TATOOVIGILANCE

#26 - July 2025 - Vigil Anses

Tattoovigilance: aiming for safer

tattooing practices

Tattoovigilance monitors the adverse
effects associated with the use of tattoo
and permanent make-up products. These
practices are governed by the French Public
Health Code, while inks are covered by
the European REACH and CLP Regulations.
Failure to comply with hygiene rules or use
of non-compliant products can pose health
risks and lead to penalties. The reporting of
adverse effects helps reinforce the safety of
practices and better protect consumers.

" https://www.ifop.com/publication/les-francais-et-le-tatovage/
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Tattoos are becoming increasingly popular: while one
in ten French people said they had a tattoo in 2010, this
figure had almost doubled to 18% in 2018™.

Tattooing involves the insertion of pigments into the
skin. This procedure can lead to adverse effects such

as allergic reactions due to the inks used, as well as
acute infections when hygiene rules are not strictly
observed before, during or after tattooing, or if the inks
themselves are not sterile?.

THE ROLE OF PUBLIC AUTHORITIES:
WHO DOES WHAT?

Implementation of the tattoovigilance scheme was en-
trusted to ANSES on 1 January 2024. Its task is to collect
and analyse reports of adverse effects and issue alerts
when risks are identified.

Other public bodies are also involved in keeping tat-
tooing practices safe:

- the regional health agencies (ARSs) carry out health
checks, register business declarations and supervise
the training of tattoo artists,

- The Directorate General for Competition, Consu-
mer Affairs and Fraud Control (DGCCRF) ensures
the compliance of products placed on the market.

Consumers, tattoo artists, manufacturers and health-
care professionals can report to ANSES any adverse ef-
fects or misuse they may have observed, describing the
conditions under which the tattoo was applied.

Manufacturers, tattoo artists and healthcare professio-
nals are required by law to report any serious adverse ef-
fects related to tattooing of which they become aware.

ANSES forwards tattoovigilance reports to the ARSs
whenever poor practice is suspected, in particular, any
failure by a tattoo artist to comply with hygiene rules. It
also forwards to the DGCCRF any reports in which there
are suspicions of the use of non-compliant inks, such as
non-sterile inks.

https://www.ifop.com/publication/la-pratique-du-tatouage-en-france-aux-etats-unis-et-en-grande-bretagne/

2 Atattoo ink is said to be sterile if it is free from micro-organisms from the moment it is placed on the market through to when it is used.

® https://vigilanses.anses.fr/sites/default/files/VigilAnses N23 Cosmetovigilance Sept2024.pdf
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HOW IS A TATTOO ARTIST'S PROFESSION
REGULATED ?

To have the right to apply tattoos, the artist must com-
ply with a number of regulatory obligations designed to
protect the health of the person being tattooed.

1/ Obligation to follow a training course

Before starting work, the professional must follow an
ARS-approved training course® in hygiene and health.
This covers infection prevention, equipment manage-
ment and customer care. Training and certification must
be renewed every five years.

2/ Declaration to the ARS
Anyone wishing to practise tattooing must declare their
business® to the ARS in the place they wish to practice.

3/ Compliance with rules® on equipping and
maintaining premises
It is essential for tattoo parlours to have:

d'une zone de lavage des mains,

- ahand-washing area,
- smooth, easy-to-clean surfaces,

- an area dedicated to tattooing that is clearly sepa-
rated from the rest of the parlour,

- a room reserved for cleaning and disinfecting
equipment,
- aroom for storing waste and dirty linen.

Animals are prohibited from the room in which the tat-
toos are applied, and from the cleaning and sterilisation
room (except for guide or service dogs). All surfaces used
must be cleaned and disinfected between each cus-
tomer. Daily cleaning of floors and work surfaces is also
mandatory.

4/ Hygiene practices

A ministerial order’ lists good practices for the various
stages of tattooing, distinguishing between:

. skin preparation before tattooing,
. disinfection of surfaces and equipment,
. the use of single-use or sterile equipment,
. protection of the tattoo artist and
the customer,
. tattoo aftercare,
. waste management.
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5/ Product regulation

Inks and other products used for tattooing must com-
ply with European regulations (the REACH?® Regulation
on chemicals and the CLP® Regulation on the labelling of
chemical products).

In France, additional requirements apply: inks must be
sterile and diluted with water for injection. Product la-
belling'® must include precise information, in particu-
lar the word "sterile", the date of minimum durability
(best before date) and the contact details of the en-
tity responsible for placing the product on the market.
Non-compliant products must not be sold or used.

6/ Customer information and traceability of

products used

Tattoo artists must explain to their customers the condi-
tions under which the tattoo is carried out*?, the poten-
tial risks (infections, allergies, etc.) and the aftercare nee-
ded for the new tattoo. They must have at their disposal
the names, brands and batch numbers of the products
used, which must be recorded in a register2,

WHAT SHOULD BE DONE IN THE EVENT OF
ADVERSE EFFECTS FOLLOWING A TATTOO?

In the event of persistent redness, rash, discharge from
the tattoo, pain, fever or any other abnormal sign, a
doctor should be consulted promptly.

Irrespective of any medical care, it is very important to
report the incident on the Ministry of Health's adverse
health event reporting portal*3. This will help prevent
further incidents if these effects are due to the tattoo
artist's inks or practice.

When submitting a report, the following information
should be provided:

- symptoms (with photos if possible), onset time after
the tattoo was applied, duration, and any treatment
received,

. the tattoo artist's name and address,

- the names of the products used and their batch nu-
mbers (if known),

- the hygiene conditions observed.

It is important for the customer to inform the tattoo ar-
tist of the occurrence of the adverse effect. They may
be able to link it to other incidents that could suggest
a problem with an ink. If this is the case, they can then
alert other customers and the health authorities.

4 Article R1311-3 of the French Public Health Code, Ministerial Order of 5 March 2024 on the training of persons using techniques for tattooing involving skin penetration and body piercing

° Ministerial Order of 23 December 2008 laying down the procedures for business declarations for tattooing involving skin penetration, including permanent make-up, and body piercing

¢ Ministerial Order of 11 March 2009 on general hygiene rules, Annex | to Annex Il

7 Ministerial Order of 5 March 2024 on the training of tattoo artists and including the points from Standard NF EN 17169
8 REACH: Registration, Evaluation, Authorisation and Restriction of Chemicals (Regulation (EC) No 1907/2006)

9 CLP: Classification, Labelling, Packaging (Regulation (EC) No 1272/2008)

9 French Public Health Code: Section 3: Labelling of tattoo products. (Article R.513-10-5).
" French Public Health Code: Section 3: Common provisions. (Articles R.1311-10 to R.1311-13)

2 Article R1311-11 of the French Public Health Code
3 https://signalement.social-sante.gouv.fr/



https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000049268085
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WHAT THE REPORTS TELL US

Since the scheme was introduced in January 2024, ANSES
has received 32 tattoovigilance reports.

In 59% of cases (N = 19), the symptoms were redness,
fever, swelling, purulent discharge and local pain, sug-
gesting infection, sometimes with antibiotic treatment
being mentioned.

In 37% of cases (N =12), the symptoms (rash with itching)
were suggestive of an allergic reaction, but allergy tests
had never been carried out to confirm this.

Unlike the tattoo artists submitting reports, most of the
reporting consumers did not know the name or batch
number of the inks used for their tattoo, which limited
the scope for action by the authorities.

Additional tests also identified the causes of three sus-
pected infections:

- A case of Hepatitis C diagnosed in October 2024,
in a person who received three tattoos in the same
parlour, in April, August and September 2024. Accor-
ding to the report sent to ANSES, the tattoo artist
had not worn gloves when tattooing and the equip-
ment had been prepared in advance, with no way
of checking its sterility. The doctor in charge of fol-
low-up ruled out any other cause of contamination
by the hepatitis C virus than the tattoos.

« A confirmed skin infection by the bacterium Myco-
bacterium fortuitum subspecies peregrinum complex
that occurred three to four weeks after a tattoo.
The patient recovered with antibiotics. The spouse
of the woman who filed the report also mentioned
contracting an infection after getting a tattoo from
the same tattoo artist.

- A methicillin-susceptible staphylococcal skin in-
fection that progressed favourably with a month's
course of antibiotics, but left scarring.

These cases illustrate the consequences of poor hygiene
practices or the use of non-compliant products.

In August 2024, following a report from a tattoo artist,
investigations led to the withdrawal and suspension of
sale or use of Kuro Sumi brand tattoo inks, due to a lack
of sterility exposing users to a risk of infection.

' All batches with a use-by date between 30/06/2024 and 31/08/2026
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CONCLUSION

Getting a tattoo is not a decision to be taken lightly. It in-
volves penetration of the skin, with a risk of infection if it
is not carried out under the right conditions using sterile
inks. Consumers are entitled to ask for the name, brand
and batch number of the products used. This should
make it possible to check their quality in the event of
any adverse effects.

Reporting an adverse effect enables the authorities to
carry out investigations or checks, withdraw non-com-
pliant inks from the market and improve the quality of
practices. It concerns us all.

(1
Elodie Lontsi and Pauline Guillou (ANSES)
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