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Fecc acknowledges the consultation on ECHA's Submission of information in the consultation on
potential candidates for substitution under the Biocidal Products and welcomes the opportunity to
provide input.

In this consultation, we would like to raise the following points:

Fecc emphasised that the proposed classification of ethanol as a CMR (Carcinogenic,
Mutagenic and/or toxic to Reproduction) would have catastrophic consequences on infection
control in hospitals, as it would prevent its use.

Society is at risk of losing access to the crucial ingredient that could help us survive another
pandemic like Covid-19.

The contained alcohols react mainly by denaturing cell membranes and proteins and other
cellular components. Due to the unspecific mode of action of the alcohols, there is no risk of
resistance phenomena. Fast and efficient killing effect, fast evaporation from surfaces during
action, no residues on surfaces, longevity of formulated products. Low degree of deterioration
for open packages. No formation of disinfection by products or other toxicologically relevant
chemical species for human health and environment.

Exposure to Ethanol via application to the skin (dermal exposure) or by breathing in Ethanol in
the air (inhalation), being the two potential routes of exposure from the production or use of
biocidal products, does not result in levels of Ethanol in the human body that have been shown
to cause cancer and/or have adverse reproductive effects. Ethanol evaporates rapidly from the
skin. Intake via the dermal route is low. Occupational inhalation does not lead to a
significant increase in the concentration of Ethanol in the blood.13 Atmospheric
concentrations of Ethanol in workplaces where it is used are generally well below (6 to 20
times) national occupational exposure limits over an eight-hour period.

The available data from oral route do not represent a ‘reasonably expected use’ for ethanol as
chemical in related uses and exposure according to Art. 5 of the CLP.

The ‘reasonably expected use’ is defined in the CLP Guidance:
* Any process, including production, handling, maintenance, storage, transport, or disposal.
* All technical operations/manufacturing activities like e.g., spraying, filing, and sawing.

e Any putative consumer contact through, e.g., do-it-yourself or household chemicals.
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All professional and non-professional uses include reasonably foreseeable accidental
exposure, but not abuse such as criminal or suicidal uses. Therefore, human data on adverse
effects should obviously be related to the sector of chemical substances (e.g., occupational data
and data from accident databases). Other human data, e.g., from oral intake except accidental
intake, does not fit for purpose with the CLP Regulation and the definition of ‘reasonably
expected use’. For occupational and consumer exposure to biocidal products, it has to be taken
into account that oral intake is prevented by denaturant and should be considered as misuse.
In their conclusion on the harmonised classification and labelling of acetaldehyde, the Risk
Assessment Committee (RAC101) also followed this approach and did not consider effects of
oral intake in humans of ethanol from consumption of alcoholic beverages.

Regarding the classification of Ethanol, the WHO and IARC evaluated and classified alcoholic
beverages as carcinogenic to humans. The classification of alcoholic beverages takes into
account the route of consumption (oral) and the specific dosage or amount that is voluntarily
consumed in the noted amounts (e.g., up to 70 g for heavy drinking or abuse situation). It has
to be noted, that alcoholic beverages are complex mixtures containing ethanol and other
substances, such as acetaldehyde, aflatoxins, and ethyl carbamate (see Lachenmeier et al.
201297) that are known to be carcinogenic compounds, and may contribute to increase the risk
of cancer due to alcohol consumption reported in observational studies (Rehm et al. 201498).

The combination of all substance inherent properties is only given by Ethanol: fast acting, full
virucidal, no residues, fast evaporation, long storage time, no transfer to or tainting of food,
odorless, no disinfection by products or (eco-) toxicologically relevant degradation products.
Most important is the lack of efficacy for not enveloped virus of all possible alternatives of
Ethanol. This means, it is not possible to prevent the spreading of diseases by non-enveloped
virus's like Polio, Noro, etc.

See hospital paper: Ethanol is indispensable for virucidal hand antisepsis: memorandum from
the alcohol-based hand rub (ABHR)_Task Force, WHO Collaborating Centre on Patient Safety,
and the Commission for Hospital Hygiene and Infection Prevention (KRINKO),_ Robert Koch
Institute, Berlin,_Germany, Kramer et al,_2022. Ethanol is indispensable for virucidal hand
antisepsis: memorandum_ from the alcohol-based hand rub (ABHR)_Task Force, WHO
Collaborating Centre on Patient Safety, and the Commission for Hospital Hygiene and Infection
Prevention (KRINKO), Robert Koch Institute, Berlin, Germany - PubMed

GMS |_GMS Hygiene and Infection Control | _Medical associations and expert committees urge
that ethanol be approved as a virucidal active substance for use in hand antiseptics under the
European Biocidal Products Regulation, without a CMR classification. Ethanol is comparatively
cheap to other active substances, generally available, easy and fast to produce ensuring a
constant supply, green and sustainable. As a candidate for substitution, Ethanol will no longer
be available for use by the public. This is particularly critical for pandemic situations.
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Ethanol based hand sanitisers are often commonly used in the food industry. The loss of ethanol
will increase the risk of food outbreaks involving non-enveloped viruses such as norovirus.

As a candidate for substitution, Ethanol will no longer be available for use by the public. The
consequences of a ban of Ethanol will be extremely severe. Particularly in the event of outbreaks
and pandemics with non-enveloped viruses, the lack of disinfectant hand rubs based on this potent
and well-tolerated core active substance will put the safety of patients, nursing home residents,
staff and the public at stake. There is no substitute biocidal active substance with equal efficacy
against non-enveloped viruses.

In case of non approval, shortage of sufficient equivalent alternatives.

In case of an outbreak of a non-enveloped virus disease, it is not possible to fight against these
without ethanol. Increase of production capacities associated with tremendous costs (New facilities,
new technologies, new production permits and hurdles from authorities and NGO's).

All alternative substances are more expensive; continuous supply and quantities not as certain
as for ethanol.

Use of Ethanol in Biocidal Product Sector:

* The classification of ethanol as carcinogenic or toxic to reproduction could mean that
many biocidal products could lose their authorisation in the future. We therefore see the need
to keep ethanol-based disinfectants on the market.

e Ethanol is used as active substance in many Biocidal PT as Disinfectants for the use within
the production of Pharmaceuticals, Cosmetics, Medical Products, Food- and Feedstuff, ... in
order to provide safe products. Additionally, Ethanol containing Biocidal PT are used as Hand
disinfectant by staff in processing facilities to prevent contamination of Pharmaceuticals,
Cosmetics, Medical Products, Food- and Feedstuff, .... And ensure corporate hygiene.

e Good hygiene at the workplace is essential, especially during pandemics, to protect critical
infrastructure employees from non-enveloped viruses. The case of the Covid-19 pandemic has
demonstrated the necessity of ethanol-based disinfectants for the survival of critical
infrastructure.

e Ethanol is not only used as an active substance in biocidal products, but also as a solvent in
other biocidal products, e.g., in repellents. As a result, a large number of biocidal products
could be affected by a classification and consequently lose their authorisation.

A classification as CMR will probably lead to customer concern and thus a lack of acceptance of
ethanol-based biocidal products and a switch to alternative products. We fear the following
shortages in the availability of alternative biocidal products on the market.



One measure could be a ban on the use for workers (pregnant, breastfeeding, teenagers) with
Ethanol classified as cancerogenic or reprotoxic.

The evaluation on the CMR endpoints and a subsequent decision on this endpoint by the
European Commission would result in an official statement on the CMR properties of Ethanol
for Biocidal Uses. This available information would have to be taken into account by all users of
Ethanol during their self-classification. Thus, a classification within the Biocide sector would transfer
into all Sectors. Additionally, this official position on the CMR properties could influence the
opinion-forming process of other CLP committees and thus affect the currently ongoing
harmonised classification process.

Fecc represents chemical, food, and active pharmaceutical ingredients distributors, most of which
are SMEs.
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