the extended one-generation toxicity study, the Working group agreed on the
setting of parental, reproductive and offspring NOAELs on the basis of the effects observed.

Revised toxicological reference values (ADI and ARfD) were proposed by the Working group based
on the most robust data package.

Other scientific discussion
a. Risk of Bias analysis

EFSA has completed the assessment analysis of the in vivo and in vitro studies. A preparatory
meeting will be organised to discuss the Working group's comments and harmonise the
interpretation of the risk of bias criteria in the protocol.

b. Advice from the EFSA ED Working Group

A dose-range finding and an extended one generation toxicity study (EOGRT, with no inclusion of
a second generation) were made available to the EFSA ED WG. At the 27th WG on Endocrine
Disruptors on 8-9 April 2025, specific questions were raised to the ED Working group notably the
possible adversity of thyroid hormone effects and the NOAEL / LOAEL setting.

The Working group agreed with the advice from the ED Working group.

Draft statement

The WG reviewed the draft statement and assigned sections for further drafting.

Any Other Business

The next meeting will be held on 3 and 4 June 2025 in Parma and via web conference (hybrid
meeting).
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toxicological reference values for trifluoroacetic acid e s a

08-09 April 2025

14:00-18:00 / 09:00-13:00 EUROPEAN
SAFETY

MINUTES - Agreed on 29 April 2025 AUTHORITY

Location: EFSA - Web conference

Attendees:
o Working Group Members
Adeline Cavelier, Tamara Coja, Andrea Gall, Christiane Vleminckx, Antonio Hernandez
o European Commission
Mark Williams
o ECHA
Stine Husa, Silvia Lapenna
o Hearing experts?
o RIVM: Wieneke Bil
o TFA Task Force: Maura Karina Ferreira Emiliano, Anja Hueser, Degroot
Antoinette

o EFSA

PREV Unit : Mathilde Colas, Rafaela De Jesus, Juan Parra (Chair)

. Welcome and apologies for absence

The Chair welcomed the participants.
Apologies were received by Mark Williams, and Antonio Hernandez.

ll. Adoption of agenda

The agenda was adopted without changes.

lll. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence? and the Decision of the Executive Director
on Competing Interest Management3 EFSA screened the Annual Declarations of Interest filled
out by the Working Group members invited to the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process, and no interests were declared orally by the members at the beginning of this
meeting.

L As defined in Article 17 of the Decision of the Executive Director concerning the selection of members of the Scientific Committee, the Scientific Panels,
and the selection of external experts to assist EFSA with its scientific work: http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf

2 http://www.efsa.europa.eu/sites/default/files/corporate publications/files/policy independence.pdf

3 http://www.efsa.europa.eu/sites/default/files/corporate publications/files/competing_interest management 17.pdf
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MEETING MINUTES - 08-09 April 2025
3rd Working Group meeting on TFA

IV. Scientific discussions

a. Mapping of potential adversity
The Working Group discussed most relevant effects observed across studies for possible adversity

(i.e. thyroid hormones, liver, biochemistry, haematology and immunophenotyping). Differences
between sexes and species and the dose-response relationship were questioned.

b. Re-evaluation of in vivo regulatory studies

Following re-assessment of in vivo regulatory studies by the Working group, the NOAELs set by
previous peer review were not challenged.

c. Discussion related to EFSA CONTAM Panel (2020)

The Working Group exchanged on the scientific evaluation on the risks to human health related to
the presence of PFAS in food, notably the critical adverse effects observed and tolerable weekly
intake set by the EFSA CONTAM Panel.

V. Hearing experts

The hearing experts had one hour to present their replies and ask any follow-up questions
from the Working Group.

a. Hearing experts from TFA task force
The experts Maura Karina, Ferreira Emiliano, Anja Hueser, Degroot Antoinette from TFA task force
participated as hearing experts to give expert advice, where needed, on some of endpoints

examined in the extended One-Generation study in rats, i.e. whether changes in thyroid hormones
and effects on the immunophenotyping should be considered treatment-related and adverse

b. Hearing expert from RIVM
The expert Wieneke Bil from RIVM participated as hearing expert to expert advice, on whether

the effects on the immunophenotyping should be considered treatment-related and adverse in the
extended One-Generation study in rats

VI. Any Other Business

The tasks were assigned among WG members.
Possible adversity of the thyroid hormones in the EORGT study will be discussed on 9 April
afternoon at the 27™" WG meeting on Endocrine Disruptors (ED).

VIl. Next meeting

The next meeting will be held on 5 May 2025 via web conference.


https://www.efsa.europa.eu/en/efsajournal/pub/6223

EFSA Working Group on trifluoroacetic acid (TFA)
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ersd

04 - 05 February 2025

EUROPEAN

MINUTES - Agreed on 21 February 2024 £000

AUTHORITY

Location: EFSA - Parma / Web-conference
Attendees:

¢ Working Group Members
o Cavelier Adeline
o Coja Tamara
o Gall Andrea
o Vleminckx Christiane

e European Commission
o Williams Mark

s Hearing experts!
o None

e ECHA
o Husa Stine, Lapenna Silvia

e EFSA
o PREV Unit : Parra Juan (Chair), Colas Mathilde, De Jesus Rafaela, Mangas Iris (5th
February)

. Welcome and Apologies for absence

The Chair welcomed the participants. Apologies were received from Iris Mangas for the session on
the 4% of February. Apologies were received from Daniel Stalter and Christina August.

Il. Adoption of the agenda

The agenda was adopted without changes.

lll. Declarations of interest

In accordance with EFSA’s Policy on Independence? and the Decision of the Executive Director on
Competing Interest Management3, EFSA screened the Annual Declarations of Interest filled out by
the Working Group members invited to the present meeting. No Conflicts of Interest related to the
issues discussed in this meeting have been identified during the screening process, and no interests
were declared orally by the members at the beginning of this meeting.

1 As defined in Article 17 of the Decision of the Executive Director concerning the selection of members of the Scientific Committee, the Scientific Panels,
and the selection of external experts to assist EFSA with its scientific work: http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf

2 http://www.efsa.europa.eu/sites/default/files/corporate_publications/files/policy_independence.pdf

3 http://www.efsa.europa.eu/sites/default/files/corporate_publications/files/competing_interest_management_17.pdf



2" Working Group meeting on TFA

MEETING MINUTES - 04 - 05 February 2025 w

IV. Assessment of genotoxicity and new regulatory in vivo
toxicity studies

The WG discussed the reliability assessment of in vitro genotoxicity studies against the Klimisch
score. The available data confirmed that all endpoints (mutagenicity, aneugenicity and
clastogenicity) are covered.

The reliability of regulatory in vivo studies was also assessed, with particular focus on the effects
observed in the extended one generation reproductive toxicity study in rats and the new
developmental toxicity study in rabbits. While the WG agreed with the reliability assessment,
adversity and treatment-related effects will require further discussion.

V. Data extraction of in vitro and non-regulatory in vivo
studies/ Risk of bias protocol.

EFSA provided an overview of the non-regulatory in vivo oral studies and in vitro mechanistic
studies to the WG. The WG will conduct a risk-of-bias appraisal.

VI. Assessment of existing regulatory studies

The WG agreed to re-evaluate the previously peer-reviewed studies conducted under EFSA
procedures.

VII. First proposal for setting reference values

The WG discussed the potential revision of previously established reference values (EFSA, 2017):
e An ADI of 0.05 mg/kg bw per day (expressed as sodium trifluoroacetate) was derived
based on the 90-day study in rats.
o NOAEL = 9.9 (males) and 12.2 (females) based on changes in haematological and
clinical parameters, organ weights and histopathological liver findings
e An ARfD was deemed unnecessary.
The WG deliberated on whether the ADI and ARfD require updating based on the latest data.

VIIl. Distribution of the tasks

The tasks were assigned among WG members.

IX. AOB

The next WG meeting is scheduled for 8 and 9 April 2025 via web conference.

The WG agreed to invite hearing expert(s) in immunotoxicity and consult the WG on Endocrine
Disruptors or alternative inviting a hearing expert(s).


https://www.efsa.europa.eu/en/efsajournal/pub/4976
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12 - 13 November 2024

MINUTES - Agreed on 21 November 2024 Foon
AUTHORITY

Location: EFSA - Parma (Meeting Room 00/M02) / Web-conference
Attendees:

¢ Working Group Members
o Cavelier Adeline
o Coja Tamara
o Gall Andrea
o Vlemickx Christiane

e European Commission
o Williams Mark

s« Hearing experts!
o None

e EFSA
o PREV Unit : Parra Juan (Chair), Colas Mathilde, De Jesus Rafaela, Mangas Iris

. Welcome and Apologies for absence

The Chair welcomed the participants. Apologies were received from Iris Mangas for the session on
the 12% of November.

ll. Adoption of the agenda

The agenda was adopted without changes.

lll. Declarations of interest

In accordance with EFSA’s Policy on Independence? and the Decision of the Executive Director on
Competing Interest Management3, EFSA screened the Annual Declarations of Interest filled out by
the Working Group members invited to the present meeting. No Conflicts of Interest related to the
issues discussed in this meeting have been identified during the screening process, and no interests
were declared orally by the members at the beginning of this meeting.

Tamara Coja indicated that her DOI is under assessment for another commitment.

1 As defined in Article 17 of the Decision of the Executive Director concerning the selection of members of the Scientific Committee, the Scientific Panels,
and the selection of external experts to assist EFSA with its scientific work: http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf

2 http://www.efsa.europa.eu/sites/default/files/corporate publications/files/policy independence.pdf

3 http://www.efsa.europa.eu/sites/default/files/corporate publications/files/competing _interest management 17.pdf
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1%t Working Group meeting on TFA

MEETING MINUTES - 12-13 November 2024 w

IV. Mandate and call for data

The European Commission's mandate to EFSA was introduced to the Working Group, outlining the
current state-of-the-art regarding PFAS pesticide active substances forming TFA as a metabolite.
The approach adopted during EFSA’s peer review process was also explained. It was highlighted
that new data on TFA had been submitted by the TFA Task Force under the Article 56 notification
of Regulation (EC) 1107/2009. Additionally, Germany’s Competent Authority (DE) proposed a
harmonised classification for TFA as a reproductive toxicant (category 1B), a very persistent and
very mobile substance (vPvM), and a persistent, mobile, and toxic substance (PMT) to ECHA. In
response to the recent data on TFA and classification proposals, the European Commission
requested EFSA to re-assess toxicological reference values (ADI and ARfD) of TFA.

V. Planning

The timeline for the Working Group's activities was presented. The first step involves a targeted
call for toxicological hazard data on TFA and its salts, which was opened from August to October
2024. This call engaged the TFA Task Force, all Member State Competent Authorities, and Germany
(related to the drafting of the CLH dossiers). The EFSA Working Group on TFA will evaluate the
submitted data and discuss the revision of the toxicological reference values with Member State
Competent Authorities during a dedicated ad hoc experts' discussion scheduled for Q2-Q3 2025.
ECHA RAC and Germany’s Competent Authority will also be invited in view of ECHA-EFSA alignment
on the assessment and data package.

The outcome of this process will be an EFSA statement, to be finalised by 31 October 2025. An
Appendix to the statement will include a protocol notably detailing the scope of the targeted call
for data, criteria for inclusion and exclusion of studies, and assessment questions.

VI. List of Studies: first screening

The studies collected through the targeted call for data were presented. These studies were
categorised by endpoints and data submitters, with duplicates removed.

VIl. Protocol / Appraisal
The Working Group discussed the methodology for assessing the reliability of the studies and data
reporting. Regulatory studies will be analysed first, followed by literature-based studies. The use

of Klimisch scoring and risk-of-bias methodologies was proposed for evaluating the study
reliability, respectively.

VIIl. Distribution of the tasks

The tasks were allocated among Working Group members.

IX. AOB

The next WG meeting will be held on 4 and 5 February 2025 via web conference.
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