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[bookmark: _GoBack]General Comments and answers to specific information requests
Specific information requests:
The proposed restriction limits the use of a range of chemicals with severe human health hazardous properties in tattoo and permanent make-up inks. For some impurities that are known to be regularly detected in these inks, such as heavy metals, PAHs and methanol, there is a need to carefully consider the feasibility of newly proposed limit values. Will you face difficulties finding or formulating tattoo and permanent make-up inks on the EU market meeting the concentration limits listed in the table below? If you expect to face difficulties, please clarify for which impurity (ies) and what concentration limit(s) would be achievable and what time would be needed to be able to formulate compliant inks.
	Substance name
	EC#
	CAS#
	Proposed concentration limit (% w/w)

	Mercury
	231-106-7
	7439-97-6
	0.00002

	Nickel
	231-111-4
	7440-02-0
	0.001

	Tin
	231-141-8
	7440-31-5
	0.005

	Antimony
	231-146-5
	7440-36-0
	0.0002

	Arsenic
	231-148-6
	7440-38-2
	0.0000008

	Barium*
	231-149-1
	7440-39-3
	0.84

	Cadmium
	231-152-8
	7440-43-9
	0.00002

	Chromium**
	231-157-5
	7440-47-3
	0.00002

	Cobalt
	231-158-0
	7440-48-4
	0.0025

	Copper*
	231-159-6
	7440-50-8
	0.05

	Zinc
	231-175-3
	7440-66-6
	0.23

	Lead
	231-100-4
	7439-92-1
	0.00007

	Selenium
	231-957-4
	7782-49-2
	0.0002

	Methanol
	200-659-6
	67-56-1
	10.9

	Individual polycyclic aromatic hydrocarbons (PAH) with harmonised classification as carcinogenic or mutagenic
	 
	 
	0.0002


Notes: *Soluble. **Chromium (VI).
Previous consultations have indicated that there are no technically feasible and safe alternatives for two specific pigments which are covered by the scope of the proposed restriction: Pigment Green 7 (CI 74260, EC 215-524-7, CAS 1328-53-6) and Pigment Blue 15:3 (CI 74160, EC 205-685-1, CAS 147-14-8). Would you agree with this? How long will it take to develop alternatives to these two pigments?
The colourants listed below are banned in hair dyes (Annex II Cosmetics Regulation). Are they used in tattoo inks or permanent make-up? If so, can these colourants be substituted by safe alternatives available at similar market prices?
	Substance name
	Substance market name
	EC #
	CAS #

	1,4-bis(p-tolylamino)anthraquinone
	Solvent Green 3, CI 61565 
	204-909-5
	128-80-3

	Dihydrogen (ethyl)[4-[4-[ethyl(3-sulphonatobenzyl)amino]
(4-hydroxy-2-sulphonatobenzhydrylidene]cyclohexa-2,5-dien-1-ylidene]
(3-sulphonatobenzyl)ammonium, disodium salt
	Fast Green FCF, CI 42053
	219-091-5
	2353-45-9

	6-chloro-2-(6-chloro-4-methyl-3-oxobenzo[b]thien-2(3H)-ylidene)
-4-methylbenzo[b]thiophene-3(2H)-one
	VAT Red 1, CI 73360
	219-163-6
	2379-74-0

	Disodium 3-[(2,4-dimethyl-5-sulphonatophenyl)azo]
-4-hydroxynaphthalene-1-sulphonate
	Red, CI 14700
	224-909-9
	4548-53-2

	N-(5-chloro-2,4-dimethoxyphenyl)-4-[[5-[(diethylamino)sulphonyl]
-2-methoxyphenyl]azo]-3-hydroxynaphthalene-2-carboxamide
	Pigment Red 5, CI 12490
	229-107-2
	6410-41-9

	Calcium 3-hydroxy-4-[(1-sulphonato-2-naphthyl)azo]-2-naphthoate
	Pigment Red 63:1, CI 15880
	229-142-3
	6417-83-0

	1,2-dihydroxyanthraquinone
	Pigment Red 83, CI 58000
	200-782-5
	72-48-0

	1-hydroxy-4-(p-toluidino)anthraquinone
	Solvent Violet 16, CI 60725
	201-353-5
	81-48-1

	Sodium 4-(2,4-dihydroxyphenylazo)benzenesulphonate
	Acid Orange 16, CI 14270
	208-924-8
	547-57-9

	4-(phenylazo)resorcinol
	Solvent Orange 1, CI 11920
	218-131-9
	2051-85-6

	Tetrasodium 6-amino-4-hydroxy-3-[[7-sulphonato-4-[(4-sulphonatophenyl)azo]
-1-naphthyl]azo]naphthalene-2,7-disulphonate
	Food Black 2, CI 27755
	218-326-9
	2118-39-0

	1-[(2-Chloro-4-nitrophenyl)azo]-2-naphthol (Pigment Red 4; CI 12085)
and its salts when used as a substance in hair dye products,
1-[(2-Chloro-4-nitrophenyl)azo]-2-naphthol and its insoluble barium,
strontium and zirconium lakes, salts and pigments, Pigment red 4
	CI 12085/Red
	220-562-2,
	2814-77-9

	Trisodium 3-hydroxy-4-(4′-sulphonatonaphthylazo)naphthalene-2,7
-disulphonate (Acid Red 27; CI 16185) when used as a substance in hair dye products,
Trisodium 3-hydroxy-4-(4'-sulphonatonaphthylazo)naphthalene-2,7-disulphonate
	CI 16185 / ACID RED 27
	213-022-2
	915-67-3

	Ethanaminium, N-(4-((4-diethylamino)phenyl)(5-hydroxy-2,4-disulfophenyl)methylene)
-2,5-cyclohexadien-1-ylidene)-N-ethyl-, hydroxide, inner salt, calcium salt (2:1)
(Acid Blue 3; CI 42051) when used as a substance in hair dye products,
Ethanaminium, N-(4-((4-(diethylamino)phenyl)(5-hydroxy-2,4-disulfophenyl)methylene)
-2,5-cyclohexadien-1-ylidene)-N-ethylhydroxide, inner salt, calcium salt (2:1)
and its insoluble barium, strontium and zirconium lakes, salts and pigments
	CI 42051 / ACID BLUE 3
	222-573-8
	3536-49-0

	2-(6-Hydroxy-3-oxo-(3H)xanthen-9-yl)benzoic acid; Fluorescein
and its disodium salt (Acid Yellow 73 sodium salt; CI 45350)
when used as a substance in hair dye products,
Disodium 2-(3-oxo-6-oxidoxanthen-9-yl)benzoate
	CI 45350/ Yellow
	208-253-0
	518-47-8

	
	CI 45350/ Yellow
	219-031-8
	2321-07-5

	4′,5′-Dibromo-3′,6′-dihydroxyspiro[isobenzofuran-1(3H),9′-[9H]xanthene]
-3-one; 4′,5′-Dibromofluorescein; (Solvent Red 72) and its disodium salt (CI 45370)
when used as a substance in hair dye products,
4',5'-Dibromo-3',6'-dihydroxyspiro[isobenzofuran-1(3H),
9'-[9H]xanthene]-3-one and its insoluble barium,
strontium and zirconium lakes, salts and pigments
	CI 45370 / SOLVENT RED 72/ Orange
	209-876-0
	596-03-2

	
	 
	224-468-2
	4372-02-5

	2-(3,6-Dihydroxy-2,4,5,7-tetrabromoxanthen-9-yl)benzoic acid;
Fluorescein, 2′,4′,5′,7′-tetrabromo-; (Solvent Red 43),
its disodium salt (Acid Red 87; CI 45380) and its aluminium salt
(Pigment Red 90:1 Aluminium lake) when used as a substance
in hair dye products, Disodium 2-(2,4,5,7-tetrabromo-6-oxido-3-oxoxanthen-9-yl)
benzoate and its insoluble barium, strontium and zirconium lakes, salts and pigments
	CI 45380/ Red
	239-138-3
	15086-94-9

	
	CI 45380 / PIGMENT RED 90:1 ALUMINUM LAKE
	240-005-7
	15876-39-8

	
	CI 45380 / ACID RED 87
	241-409-6
	17372-87-1

	2′,4′,5′,7′-Tetraiodofluorescein, its disodium salt (Acid Red 51; CI 45430)
and its aluminium salt (Pigment Red 172 Aluminium lake)
when used as a substance in hair dye products,
Disodium 2-(2,4,5,7-tetraiodo-6-oxido-3-oxoxanthen-9-yl)
benzoate and its insoluble barium, strontium and zirconium lakes, salts and pigments
	CI 45430 / PIGMENT RED 172 ALUMINUM LAKE
	235-440-4
	12227-78-0

	
	CI 45430 / ACID RED 51
	240-474-8
	16423-68-0



Are the following colourants used in tattoo inks or permanent make-up? Do they have substitutes at similar market prices? How long will it take to identify substitutes? Is it possible for industry to comply with the proposed concentration limits for these pigments?
	Substance name
	Other regulatory process names
	EC#
	CAS#
	Proposed concentration limit

	Acid Green 16
	sodium 4-{[4-(diethylamino)phenyl][4-(diethyliminio)cyclohexa-2,5-dien-1-ylidene]methyl}naphthalene-2,7-disulfonate
	603-214-8
	12768-78-4
	0.1% w/w

	Acid Red 26
	Disodium 1-(2,4-dimethylphenylazo)-2-hydroxynaphthalene-3,6-disulphonate
	223-178-3
	3761-53-3
	0.1% w/w

	Acid Violet 17
	Hydrogen [4-[[4-(diethylamino)phenyl][4-[ethyl(3-sulphonatobenzyl)amino]phenyl]methylene]cyclohexa-2,5-dien-1-ylidene](ethyl)(3-sulphonatobenzyl)ammonium, sodium salt
	223-942-6
	4129-84-4
	0.1% w/w

	Basic Red 1 , Basic red 1
	9-[2-(ethoxycarbonyl)phenyl]-3,6-bis (ethylamino)-2,7-dimethylxanthylium chloride
	213-584-9
	989-38-8
	0.1% w/w

	Disperse Blue 106
	Ethanol, 2-[ethyl[3-methyl-4-[2-(5-nitro-2-thiazolyl)diazenyl]phenyl]amino]-
	602-285-2
	12223-01-7
	0.1% w/w

	Disperse Blue 124
	Disperse Blue 124
	612-788-9
	61951-51-7
	0.1% w/w

	Disperse Blue 35
	C.I. Disperse Blue 35
	602-260-6
	12222-75-2
	0.1% w/w

	Disperse Orange 37
	Propanenitrile, 3-[[4-[2-(2,6-dichloro-4-nitrophenyl)diazenyl]phenyl]ethylamino]-
	602-312-8
	12223-33-5
	0.1% w/w

	Disperse Red 1
	2-[ethyl[4-[(4-nitrophenyl)azo]phenyl]amino]ethanol
	220-704-3
	2872-52-8
	0.1% w/w

	Disperse Red 17
	2,2'-[[3-methyl-4-[(4-nitrophenyl)azo]phenyl]imino]bisethanol
	221-665-5
	3179-89-3
	0.1% w/w

	Disperse Yellow 9
	N-(2,4-dinitrophenyl)benzene-1,4-diamine
	228-919-4
	6373-73-5
	0.1% w/w

	Pigment Violet 3
	4-[(4-Aminophenyl)-(4-methyliminocyclohexa-2,5-dien-1-ylidene)methyl]aniline
	603-635-7
	1325-82-2
	0.1% w/w

	Pigment Violet 39
	Methanaminium, N-[4-[bis[4-(dimethylamino)phenyl]methylene]-2,5-cyclohexadien-1-ylidene]-N-methyl-, molybdatephosphate
	264-654-0
	64070-98-0
	0.1% w/w

	Solvent Yellow 2
	4-dimethylaminoazobenzene
	200-455-7
	60-11-7
	0.1% w/w



Do you have information on the percentage of tattoo inks that are already compliant with the proposed restriction, national legislation already in place or the Council of Europe resolution ResAP(2008)1?


	Ref.
	Date/type/Org.
	Comments

	1882
	Date: 2018/01/02 10:47

Content:
Scope or restriction option analysis

Type: Individual

Country:
Netherlands

	Comment:
In the "auxiliary ingredients" in the "definitions used in the proposal" section, dilutantys are not mentionend. Dilutants are added to the product before use, but can to my best knowing also be part of the manufactered product.
comment: suggest adding "dilutants"
question: would the restriction apply when ingrediants are added by a tattooist before using the product?


	1883
	Date: 2018/01/10 19:40

Content:
Scope or restriction option analysis;
Hazard or exposure;
Environmental emissions;
Baseline;
Description of analytical methods;
Information on alternatives;
Information on costs;
Information on benefits;
Other socio economic analysis (SEA) issues;
Transit

Type: BehalfOfAnOrganisation

Org. type: Company

Org. name: <redacted>

Org. country: United States

Company name confidential: Yes 

Privacy comment: Protections of commercial interests

	Comment:
As a representative of ,<redacted>, I would like to thank the ECHA for allowing myself to contribute any useful input. I hope that the input that I am providing can be used to establish a fair and realistic proposal that can allow for some flexibility in order to allow <redacted> and other ink manufacturers to continue to conduct business within the regions affected by this piece of legislation.


	
	
	Answer to specific info request 1:
Changing the limits for heavy metals would become a challenge, with difficulties to follow in order to properly adjust our formulations around this. Considering where the raw sources of our products are provided from, these limits may fluctuate frequently making it a challenge to pinpoint a target level to measure against. We would require an extended amount of time to research and develop a method that would be able to land us within most of the limits that have been proposed in this annex.


	
	
	Answer to specific info request 2:
I would agree that Pigment Green 7 and Blue Blend 15:3 are two of the best options available to the tattoo industry that cover this spectrum of color. Through our own testing, we have not found any issues that would show Green 7 to conflict with the current Resap 2008(1) testing methods. These are both very durable products that show very little issues with performance in the body or in tattoos. To find better alternatives to these would pose a huge challenge as there are few alternatives available that would be able to pass the required limits set by the ReSap 2008(1) or the newly proposed limits set for this annex.


	
	
	Answer to specific info request 3:
None of these listed products have ever been used for <redacted> products.

	
	
	Answer to specific info request 4:
None of these listed products have ever been used for <redacted> products.


	1890
	Date: 2018/02/16 12:08

Content:
Scope or restriction option analysis

Type: MemberState

Country:
Sweden

	Comment:
The Swedish Medical Products Agency controls tattoo inks on the Swedish market. We believe that the proposed requirements regarding labeling of substances, see section 6 (RO1) and 7 (RO2), is not suitable for products which is intended to be injected in skin like tattoo inks. Instead we suggest that “a list of ingredients” should be stated in the labeling like what is required in section 3.3 of ResAP 2008(1), and like the list of ingredients required for cosmetic products, see article 19.1 g in regulation (EU) nr 1223/2009 on cosmetics. In the Swedish national legislation on tattoo inks a list of all ingredients is required. We see the following advantages listing all the ingredients in the labeling of tattoo inks:  
•	The consumer is able read the list of ingredients before the tattooing and will see the names of all the ingredients which have been added to the ink. People may be sensitive for certain substances (for example preservatives). With the RO1- and RO2-proposal the consumer will, what we can see, not get information of all ingredients. This might lead to that the consumers are injected with substances they want to avoid.
•	The authorities will get information about all the ingredients which will make market surveillance easier/possible. If all ingredients are not listed it will be harder/impossible for the authorities to follow up for example unwanted effects. A consumer might have reacted to an ingredient which is not listed. It would also be difficult for researchers wanting to study health effects of tattoo inks on human health, if they are not able to identify all ingredients in a tattoo ink. 
If “a list of ingredients” would be required in RO1 and RO2, we suggest that it is also stated what is not seen as an ingredient. Note for example that contaminants is not seen as ingredients in cosmetics, see article 19.1 g) regulation (EU) nr 1223/2009 on cosmetics, and therefore do not have to be declared on such cosmetic products. Section 6 (RO1) and 7 (RO2) seems to require that contaminants like lead should be declared in the labeling. We think that it is important that the tattoo inks do not contain higher levels of such contaminants than stated in the RO1/RO2-appendices, but that a list of ingredients/substances would be too long if all the substances covered by the proposal should have to be declared.
The Swedish Medical Products Agency also suggests that the presence of traces of chromium (VI) in products for tattoos and PMU should be mentioned on the package together with a warning (for example, “Contains chromium. Can cause allergic reactions.”), and that the presence of traces of nickel in products for tattoos and PMU should be mentioned on the package together with a warning (for example, “Contains nickel. Can cause allergic reactions.”). Such warnings are found in table 3, references 6 and 8, in ResAP 2008(1) and also in the Swedish national legislation on tattoo inks. Such warnings would help the consumers better understanding the risks with nickel and chromium (VI).
Our experience when controlling tattoo inks on the Swedish market, is that the majority of the tattoo inks have lists of ingredients in their labeling. This is probably because tattoo ink companies follow ResAP 2008(1) or national member state legislations based on ResAP. We also have not experienced that tattoo ink manufacturers or distributors have complained about listing all the ingredients in the labeling. 


	
	
	Answer to specific info request 5:
In market surveilance project the year 2014/2015 including chemical analysis, about 51% of the tattoo inks on the Swedish market contained forbidden substances or too high levels of contaminants, see report https://lakemedelsverket.se/upload/om-lakemedelsverket/rapporter/rapport_och_analyser_av_tatueringsfarger_permanent_makeup.pdf
We are about to publish a report about our control of tattoo inks on the Swedish market year 2017, inluding chemical analysis. We estimate that the report will be published in March at latest


	1891
	Date: 2018/02/16 13:28

Content:
Scope or restriction option analysis;
Hazard or exposure

Type: MemberState

Country:
Finland

	Comment:
1.	In the Annex to the restriction report it is mentioned that according to measurements conducted by Kemi (2010) strontium was found in 10 samples out of 31. Table 11 of the restriction report lists limit concentrations for different impurities, including metals from cadmium to tin. However, strontium is not mentioned.
Is there a reason for this exclusion?
2.	In the report section 1.1.5 Scope of the restriction it is stated inks that are classified as carcinogenic but only via inhalation are out of scope of the restriction because they are “not inhaled by the recipient of the tattoo.”. The restriction does not seem to address the potential exposure by the tattoo artists during the tattooing process via possible aerosols from the tattoo gun or preparing the ink from the dry powder form product. According to the footnote 15 on page 27 “Some Tattoo inks may be provided in powder form and made up by tattoo artists into the final mixture.” You can also find instructions in the internet on how to prepare your own inks using a blender. One piece of advice found on an internet page was “Although pigments normally are not toxic, you need a mask because breathing pigment particles can cause permanent lung damage.”
Is there a reason for the exclusion of workers in this restriction?


	1893
	Date: 2018/02/16 16:45

Content:
Scope or restriction option analysis

Type: BehalfOfAnOrganisation

Org. type: Industry or trade association

Org. name: <redacted>

Org. country: Germany

Company name confidential: Yes 

	Comment:
Our Association did not have the time to review the whole document, but below you find our comments to your questions. We will provide detailed comments later in the public consultation.


	
	
	Answer to specific info request 1:
Most concentrations are realistic to achieve in the final product except of two positions: 
Chromium can be difficult for some pigments.  0,2 ppm are as well difficult to detect and a higher value is desirable for the industry. We propose 2 ppm.
Lead is difficult with the proposed concentrations for pigment black CI 77266. As it is manufactured of oil, the concentration of lead varies between 2,6 and 6,5 ppm in the pure pigment (Based on 8 analysed batches). Regarding a maximum pigment concentration of 25% the industry suggest a limit of 2 ppm that is technically achievable. It is not always possible to get pigment with low concentration of lead ( less 2,8 ppm).


	
	
	Answer to specific info request 2:
Both pigments are needed to formulate tattoo inks and all substitutes are worse or not suitable. The industry is searching for a long time already to replace those pigments, but as for now there are no better alternatives. There is no realistic chance to replace those pigments in the future.


	
	
	Answer to specific info request 3:
Some pigments are still used. For example Pigment Red 5 (CI 12490), but can be replaced without bigger problems.


	
	
	Answer to specific info request 4:
Yes it is possible to comply with the proposed limits as these pigments are not used in tattoo and permanent make up inks or can be replaced by other pigments.


	1894
	Date: 2018/02/16 16:50

Content:
Scope or restriction option analysis;
Hazard or exposure;
Request for exemption

Type: MemberState

Country:
Belgium

Attachment:



	Comment:
-

	1898
	Date: 2018/03/15 14:25

Content:
Scope or restriction option analysis;
Hazard or exposure

Type: MemberState

Country:
Sweden
 

	Comment:
The Swedish Chemicals Agency would like to thank ECHA and the contributing competent authorities for developing this restriction proposal. Although it is a very complex proposal, we find the dossier transparent and easy to read. 
We do agree with the prerequisites for the development of the dossier. If a substance is either
1)	not permitted in cosmetic products because it is not considered safe to apply on human skin, 
2)	classified as CMR (cat 1A and 1B), or 
3)	having a hazard profile that suggests it may lead to skin sensitisation, irritation or corrosion of the skin or eye damage or irritation, 
it is reasonable to assume that it is not safe to inject that substance under the skin (or into the eye). We thus agree with restriction proposal and with the finding that a restriction is required on an EU level.
We have the following comments and questions on the dossier:
•	We appreciate the dynamic relationship with the Cosmetic Product Regulation (CPR) of RO1, which will ensure that any future changes in Annexes II and IV of the regulation will be taken up in the proposed restriction automatically. We also appreciate the dynamic relationship to the CLP Regulation of both RO1 and RO2 as regards the inclusion of harmonized classification of substances in the restriction. This means that when a substance is harmonized classified for CMR, skin sensitisation, skin corrosion/irritation or eye damage/irritation, it will be covered also by this restriction. 
•	Regarding RO2, our major concerns relate to the proposed concentration limits for the substances included in the scope:
o	In paragraph 1 of RO2, the proposed concentration limits for harmonized classified substances are the generic (or specific) concentration limits specified in the CLP Regulation. As regards substances that are classified for skin corrosion/irritation and skin sensitisation, this proposal may cause problems. For these effects, the concentration limits of the CLP Regulation are, as far as we understand, established in order to prevent from skin reactions following dermal exposure to a substance after direct skin contact for a period of time. Substances in tattoo inks are injected directly into the skin, and thus the protective barrier of the outer skin layer is bypassed. The substances will also remain in the skin for very long times, which may result in (life-) long exposure times. We are therefore concerned that the generic (and specific) concentration limits of CLP, may not be relevant, and that the intended level of protection of the restriction may not be reached. If it is assumed that the generic concentration limits of the CLP Regulation are relevant for substances that are injected intradermally, would it then also be reasonable to argue that the concentration limits for substances in contact with skin should be higher than they are today? Perhaps it would for RO2 be more relevant to propose concentration limits that are for instance 10-fold lower than the concentration limits in the CLP Regulation (assuming a 10 % passage of substances over the outer skin layer)?
o	We see a similar problem with the proposed concentration limit of 0.1 % (w/w) for substances included in Annex II to CPR (see paragraph 3 of RO2). A prerequisite for the development of this restriction proposal is that substances that are not permitted in cosmetic skin products are also not safe to inject under the skin. It is therefore unlucky that higher concentration limits are proposed for substances in tattoo inks than in cosmetic products (no concentration limits are given in Annex II of the CPR). May the concentration limits proposed in RO2 have implications on the achievements made so far as regards substitution of substances of concern in cosmetic products? May it be assumed that risks related to the use of substances in cosmetic skin products are overrated since the substances are allowed at higher concentrations in tattoo inks (which are  injected under the skin)?
o	It is not clear from the scope of RO2 whether the rules of addition, which according to CPL Regulation can be used for corrosive/irritant substances in mixtures, should apply in this restriction.
•	In paragraph 1b of RO1, a practical concentration limit of 0.1 % is proposed for substances that are classified for skin sensitisation, skin corrosion/irritation or eye damage/irritation. The reasoning behind the choice of this value is not clearly described in the dossier and could be further clarified. 
•	Paragraph 2 of RO1 indicates that “tattoo inks and permanent make-up shall not be placed on the market…”. We propose that “permanent make-up” is removed from the sentence since, as we understand from the definition denoted in paragraph 7, a tattoo ink is the mixture used for making a permanent make-up. Thus, a permanent make-up cannot be placed on the market. 
•	According to the dossier, preservatives are not further examined in the dossier since they are under the scope of the Biocidal Products Regulation (BPR) and subjected to the authorisation regime of the BPR. We would like to point out that the typical assessment of use of preservatives under BPR does not include any risk assessment after injection into the skin. 


	1903
	Date: 2018/05/01 10:22

Content:
Hazard or exposure

Type: BehalfOfAnOrganisation

Org. type: Other contributor

Org. name: Tattoo and piercing education/ SRT

Org. country: Sweden

	Comment:
I think in a general that the work done to greatly improve resap 2008 is benefitial for the practitioner and the consumer. However i see a great gap in the way the law an legistration is applied in the EU zone when import of colourants and ink still is avalible for the general public. Nothing has been done to stop the homemarket and tattooing in non registred enviroments, and its still not illigal to acctually give someone for example HEP C Or B by tattooing in a home enviroment. So i think That provides for the resistance that the legistration is meeting from the tattoo community.
Even if you forbid the content of colourants, unfortunately many tattooers will be able to buy these and use it any way, they will just be sold as "artist material" rather then listed as tattoo inks. I also think that ECHA has a huge responsibility to use the data where it makes the most sence.
 Ive been a part of this work for a long time now and im very disturbed over the fact that you put so much energy in to trying prove that tattooing is dangerous, well it was alot more dangerous 50 years ago. In fact, shouldnt Lasertreatment be adressed as the more dangerous practice? Why are not the public warned about laser? if tattooing and getting this pigment inserted in the body is as dangerous as the data says, why isnt Laser considered to be 10 times as dangerous? With a laser treatment a 100% of the ink is supposevly transported thru the body system, should not that be considered a much greater risc of cancer or allergy?
The legislation is a great tool, but it should be taken in to grave consideration to use it in the right way. Right now its used only in few prespectives, it should apply for Laser treatment as well. And the fact that there is a high nr of people getting reactions from tattoo ink also more show that the typical human is getting more and more sensitive in a generall, probably from for example the textile industry, more exposure for chemichals in food, beauty products and other type of exposure. The tattoo industry needs a better tool for education, as well as the PMU industry and other similar trades. 
The practitioner needs to have knowledge on how allergys work, how the skin works and how bacteria works. 
Forbidding inks will not help the fact that EU is allowing anybody to be a practitioner regardless of skills or knowledge. The legislation it self will not stop the fact that EU is promoting free market, and allowing dangerous substances to flow over the boarder via internet.
These reflections is based on the fact that i meet alot of practitioners in a educational situation. We get alot of god intel when we do the Hygiene courses and my experience is that education is the most effective tool to reach the practitioners and also effect their consumer behaviour, wich is the key to get them to use the better alternative for inks and other material.
Sweden is the first country in the world to launge a journey mans certificate with a possiblity to reach master level.This is the first trade certificate for tattooers. This is our way to try to meke a positive change. We hope that within 10 years it will be customary to have this certificate, that also forces the practitioner to keep a certain standard, follow legislations and provide a safe way to practice.
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Belgian Comments on the tattoo inks and permanent make up Restriction dossier

(Public consultation – ECHA /2/2018)



		











		Belgium hereby wishes to submit comments on the Restriction Annex XV dossier “Substances in tattoo inks and permanent make up”. We support the initiative taken by the Commission in this regard and thank the work made by ECHA and the dossier submitters on these matters. We nevertheless want to address significant issues identified in the Restriction dossier as follows.



The present communication contains an initial list of comments in order to meet the first deadline for consideration by the ECHA scientific Committees. Belgium thus retains the right for additional comments on this dossier.



As an introductory issue, we wish to highlight that Belgium already has regulation in force in this field and we identified that the submitted dossier fails to capture the entire CoE ResAP(2003) (and CoE ResAP(2008)1) instrument that is in force into numerous MSs (and other countries) and, in particular, we identified substances classified CMRs that are not captured in the list of banned substances in the present Restriction dossier.



The ‘RO1’ scenario is based on a semi-quantitative risk assessment, which presents some limitations as discussed below, and in particular regarding reprotoxic compounds. Moreover, we consider the ‘RO2’ scenario is not based on a semi-quantitative risk assessment but on arbitrary choices. 

We were unable to understand the reason for this strategy by the dossier submitters to recommend two distinct proposals on such grounds.



Option RO2 is not acceptable. We are of opinion that Option R01 lacks of ambition and should be subject to supplemental provisions. Belgium had expressed its requirements for a strict instrument to regulate these (invasive) products when a survey had been communicated by ECHA to the MSs in 2015.



In the below comments, we largely base our position on the (2015) report of the Belgian superior health council: PUBLICATION DU CONSEIL SUPERIEUR DE LA SANTE N° 8893[endnoteRef:1].  [1:  (2015) report of the Belgian superior health council : Produits de tatouage et de maquillage permanent et semi-permanent - avis intermédiaire visant à limiter les complications et à accroître la sécurité des produits et techniques de tatouage et de maquillage permanent et semi-permanent en attendant une liste positive de produits pour ceux-ci.
In this scientific policy advisory report the Superior Health Council wants to reduce the complications and increase the safety of the products and the techniques of tattooing and of permanent and semi-permanent make-up. https://www.health.belgium.be/sites/default/files/uploads/fields/fpshealth_theme_file/19101885/Produits%20de%20tatouage%20et%20de%20maquillage%20permanent%20et%20semi-permanent%20-%20avis%20interm%C3%A9diaire%20%28janvier%202015%29%20%28CSS%208893%29.pdf] 




Furthermore, we stress that the information basis for the collection of potential substances present in the tattoo inks might not have considered tattoo inks that are purchased on the internet from remote origins in which unknown additional component substances might be present. We therefore require that this restriction proposal would not preclude any reopening and recommend a review clause as additional information become available. We also consider that dynamic lists of harmonised classified labeling should apply (possibly as an annex to the the future Restriction Annex XVII entry).



Important redaction note: We display in the left column of the present document the synthesis of our understanding of the (quite complex) Annex XV dossier since we considered this is an adequate means to ensure common understanding on the proposal(s). We assume no responsibility for this interpretative résumé. We are very keen to receive any comment to ensure the correctness of this internal work. Actual Belgian comments are presented in the right column of this document.





		



		Belgium is against the exemption of the substances classified CMR based on carcinogenicity or mutagenicity via inhalation route (only) on a precautionary principle basis but also, and above all, because as there is no current model under REACH for the intradermal route we cannot simply dismiss relevant information without a full analysis of all available data. Moreover, some aspects of systemic toxicity deserve a more in-depth assessment: i.e. no dermal nor intestine barrier have to be crossed by an inhaled or an injected substance. BE CA would like to stress that the direct injection into the dermis greatly enhances the potential for the substance to be systematically distributed, which represent an excess risk that should not be neglected or underestimated. Therefore, classifications based on all exposure routes should be taken into consideration to exclude use of substances of concern for tattoo uses.



We cannot agree to allow the CMR substances up to the generic concentration limit as defined under CLP (in reference to entries 28-30 of Annex XV) as the (OECD) test basis for deriving these limits are not adequate for intradermal use of these substances. Therefore we consider that it is an error that a factor for risk prevention has not been applied. In any case, the Belgian position is that CMRs should not be allowed for use in these mixtures/products and that the concentration limit should in no case be above the value of the contents detection limit. Moreover the recommended limit does not preclude that many CMR substances enter into the composition of a mixture and thus add up to an even higher concentration.





		



		RO1 is based on a semi-quantitative risk assessment for reprotoxic compounds, which presents some limitations. For example, BE CA would like to know why only an assessment factor of 30 is applied while there is no proper study to assess the intradermal route and the usual standard AF is 100.



		



		We cannot agree in any case to allowing classified (skin) sensitizers substances in the tattoos. Furthermore we consider the proposal to allowing these at 0.1% w/w inconsistent with the current knowledge that induction and elicitation appear at extremely low levels. We also note this is inconsistent with current provisions under Cosmetic regulation EU 1223/2009 (for 26 allergens,  obligations for labelling above 0.001% for leave on products) as well as in detergent products (obligation of labelling from 0.01%). 
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		Belgium wants to emphasize that colorants listed in Annex IV of the Cosmetic regulation (EU 1223/2009 ) have not been assessed for intradermal application and thus can be not considered as safe for the use in tattoo inks. 

Besides, we cannot make sense of the recommendations for dynamic (in ‘RO1’) versus ‘frozen’ list (in ’RO2’) of substances: why these distinct recommendations for the two options of the restriction dossier. 
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		We still need to thoroughly review this list (for the so-called ‘impurities’ in particular). In any case, deviations from ResAP(2008)1 limits should be fully justified.
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		Supplementary Table A to the proposal would allow PAAs (primary aromatic amines) up to 0,0005% and azodyes releasing PAAs up to 0,1% in RO1 or RO2, while these compounds are strictly restricted in the CoE ResAP (2008)1. The present restriction proposal, without distinction between RO1 and RO2, therefore represents a significant reduction of the consumer protection in many Member States were the legislation in force regarding tattoo inks is based on the CoE ResAP (2008)1.



		



		























	



		



		Regarding DEHP, DBP and other phthalates where indications of endocrine disruptor properties have been identified, we consider that a strict ban should apply. We cannot consider them as simple reprotoxicants (while we note that the proposed scenario would even allow a threshold above the one that applies for reprotoxicants). 

Therefore as no secure threshold can be applied for those endocrine disruptors, they should simply not be allowed at all in tattoo inks; we recommend a strict ban for those substances. 





		



		It appears that the recommended limit value for the PAHs classified as CMR substances is not completely clear from the dossier: we wish to receive confirmation that the recommended limit by the dossier submitter is 0,5 mg/kg (0,00005 % by weight) of the sum of the listed PAHs (in both options) and some discrepancy appear in the text we think (0,00005 % versus 0,0005 % figures). 

From our opinion, the concentration limit as established in the Restriction XVII entry 50.6 applying to Toys and Childcare articles (0,5 mg/kg (0,00005 % by weight of this component) of any of the listed PAHs) intended to prevent risk from “components that come into direct as well as prolonged or short-term repetitive contact with the human skin or the oral cavity” should have been reconsidered given the intradermal route (considering in addition that the initial recommendation by the dossier submitter of the above mentioned existing restriction was largely inferior and that the current regulatory limit value had been augmented at the time in the final Commission restriction proposal and is therefore subject to a review clause). We are also questioning the actual reasoning for allowing these substances at all in the composition of the tattoo inks. 

We require a strict ban of these CMR classified substances.





		

		



		



		In reference to (extract): The proposed restriction options have been designed taking into account the availability of alternatives for some substances, in particular colourants, which industry will find difficult to substitute. Also taking into account the hazards and risks of exposure to the pigments in Table B of RO1 (see Table 5), a derogation is proposed for these substances. For example, Pigment Blue 15:3 and Pigment Green 7 are two essential colourants in tattoo inks. (…) 

We cannot agree to the derogation applying to 25 listed susbtances (in reference to the Supplementary table B to R01 and R02) without specific risk assessments. 
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		For information (only), we indicate a recent publication in the field, for reference: The 1st Edition of “Safer Tattooing – Overview of current knowledge and challenges of toxicological assessment” (https://www.edqm.eu/sites/default/files/cp_securite_encres_tatouage-novembre2017.pdf)
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Proposed restriction : Carc and Muta


CLH RO1 RO2


Carc. 1A, 1B, Muta 1 Restricted


Restricted if > 


0,1% w/w


Carc. 2, Muta 2 Restricted


Restricted if > 


1% w/w


7


… 


unless


- Carcino or muta only by inhalation 





out of scope


- Listed in Table A 





refer to it


- Carc. or Muta PAH 





allowed if  < 0,0005% w/w


Qualitative Risk assessment : 


Considered as non-threshold -> qualitative assessment


SJ1
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Proposed restriction : Carc and Muta


			 CLH			RO1			RO2


			Carc. 1A, 1B, Muta 1			Restricted			Restricted if > 
0,1% w/w


			Carc. 2, Muta 2			Restricted			Restricted if > 
1% w/w
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… unless


Carcino or muta only by inhalation  out of scope


Listed in Table A  refer to it


Carc. or Muta PAH  allowed if  < 0,0005% w/w





Qualitative Risk assessment : 


Considered as non-threshold -> qualitative assessment
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SPF SANTE PUBLIQUE, SECURITE DE LA CHAINE ALIMENTAIRE ET ENVIRONNEMENT


Proposed restriction : Reprotox


CLH RO1 RO2


Repro 1A, 1B


Restricted if > 


0,0014% w/w


Restricted if > 


0,3% w/w


Repro 2


Restricted if > 


0,014% w/w


Restricted if >


3 % w/w


8


… unless


- Listed in Table A 





refer to it


- Carc. or Muta PAH 





allowed if  < 0,0005% w/w


Semi-quantitative Risk assessment : assumed to have an individual threshold


- Based on 27 substances class. Repr 1A/1B (only 4 used in inks)





Overall DNEL of 0.001 mg/kg bw/d derived (lowest, AF of 30)





Tributyltin compounds of 0.00017 - 0.001 mg/kg/d 





not considered…





ED disruptors (e.g. phthalates) assessed as reproductive toxicants
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Proposed restriction : Reprotox


			 CLH			RO1			RO2


			Repro 1A, 1B			Restricted if > 0,0014% w/w			Restricted if > 
0,3% w/w


			Repro 2			Restricted if > 0,014% w/w			Restricted if > 
3 % w/w
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… unless


Listed in Table A  refer to it


Carc. or Muta PAH  allowed if  < 0,0005% w/w





Semi-quantitative Risk assessment : assumed to have an individual threshold


Based on 27 substances class. Repr 1A/1B (only 4 used in inks)


Overall DNEL of 0.001 mg/kg bw/d derived (lowest, AF of 30)


Tributyltin compounds of 0.00017 - 0.001 mg/kg/d  not considered…


ED disruptors (e.g. phthalates) assessed as reproductive toxicants
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SPF SANTE PUBLIQUE, SECURITE DE LA CHAINE ALIMENTAIRE ET ENVIRONNEMENT


Proposed restriction : Sensit. and irrit/corr


CLH RO1 RO2


Skin Sens 1A Restricted if 


> 0,1% w/w


Restricted if 


> 0,1% w/w


Skin Sens 1, 1B Restricted if 


> 0,1% w/w


Restricted if 


> 1% w/w


Skin irrit/corr 1A, 1B, 


1C and 2


Eye dam 1 and 2


Restricted if 


> 0,1% w/w


Restricted if 


> 1, 3, 5 or 10 % w/w


9


… unless


- Listed in Table A 





refer to it


- Carc. or Muta PAH 





allowed if  < 0,0005% w/w


Qualitative risk assessment based on : 


- Skin sens : stronger sensitisation/elicitation reactions may occur and with lower 


doses when injected


- Skin/eye irrit : more severe effect when injected
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Proposed restriction : Sensit. and irrit/corr


			 CLH			RO1			RO2


			Skin Sens 1A
			Restricted if 
> 0,1% w/w			Restricted if 
> 0,1% w/w


			Skin Sens 1, 1B
			Restricted if 
> 0,1% w/w			Restricted if 
> 1% w/w


			Skin irrit/corr 1A, 1B, 1C and 2
Eye dam 1 and 2			Restricted if 
> 0,1% w/w			Restricted if 
> 1, 3, 5 or 10 % w/w
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… unless


Listed in Table A  refer to it


Carc. or Muta PAH  allowed if  < 0,0005% w/w





Qualitative risk assessment based on : 


Skin sens : stronger sensitisation/elicitation reactions may occur and with lower doses when injected


Skin/eye irrit : more severe effect when injected
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) Supplementary Table A to RO1 and RO2

impurities listed in Table 3 of CoE ResAP(2008)1
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Supplementary Table A to RO1 and RO2


- Primary aromatic amines (PAA) and Azodyes releasing PAAs listed in Table 3 of CoE ResAP(2008)1





 Unclear to my understanding for RO2: 
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			 			RO1			RO2			ResAP


			PAAs			0.0005%			0.0005%			0


			Azodyes releasing PAAs (32)			0.1%			0.1% or 0,0005% ?			0





Semi-quantitative Risk assessment :


PAAs : DMEL derived from aniline and o-anisidine


Azo dyes : derived from PAAs? 
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Supplementary Table B to RO1 and RO2


By way of derogation, paragraphs 1 to 4 do not apply to colourants  listed in Table B


 25 substances, mostly reported having impurities, including :


Self-class. C/M : Solvent Green 3, Fast Green FCF, CI 45350/ Yellow


Self-class Skin sens : Pigment Blue 15, VAT Red 1, Pigment Red 5, Solvent Violet 16, CI 45380/ Red
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M CPR Annexes

Annex I : Substances prohibited for use in cosmetic products

Annex IV : list of authorized colorants (except hair coloring) with specific
conditions of use








