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Comments on the classification proposal for
Trifluoroacetic Acid (TFA), and Sodium Trifluoroacetate
(NaTFA) and other Inorganic Salts of TFA

Comments were submitted online to ECHA (for TFA at https://echa.europa.eu/de/harmonised-
classification-and-labelling-consultation/-/substance-rev/80001/term, and for NaTFA and other
Inorganic Salts of TFA at https://echa.europa.eu/de/harmonised-classification-and-labelling-
consultation/-/substance-rev/80002/term) on 23 July 2025.

1 General comments

Note: Our comments refer to both the CLH proposals of trifluoroacetic acid (TFA, EC 200-929-3, CAS
76-05-1) and sodium trifluoroacetate (NaTFA, EC 220-879-6, CAS 2923-18-4) and other inorganic
salts of TFA. Due to physical-chemical properties, the TFA anion is formed after uptake and
absorption into the blood, or distribution in aqueous environmental media, no matter whether
exposure to the acid (TFA) or a salt (e.g. NaTFA) occurs. Hence, usage of toxicological studies
investigating the reproductive toxicity of TFA to conclude on the toxicity of its inorganic salts and
vice versa is scientifically justified. The same applies to studies investigating the presence of TFA in
the environment which supports the evidence on its persistent and mobile properties.

CHEM Trust thanks the dossier submitter for its proposal for a harmonized classification of
TFA/NaTFA and other inorganic salts of TFA regarding its properties of acute toxicity, reproductive
toxicity, specific target organ toxicity — repeated exposure (STOT RE) and PMT/vPvM under the
CLP regulation. We fully support the proposed classifications and would like to give specific
comments on the proposals for reproductive toxicity and PMT/vPvM classification.

Further, we acknowledge the significant effort of the dossier submitter to present convincing data
for classification, including clear criteria regarding the reliability of the different studies and their
potential limitations, in a very transparent way.

This proposed classification is an important step for further regulatory measures to reduce exposure
to this harmful chemical. For more details see our CHEM Trust FAQ on TFA
(https://chemtrust.org/wp-content/uploads/TFA FAQ June 2025.pdf).
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2 Specific comments on the open hazard classes

2.1 Reproductive toxicity

As the dossier submitter has shown, TFA/NaTFA and other inorganic salts of TFA meets the CLP
criteria for the regulatory identification of reproductive toxicity category 1B.

The CLP regulation (European Commission, Regulation (EC) No 1272/2008 as regards hazard classes
and criteria for the classification, labelling and packaging of substances and mixtures, https://eur-
lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32023R0707&from=EN) outlines the criteria
for the classification of a substance as toxic to reproduction.

The classification as reprotoxic to reproduction category 1B:
a) “is largely based on data from animal studies”

b) Those data “shall provide clear evidence of an adverse effect on sexual function and fertility
or on development in the absence of other toxic effects, or if occurring together with other
toxic effects the adverse effect on reproduction is considered not to be a secondary non-
specific consequence of other”, and

c) “when there is mechanistic information that raises doubt about the relevance of the effect
for humans, classification in Category 2 may be more appropriate.”

Various scientific studies were gathered, reviewed, and summarized by the dossier submitter to
evaluate whether TFA/NaTFA and other inorganic salts of TFA meets the criteria for that hazard
class.

Regarding aspect a): The presented experimental toxicological data investigating TFA’s/NaTFA’s and
other inorganic TFA salts’ adversity on reproduction (sexual function, fertility, development) consist
of a wide range of studies, including different animal species, and (non-)standard
prenatal/developmental studies with repeated exposure via oral route (gavage, diet). No
toxicological human data were identified.

Regarding aspect b): According to the key in vivo studies with rabbits presented by the dossier
submitter (both from 2021 and 2024) in their Weight of Evidence approach, there is experimental
data that support that TFA/NaTFA and other inorganic salts of TFA has an adverse effect on the
reproductive and developmental function in mammals, in particular eye and skeletal malformations
in the offspring. Other data presented are in line with the observed effects in the key studies and
support the classification as reprotoxic category 1B.

Regarding aspect c): The observed developmental effects could be repeatedly demonstrated in
mammal studies, and it could not be demonstrated that they were secondary to maternal toxicity.
The observed eye malformations could not be demonstrated to have been caused by a Mode of
Action that is not relevant to humans. On the contrary, as stated by the dossier submitter, the
registrant provided in vitro data which show that TFA can potentially impair the lactate and water
homeostasis in the eyes by being substrate to monocarboxylate transporters.

Overall, as detailed in the CLH proposal, the dossier submitter provided reliable and human-
relevant whole organism studies to show that TFA/NaTFA and other inorganic salts of TFA meets
the regulatory requirement for reproductive toxicity classification in category 1B.
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2.2 PMT/vPvM

The data provided in the dossier convincingly show that TFA/NaTFA and other inorganic salts of
TFA meets the CLP criteria for the identification of persistent, mobile and toxic (PMT)/very
persistent and very mobile (vPvM) substances.

As demonstrated in several relevant and reliable studies TFA is very persistent and shows no
degradation. This is supported by estimated data including read-across as well as monitoring data.
TFA also has also been found to have a very low adsorption potential, as evidenced by the provided
data.

Together with the demonstrated reprotoxic potential we support the conclusion that the CLP
criteria for the identification of a substances as PMT/vPvM are met.

In addition, monitoring studies worldwide provide further evidence of the persistent and mobile
properties of TFA and the wide-spread presence of TFA in ecosystems, including in remote regions
such as the Arctic:

e A study published in 2023 found that TFA represented 71% of the total mass of shorter-
chains perfluorocarboxylic acid (PFCAs) found in ice core from Svalbard. The study points to
HFCs and other CFC replacement compounds as the TFA precursors and that its atmospheric
deposition is increasing (Hartz et al., 2023, Science of the Total Environment,
https://doi.org/10.1016/j.scitotenv.2023.161830)

e A 2020 multidecadal deposition study found that concentrations in the ice cores were
highest for TFA (Pickard et al., 2020, Geophysical Research Letters,
https://doi.org/10.1029/2020GL087535).

TFA has also been found in surface waters and ground water as well as drinking water across
Europe:

e A 2022 study from Germany showed TFA accounted for 90% of the total PFAS mass of 46
PFAS analyzed in drinking water sources in Germany (Neuwald et al., 2022, Environmental
Science and Technology, https://doi.org/10.1021/acs.est.1c07949). Monitoring by Pesticide
Action Network Europe and others published in 2024 found TFA in 34 of 36 European tap
water samples (94 %) from eleven EU countries and in 12 of 19 bottled mineral and spring
waters (63 %). TFA was the dominant PFAS in the water samples. TFA values in tap water
ranged from "undetectable" (corresponding to < 20 ng/L1) to 4,100 ng/L, with an average of
740 ng/L. TFA values in mineral and spring waters ranged from "undetectable" (< 20 ng/L)
to 3,200 ng/L, with an average of 278 ng/L (PAN Europe, 2024, “TFA — The Forever Chemical
in the water we drink”, https://www.pan-europe.info/sites/pan-
europe.info/files/public/resources/reports/Report TFA The%20Forever%20Chemical%20
%20in%20the%20Water%20We%20Drink.pdf, last accessed 17 July 2025).

e In 2024, a study by a group of European environmental organizations found PFAS in all of
the 23 surface water and six groundwater samples from ten EU countries. More than 98 %
of the total PFAS detected were TFA (PAN Europe, 2024, “Dirty PFAS Legacy under the
radar”, https://www.pan-europe.info/sites/pan-
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europe.info/files/public/resources/reports/TFAinWater Report 27052024.pdf, last
accessed 17 July 2025).

Therefore, we strongly support the proposal by the dossier submitter to classify TFA/NaTFA and
other inorganic salts of TFA as PMT/vPvM substance.

The widespread occurrence in aquatic systems including in drinking water show that TFA/NaTFA
and other inorganic salts of TFA poses a threat to clean drinking water production and that
regulatory measures to reduce exposures are urgent and long overdue.
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