BECHA

European Chemicals Agency

Committee for Socio-economic Analysis (SEAC)

Response to comments on the SEAC draft
opinion
on the Annex XV dossier proposing
restrictions on
Lead and Lead compoundsin jewellery

ECHA/SEAC/RES-O-0000001304-85-04/S2

Chemicals concerned: Lead and its compounds
Chemical name: Lead
EC number: 231-100-4
CAS number: 7439-92-1

15 September 2011



Substancel ead (and its compounds)

CAS numberi7439-92-1
EC number231-100-4

Comments and response to comments on SEAC draifibopdn Annex XV restriction dossier proposing

restriction onLead and its compounds.
Annex XV report submitted by France 15 April 2010.
Public consultation on SEAC draft opinion started2® March 2011.

United Kingdom /
Industry or trade
association

of Enamel by traditional craft Enamellers as péart o
this consultation. Many small scale jewellers use
enamel and would be unable to determine for
themselves the percentage of lead content in each
colour. This may lead to a decline in an import&amd
traditional craft skill as small scale businessesiia/
be faced with difficulties in establishing whetloer
not their work complied with such a regulation.

Ref Date Comment Response
Country/Org./M SCA
56 2011/05/27 The SEAC does not appear to have considered the liss proposed to introduce an exemption for vireenamels.

Secretarial note:

The ECHA Secretariat contacted the submitter of t
comment to obtain further data on the enamel
jewellery market segment, content and role of fead
enamel, migration of lead from enamel jewellery,
alternatives to the enamel in the enamel jewellery,
applications of leaded and lead-free enamels, [gap
for an appropriate definition of enamels and for
appropriate derogation.

The submitter of the comment reported that the
practitioners of enamelling state in relation to
available unleaded enamels that

a) Unleaded jewellery enamels do not blendaw fl
b) Unleaded jewellery enamels cannot withstand
multiple firings necessary and

c) Unleaded jewellery cannot withstand the
polishing process.

The respondent’s submission was that the restnicti
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Ref

Date
Country/Org./M SCA

Comment

Response

of the use of lead-bearing vitreous jewellery ename
would devastate the practice of some of the most
highly skilled and experienced enamellers and that
there is no suitable alternative available. Enamel
manufacturers claimed to be able to continue toem:
the lead bearing enamels for industry but they dou
not be able to develop a wider range of lead free
enamels for the relatively small market that ig pér
the enamelling heritage.

The submitter suggested that if the restriction is
approved as the lead content of each enamel is
different, it would not be sufficient to test ordpe
colour but jewellery samples.
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Ref

Date
Country/Org./M SCA

Comment

Response

Because of the long life of un-used enamel it is
common practice to keep or acquire enamels no to
in production, maybe only using them occasionatly
a specific piece of work. Vitreous Jewellery Ename|
has a long economic life and therefore compliance
costs, both to the manufacturer and to the dowenstr
user of Vitreous Jewellery Enamel (the Jeweller)
would be disproportionately high. The delay of six
months after legal implementation is much too sho
The “speed of turnover” in enamels could realistyca
be anywhere between 1 and 60 years. This means
the jewellery stock made using vitreous jewellery
enamel is not sold within the proposed period 624§
months.

Answers to the follow-up questions by individual
companies were also included in the response. Th
answers provide further details of the production
volumes, lead content in enamel, production prqce
compatibility of enamel with different metals,
gualitative assessment of leaching of lead from
enamelled jewellery, assessment of lead-free
alternatives, discussion of similarities of enatoel
crystal, etc. Contributions by individual companies
were claimed confidential.
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CAS number7439-92-1 restriction onLead and its compounds.

EC number231-100-4 Annex XV report submitted by France 15 April 2010.
Public consultation on SEAC draft opinion started2® March 2011.

Ref Date Comment Response
Country/Org./M SCA
55 2011/05/27 Identical with comment Ref.56. Identical with reape Ref.56.

United Kingdom /
Industry or trade

association
54 2011/05/27 We would like to stress the importance of the autrre Thank you for comment, though the issues highliglate largely
proposed lead restriction in jewelry. addressing concerns outside of SEAC remit.. Thiangent does not
France / International | First, because lead is a long known neurotoxicant,| provide any supporting evidence that the proposeitl by SEAC is not
NGO considered a non-threshold toxicant, which is alyeg appropriate, even given the fact that the Danighaities have a
subject to several restrictions, according to the stricter limit value.

REACH regulation and sectorial regulations such gs
the Toys Safety Directive (TSD) 2009/48/EC or the
Cosmetics directive.

14
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Ref

Date
Country/Org./M SCA

Comment

Response

Secondly because jewelry is so far excluded fitoen
scope of both REACH regulation and Toys Safety
Directive, and can therefore be considered an
important potential source of lead, especially when
considering the potential exposure of childrenuichs
compounds.

A recent study just underlined that “childhood lead

exposure may have a persistent and irreversibdeteff

on 1Q during the adult years. A 30 year follow-up
study in Boston found that even low level expogare
lead during childhood — that is, at or below th&.U.
level of concern of 10 pg/dL — may impair adult
cognitive function enough to lower 1Q scores”
(source: Mazumdar, M, DC Bellinger, M Gregas, K
Abanilla, J Bacic and HL Needleman. 2011. Low-

level environmental lead exposure in childhood and

adult intellectual function: a follow-up study).

Children’s behavior (mouthing activities and haae-{
mouth behavior) implies risks of children’s expasur
to lead (mostly ingestion) whether present in tys
jewelry. Therefore a restriction of lead in jewelsy
deemed urgent. Moreover, the proposed restrictior

should go beyond the limits set by the newToys{$afe

Directive , to ensure the best effective protectbn
children’s health from lead exposure, and pustafor
revision of the new Toys Safety Directive: as segs

by the German Federal Institute for Risk Evaluation

(Dr. Béarbel Vieth, BfR, Friedrich-Ebert-Stiftung

5.11.2010, Schadstoffe in Spielzeug - Auswirkungen
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Ref

Date
Country/Org./M SCA

Comment

Response

auf die kindliche Gesundheit — Regelungsbedard), th
new Toys Safety Directive sets lead contents of tay
160mg/kg of scrapped-off toy material, whereas th
former TSD Directive had set a limit of 90 mg/Kkiist
means the new Directive results in an increasedl lea
content of toys. This is not acceptable and the new
restriction on lead shall not be aligned with timaitl
set by the new Toys Safety Directive.

D

In a 2010 report, the European Scientific Conemitt

on Health and Environmental Risks recommended|to

-

eliminate the presence of lead and its compourafs f
toys, stating that “Chemical elements classified as
CMR categories 1A and 1B, according to the EU

Classification, Labeling and Packaging regulation,
should not be present in toys as intentionally ddde
components” (evaluation of the Migration Limits for
Chemical Elements in Toys, SCHER, 1 July 2010).
SEAC's proposed restriction limit of 0, 05% by
weight of any part of the jewellery article is not
appropriate and should be lowered, considering tha

—

for health concerns, Danish authorities have banned

the import of articles containing more than 0,01 d@
metallic lead/weight.
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Ref

Date
Country/Org./M SCA

Comment

Response

As said before, considering the similarity of espre
to lead via jewelry as well as toys, we would there
recommend to adopt one of the two following optio
of RAC/SEAC Background document to the opinio
on the Annex XV dossier proposing restrictions on
Lead and its compounds in jewellery “Option 4: Ba
on lead and its compounds in fashion jewellery Wwh
is used and placed on the market” or in a second
choice, recommend “Option 3: Option 3: Restrictiof
on the use and placing on the market of fashion
jewellery based on the lead migration rate AND the
lead content”.

Indeed, when it comes to protecting children’s theal
prevention measures should be taken — we do net
to deal here with the precautionary principle, sinc
lead’'s adverse health effects have been long know
and documented.

n

hav

>

By chosing the most protective standard, the EU
would pave the way for other countries’ choices,
dealing with the same health concerns as in Europ
and create provide a good example to them in a
regulation of lead and its compounds in jewelryt tha
based on children’s health protection (see: Some
priority heavy metals in children toy’s imported to
Nigeria, Sindiku O. K.1, Osibanjo O.1, Departmeht
Chemistry, University of Ibadan, Nigeria. Accepted

o

(0]

19 January 2011).
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Sweden / MemberStaté

Regarding: Public consultation on SEAC draft opn
> Substance: Lead and its compounds in jewellery
From: Swedish Chemicals Agency

Date: 27 May 2011

The Swedish Chemicals Agency wish to put forwar
the following comments on the restriction propdeal
lead and its compounds in jewellery

Ref Date Comment Response
Country/Org./M SCA
53 2011/05/27 Comments on the restriction proposal

General

The Swedish Chemicals Agency considers that a
restriction of lead and lead compounds in jewelisry
needed to protect children. Exposure to lead aed le
compounds present a risk of serious adverse efbec
human health, especially for children. A ban omlled
in jewellery is justified because it can not beleded
that children will be exposed to lead by placing
jewellery or parts of jewellery in the mouth aneev
swallowing it. It is not possible to set a threshfar
the lowest levels of lead in blood that can cause
adverse health effects in terms of impact on timerak
nervous system.

Is

Specific comments on SEAC draft opinion
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Ref

Date
Country/Org./M SCA

Comment

Response

Limit value

The Swedish Chemicals Agency considers it
important that the restriction of lead and lead
compounds in jewellery has a clear scope and lieat]
rules are clear cut, making it easy for comparuoes t
comply and for Member States to carry out market
surveillance. Administrative costs should be kept a
low as possible for companies and regulators.én th
current situation, there is no standardized tasthfe®
release of lead in contact with saliva. For these
reasons the Swedish Chemicals Agency is of the
opinion that a limit value on the maximum allowabl
content of lead in jewellery is preferable to setirold
for release.

—

W

Whether lead and lead compounds in jewellery is
limited by imposing a limit value on the maximum
allowable content and / or a maximum threshold fo
release of lead it is important that the limit aaluill
be applied in such a way that the restriction actse
the intended effect. The Swedish Chemicals Agen
are of the opinion that the limit value should blated
to the materials in jewellery in order to ensurat th
lead and lead compounds in e.g. both the surface
coatings and in the core materials of jewellery is

SEAC also thinks that the limit value should bated to the materials
in jewellery in order to ensure that lead and leahpounds in e.g. botl
r the surface coatings and in the core materialeveéljery is covered by
the restriction proposal as the restriction proptesd says: “Shall not bg
used or placed on the market in jewellery artidiéise lead
ryconcentration is equal to or greater than 0.05%vdight of any part of
the jewellery article”.

covered by the restriction.

3%
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Ref

Date
Country/Org./M SCA

Comment

Response

Derogations
In the draft opinion of SEAC a number of derogadig
are listed. The Swedish Chemicals Agency considg
that the need for derogations from the restriction
lead in jewellery should be well informed so tHayt
will not threaten to weaken the protection of ctelus
health.

nFor the same reasons that labelling was discowagedpossible risk

erianagement option for lead containing jewellery engenerally
(section E.1.3 of the Backgorund Document), SEAIDndt consider it
to be justified in the cases of derogated jeweldgticles either.

Transitional period

SEAC favors a transitional period in the draft opm
In order to reduce the negative financial impact on
operators in the jewellery industry from the resion
of lead and lead compounds in jewellery the Swed
Chemicals Agency also considers that the restrictig
should be preceded by a transitional period. The
transition period should however be limited to
distribution and sale of jewellery that are already
placed on the market at entry into force of the
restriction. Placing on the market for the firsaéi
through the manufacture or importation should reot
subject to a transitional period.

The transitional period is proposed for all jewsllproduced after the
date where the restriction inters into force. J&awglplaced on the
market for the first time before the end of thensiional period will

sbontinue to be allowed. The transitional periodn$y to give sufficient
time to the change of production and to cover tbheage by the
producer or importer of final jewellery and intemlietes. If the product
is sold to a retailer before that date the retaiidirbe able to place the
jewellery on the market anyway. In the revised iogr# is proposed to
limit the transitional period to 12 months.

b

Result from market surveillance
During the year 2008 the Swedish Chemicals Ager
analyzed the content of lead in 150 pieces of jlemel
with XRF. 25% of the tested products contained le:
at levels between 0.1 and 38%. The jewelry is
purchased in stores in Stockholm.

Lead in other consumer products

The comment is not related to the scope of theicgsh proposal put
dprward by the SEAC draft opinion. The commentadaat liberty to
prepare a restriction dossier proposing the réstns outlined in the
adomment.

Given the serious health risks identified from

11
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Ref

Date
Country/Org./M SCA

Comment

Response

exposure to lead and lead compounds in jewellegy [Th

Swedish Chemicals Agency are of the opinion that
there are reasons to also consider restrictiofesaof
and lead compounds in other consumer products
where there is a significant and serious risk okeaske
health effects.

The Swedish Chemicals Agency consider that tiser
a need to target the use of lead and lead compann
e.g. the following consumer products in future
restriction dossiers/proposals;

 Crayons containing lead

» Candle wicks containing lead

* Alloys containing lead and provided to consumers
for the casting of e.qg. tin soldiers.

O

52

2011/05/27

Czech Republic/
Industry or trade
association

Summary Comment of the Association of Glass and
Jewellery Manufacurers of the Czech Republic /

selected parts from the complete document datedi 23r

May 2011/
Point 5 - Summary Comment on the French
Goverment proposal:

-- we suggest to judge protecting consumers from an

attack of lead contained in jewellery accordinghte
present European standard EN 71-3 in operation
relevant to the safety of toys

-- we support analogous opinions of associatins
jewellery manufacurers of France, Italy, Spain,abre
Britain and Germany

12
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Ref

Date
Country/Org./M SCA

Comment

Response

-- we appreciate efforts to codify reasonable,
measurble and controllable limits of lead contaimed
jewels and costume jewellery. In case of its pgttin
into practice, we require the EU market to be
protected more severely from imports from third
countries that do not keep these limits.

This opinion was discussed with national compteter
authorities , i.e. Ministry of Environment of the&th
Republic, Ministry of Industry and Trade of the Clae
Republic and Ministry of Health of the Czech
Republic.

Point 5.1. Comment on the opinion of SEAC dated
11th March 2011 - Draft

Association of Glass and Jewellery Manufacurers (
the Czech Republic read up this opinion. Its remark
are as follows :

nf

-- the proposal, determining restrictions onlihsis of
an absolute concentration of Pb/ 500ppm/ in pdeic
parts, is simpler and realizable more easily then t
French original one. Also it is consistent methathc
with the legislation in the USA

-

-- We support an exception relating to lead alyand
high lead crystal, precious stones and old jewels

-- we do not agree with the opinion that it is
impossible to apply this test to toys and costume
jewellery

-- we do not recommend the XRF method. Its resul
can be concealed easily using decorating surface

ts

The XRF test is proposed as a screening testelndht calculations we

In the opinion it is not said that it is not possito apply this test to toys
and costume jewellery — but that lead might alspresent in jewellery
intended for adults as well as in hon costume jlemel

13
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Ref

Date
Country/Org./M SCA

Comment

Response

layers . It is advisable to use a method of thepeta
decomposition of the material tested / ICP/

have included costs related to the verificatiothef XRF test results by

Thanks for the information — There is no informatthat the impacts of
the restriction would influence the picture.

Point 3 - Social- economic aspects

The proposed measure /remark : meaning French
proposal / impinges on the branch of industry hguir
many years tradition as well as unique glass-makir
and jewellery-making know how. In particular, cest
of this branch are situated in Liberec, Jablonet na
Nisou and Turnov regions.

Basic information :

-- about 10000 employees work in the industry

-- this branch has a great interest in the level of
employment in Liberec, Jablonec nad Nisou and
Turnov regions / en estimate of 10% working
population /

-- three specialized secondary schools are inenast
to support the industry

-- the jewellery industry has ties to next jobsha
terciary sector / about 1000 ones /

-- 110 companies are engaged in the manufacure §
business, the biggest of them is Preciosa a.®roth

are medium and small ones

14
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Ref

Date
Country/Org./M SCA

Comment

Response

The volume of production reached 6.1 billion Gzec
Crowns in 2009, vast majority was exported
worldwide.

The complete document was emailed to the email
of SEAT 26th May 2011.

Signed :

Member of Board of Directors

Association of Glass and Jewellery Manufacurers
Jablonec nad Nisou Czech Republic

DOX

51

2011/05/27

Austria / Industry or
trade association

1.From our point of view, any electrical watched an
any jewellery with integrated electronic or eleoiaal
equipment should be excluded from any restriction
related to “lead in jewellery”, because they have a
separate regulation in the ROHS-directive
(2002/95/EG). Moreover there is an exception for
crystal glass (see Commisions decision from 12th
October 2006 regarding Nr. 29 in Annex 1 in
2002/95/EG). This is just to avoid any legal
overlapping within EU-rules.

We suggest as far as possible to use the samatidefizs in the
restriction on cadmium. No need for a general extemmf wrist
swatches has been identified — only for internatgdrike for other
jewellery it is the mouthing activities by childrémat give rise to

concern.

Overlapping is not by itself a problem. The requiests of both pieces
of legislation have to be respected. It would drgya problem if the

overlapping is conflicting, meaning that it wouldtie possible to meet
both requirements at the same time.

15
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Ref

Date
Country/Org./M SCA

Comment

Response

2.In the Glass- and Jewellery Industry there are
companies who need high qualitative tin alloys,alih
include at least 6 % lead for their production.sThi
share of lead is necessary for the flow rate in the
centrifugal casting production system. Althouglsthe
companies and their suppliers are currently
researching for tin alloys with a reduced shariead,
it is unknown, if they will succeed. For the moment
is not possible to say how much lead is needed to
work without any loss in quality. So a wider trdiusi
period is absolutely needed.

)

The information that high quality tin alloys withidead are not
available on the market is not in line with infotoa from other
sources and the comment does not refer to validkted Costs were not
found to be disproportionate.

Alloys with a reduced share of lead and the petida
process will definitely become more expensive.nn
case, this has consequences for the price anddor €
consumer who has to pay for it. This means, that tf
European producers of jewellery will get undertiert
pressure compared to the non-EU-producers (from
Asia etc.), who can produce at much lower costs in
general.

1Y

N

amarginal. The restriction will also apply to impadtjewellery, so no

As calculated in the Background Document sectienetktra costs are

cost advantage to non producers.

50

2011/05/27

Austria / Industry or
trade association

1. From our point of view, any electrical watch
and any jewellery with integrated electronic or
electronical equipment should be excluded from arj
restrictions related to “lead in jewellery”, becaubey
have a separate regulation in the ROHS-directive

(2002/95/EG). Moreover there is an exception for

crystal glass (see Commisions decision from 12th

&See response under Ref.51.

y
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Ref

Date
Country/Org./M SCA

Comment

Response

October 2006 regarding Nr. 29 in Annex 1 in
2002/95/EG)

==&gt; This is just to avoid any legal overlapping
within EU-rules.

2. In the Glass- and Jewellery Industry there &
companies who need high qualitative tin alloys,alih
include at least 6 % lead. This share of lead is
necessary for the flow rate in the centrifugal ioast
production system. Although these companies and
their suppliers are currently researching for tiays
with a reduced share of lead, it is unknown, ifythe
will succeed. For the moment, it is not possibledy
how much lead is needed to work without any loss
guality. So a wider transition period is absolutely
needed.

Alloys with a reduced share of lead will definitely
become more expensive. In any case, this has
consequences for the price and the end consumer
has to pay for it. This means, that the European
producers of jewellery will get under further pnass
compared to the non-EU-producers (from Asia etc.
who can produce at much lower costs in general.

are
i

in

who

49

2011/05/27

Czech Republic/
MemberState

The REACH competent authority of Czech Republ
generally support the conditions of the restriction
proposed by SEAC.

We welcome that the proposed restrictions are not
based on migration of lead per unit; we fully agree

[¢)

with justification given for this approach. We hawe

17
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United Kingdom /
Individual

bearing enamels in my work for 25 years.

Ref Date Comment Response
Country/Org./M SCA

objection against the limit value of lead recomneghd
by RAC of 0.05 % by weight. We note the proposed
limit for migration rate of lead release from jeleey
articles of 0.05ug/g/hr taking into account that
suitable test method for determining the migratete
is not yet available. .
We recommend to specify the method for the XRF is cheaper than ICP. The XRF test is proposed screening test.
determination of lead content in jewellery articles | As a screening test, XRF was always intended tasbd alongside
directly in frame of restrictions. We would propdse | more accurate ICP ‘wet’ testing in cases closé&¢doounds of precision
use ICP-MS for verification of lead concentration. | around the limit value (where false positives aadatives may be
We consider the derogation for Full Lead Crystal, | important). In the cost calculations we have inellidosts related
Lead Crystal and precious and semiprecious staneswerification of the XRF test results by ICP.
defined in the draft opinion as fully justified.

48 2011/05/26 As an enameller/jeweller, | have been using lead

It is proposed to introduce an exemption for vireenamels.

To my knowledge, there is no conclusive evidence|of

any danger to either the enameller, or the wedrer g
enamelled jewellery. Once fired, the enamel islstal]
and inert.

Enamel jewellery has been sold and worn for
centuries.

If we have to stop using lead bearing enamelsillit w
make a significant difference in the traditionagHhi
guality of enamel work, and for a small businelss, t
cost of replacing good, lead bearing stock, witisle
reliable lead free enamels would be extremely gdstl
both in terms of time and expense.)

18
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The Company understands the problem of lead
exposure to people and especially to children that
implies some dangerous effects, but only if it is
ingested or sucked. We understand the need for a
restriction that can be imposed, but for us this
restriction is too strict for the watchmaking inthys

and could have dramatic impact for our brand a$ wel

as for the whole European watch industry.

Ref Date Comment Response
Country/Org./M SCA
47 2011/05/26 Comments on the frame of the public consultation pn
the draft opinion of ECHA’'s Committee for Socio-
Switzerland / economic Analysis (SEAC) concerning a proposal to
Company- restrict lead and its compounds in jewellery in Axn
Manufacturer/ XVII of Regulation (CE) 1907/2006 REACH.

It is proposed to exempt internal parts of watches.

19



Substancel ead (and its compounds)

CAS numberi7439-92-1
EC number231-100-4

Comments and response to comments on SEAC draifibopdn Annex XV restriction dossier proposing

restriction onLead and its compounds.
Annex XV report submitted by France 15 April 2010.

Public consultation on SEAC draft opinion started2® March 2011.

Ref

Date
Country/Org./M SCA

Comment

Response

The manufacture is specialized in manufacturing

mechanical watches, a large part of them beingdgran

complications, studied as technical timepiecesrantd
simply as jewellery.

This watchmaking art is expressed in the movement,

in which difficult mechanical functions are created

Regarding the complexity of the mechanical parts an

the level of miniaturization, we are forced to ssene
technical materials that contain lead.

Indeed, the lead used in these components faegital
turning and allows the manufacture of such pins
measuring 4 tenths of a millimetre in diameter &nd
tenths of a millimetre in height. Some pieces ef th
movement as wheels and plates of brass or nickel
silver contain lead and cannot be replaced today by
another alloy.

Finally, the cases are sealed and prevent thal met
leaching out. We estimate no risk of ingestion or
sucking of a part which contains lead since thesesp
are enclosed in the case. People are just in dontac
with the exterior part (case) of the watch, whigh i
made of different alloys (golden, platinum, steel).
Electronic watches represent a small amount of ou
production and are already under restraint of ROH
and WEEE. As for mechanical watches, people arg
never in direct contact with the movement.

That is why, we propose in accordance with the
Swatch Group proposal to modify the legislation

o=
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Ref

Date
Country/Org./M SCA

Comment

Response

project as follows:

Not to include wristwatches in the definition of
jewellery. Or at least, to keep inaccessible corepts)
out of the scope of the restriction.
Watch straps, tighteners and wristwatch cases cou
however be included within the scope of the
restriction.

46

2011/05/26

Netherlands / National
Authority

As a start, we would like to point out that we agre
with a restriction on lead in jewellery. As leachis
known toxicant, and the use in jewellery is not
necessary, it is sensible to avoid lead exposora fr
jewellery.

Although we are in favor of the restriction and we
appreciate the justifications given in the opinéom
background document, we would like to comment
one specific aspect.

The comment is addressing issues outside of SEA@.MRAC reached
a conclusion on the issue highlighted and SEACiaghis conclusion
to its own work. Although the commentator disagmeéh the RAC
piconclusion, to suggest there is no basis for theeyuent SEAC work i
mistaken, since it is based on the RAC'’s conclisiénirthermore we
believe that the sensitivity analysis undertaketh@SEA takes into

account any uncertainties associated with theioalstip.

"4}
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Ref

Date
Country/Org./M SCA

Comment

Response

We noticed that the Dossier Submitter, the astiobr
the Danish survey as well as the SCHER conclude
that no direct relation could be shown betweenerun
and migration. Surprisingly, it is concluded in the
background document that there is an association,
based on a re-evaluation of the data. When loading
the data ourselves, we can only support the ofliging
conclusion, namely that there is no associatiois Th
because of:

- the low number of samples tested (n=25),
whereof only 14 had a measurable migration;

- the uncertainty and variability in the measu
values (for instance, duplicates of 6 out of 14iated
significantly, factor 1.4-26.7);

- the choice of exclusion of outliers is not cle
(why higher value is the outlier?, and exclusion
differed betweemg/g analysis and they/cm2
analysis).

- the scarcity of data points especially at the
lower lead concentrations, i.e. the area of pdeicu
interest for the restriction.

- correlation coefficients of only 0.8 or lower.
And as we are of the opinion that there is no
association, we also find that there is no basishie
subsequent calculations as basis for the SEA.

O

J
|

red
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2011/05/26

Switzerland / Industry
or trade association

Comments of the Federation of the Swiss Watch
Industry FH
1. The Federation of the Swiss Watch Industry FH

The FH, based in Biel/Bienne, Switzerland, is the
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Ref Date Comment Response
Country/Org./M SCA

leading trade association of the Swiss watch imgus
with over 500 members representing more than 90 per
cent of all Swiss watch manufacturers (including
finished products, watch movements and
components).

With around 50,000 persons employed, the Swiss
watch industry comprises the bulk of the European
watch industry. Moreover it is possibly the largest
client of the European watch component supply
industry.

The EU is a traditionally important market for Ssvis
watch exports. In 2010, the Swiss watch industry
exported over 9.9 million watches with a total \alu
CHF 4.6 billion to the Member States of the Eurapea
Union. Tens of thousands of jobs in the retail érad
the EU are indirectly bound up with the Swiss watch
industry and the sale of its products.

2. Comments of the FH
a. General impression
The FH takes the view that consistent protection of
children’s and adult's health is absolutely impeeat
and therefore supports the general thrust of thadfr
proposal. However, we are of the opinion that the
proposals submitted by RAC and SEAC in part
overshoot the intended aim and would have certair
undesirable effects. Obstacles are being creatdtidg
watch industry’s activities which cannot in any Wy
justified by improved health protection.
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Ref

Date
Country/Org./M SCA

Comment

Response

b. Watches = Jewellery?

Neither the initial French proposal nor the
commentary by the RAC contains a definition of th
goods covered by the concept of "jewellery”. A
specific list of the goods concerned, includingsivri
watches, is set out for the first time in the SEAC
report.

Looking at the definition of "Jewellery” provided/b
SEAC, we find that wrist watches are treated aslgy
aesthetic and ornamental objects. From a technical
angle, this is incorrect because wrist watchegiare
measuring instruments. This means that they are
subject to technical constraints in order to fltfikeir
function. Thus the inclusion of wrist watches ie th
category of purely ornamental jewellery piecesas n
justified.

This fact has been taken into consideration in the
Canadian 2005 Children’s jewellery regulation, in
which items having a primary functional purpose lik
watches, eyeglasses, and belt buckles, are not
classified as jewellery.

The RAC and SEAC Background Document states
that, “for practical reasons”; SEAC proposes t@tak
over the definition used in the cadmium restriction
The FH considers that it is not appropriate in tdaise
to work entirely on the basis of practical reasons.
The EU legislator has recognized the difference

(D

=

between watches and jewellery and therefore indude

electronic watches under the heading of electronic

We suggest as far as possible to use the samétidefias in the
restriction on cadmium.

Furthermore it is obvious that wrist-watches mightmouthed by
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Ref

Date
Country/Org./M SCA

Comment

Response

devices (Directive 2002/95/EC RoHS). This already
establishes a limit of 0.1% (w/w) in homogeneous
materials for the use of lead in children and adult
watches (including exceptional provisions for
technical purposes).

c. More stringent limits for watches than foreth
electronic products/other product categories?
Under the terms of the RoHS Directive, the EU
legislator placed electronic watches in the catggbr
electrical and electronic devices. It is therefoaed to
understand why a limit value for lead should be
applied to watches other than that imposed by the
RoHS Directive to comparable technical devices st
as mobile telephones or IT equipment. In our view,
the risk of swallowing in the case of watches can b
ruled out. The risk of mouthing activity in the easf
children is also no greater for watches than for

comparable electronic equipment or other products.

With this respect and according to DTI (2002), one
key reference cited by the SEAC background
document, the number of watches mouthed by
children in the frame of this study was only 6 ofut
3153 objects (toys and non-toys), namely 0.2% ef {
total number of objects mouthed. For other product
categories and which are not addressed by the
restriction proposal, the figures are the following
(DTI, 2002): pens, felt-tip pens and pen tops (56
items; 1.8% of total), remote controls (32 ; 1%),

It is proposed to exempt internal parts of watches.

ich

furniture (27 ; 0.8%) or pencils (26 ; 0.8%). By
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Ref

Date
Country/Org./M SCA

Comment

Response

comparison, the products most frequently mouthed
children are toys (47.2%). The restriction propasal
France concerns jewellery, which represents only
0.6% of the total number of items mouthed accordi
to DTI. Still we understand this proposal, consiagr
the high level of lead present in some cheap jemnell

by

ng

This risk however does not occur for watches bexaus

the content of lead is already restricted to 0.186.w

d. Accessibility of components containing lead

At the very least, the regulatory provisions shdagd
clarified to state that non-accessible parts and
components of watches are to be excluded from th
scope of application. Such components do not
endanger the health of children because, firdtly, t
risk of mouth contact must be regarded as nonent
and, secondly a watch cannot be swallowed.

It is proposed to exempt internal parts of watches

3. Summary

In brief, the FH submits the following request:

- That watches be excluded from the scope ¢
application of the proposed regulatory provisiorise
RoHS Directive already establishes a limit for tise
of lead in electronic watches and takes into
consideration that watches are subject to technical
constraints in order to guarantee the needed teahn
reliability.

=4
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Date
Country/Org./M SCA

Comment

Response

- Should that request not be accepted, at the
very least the non-accessible part of a watch imeist
excluded from the regulatory provisions. Unlike the
exceptional provision defined by SEAC and the RA
for crystals, lead exposure can in fact be excluet
not only be limited in the case of the inaccesgialgs
of watches.

C

- Furthermore and in order to keep the originallhis is not considered to be of major relevandetédrnal parts of wrist-
watches are exempted.

properties of older watches, parts destined for the
repair or maintenance of used watches should &sg
excluded from the regulatory provisions.

b

39

2011/05/25
France / Industry or
trade association

Submission to the Socio-Economic Analysis and R
Assessment Committee (SEAC) of the European
Chemicals Agency (ECHA) produced by

The National Jewellery-making, Gold Jewellery-
making and Silversmiths, Gift Makers and Decorati
Arts Industries Trade Association (BOCI)
The Federation of Handmade and Mixed Crystal af
Glass-making Industries (FCVMM)

French Watchmaking Federation (FH)

The French Association of Watchmaking and
Microtechnology (CFHM)

The French Union of Professional Enamellers (SPE
&amp;

The Saint-Eloi Association
with the support of Cetehor, Technical Departmént
the Francéclat Committee
Within the scope of the report presented by Framce

isk

nd

=F)
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Ref

Date
Country/Org./M SCA

Comment

Response

the European Chemical Agency (ECHA) regarding|a

proposal to restrict the use of lead and its compsu

in jewellery-making, two submissions were made gn

this restriction project by the National Jewellery-
making, Gold Jewellery-making and Silversmiths,
Gift Makers and Decorative Arts Industries Trade

Association (BOCI) and the Federation of Handmade

and Mixed Crystal and Glass-making (FCVMM) with
the support of Cetehor, Technical Department of the

Francéclat Committee (Professional Committee of
Development of Watchmaking, Jewellery-making,
Fine jewellery, Gold and Silversmiths and Fine
Tableware). The same representatives from the kre
jewellery-making and crystal glass-making network,
together with the French Watchmaking Federation
(FH), the French Association of Watchmaking and
Microtechnology (CFHM), The French Union of
Professional Enamellers (SPEF) and the Saint-Elo
Association, a professional organisation of jewglle
distribution networks in France, present here a new
submission, this time within the scope of the SEAC
preliminary consultation of opinion in order to exff
additional proposals and to supply new data on the
approaches under consideration.

Within four separate contributions, we will covar i
turn the specific aspects relating to the varioadds:
- I. The watchmaking sector

- Il. Metal alloys

- lll. Crystal glass

U
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Date
Country/Org./M SCA

Comment

Response

- IV. Enamel

l. The watchmaking sector
1) Observations on procedure

The watchmaking sector professionals would like to The reason to include wrist-watches was to usedfiaition of

draw attention to the fact that the initial regtan
study was focussed on jewellery and fine jewellery;
making. It relied on the assumption that young
children were likely to be in contact with thesniis
containing lead and therefore risked ingesting or
placing them into the mouth.

jewellery as laid down in the restriction on cadmidrurthermore such
items might be mouthed by children, so exposurstgxi

For the same reasons as jewellery and fine jeweller The consultation procedure for this change is tkegnt consultation.
s

items, wristwatches are now targeted by the SEAC
preliminary report and are included in this resioic
proposal. It is particularly unfortunate that a qbate
business sector in no way comparable with the
jewellery sector as originally designated, namely
watchmaking, should be involved once the
consultation phase has finished. Professional

representatives from the watchmaking sector had not

been able to comment during the public consultatig
phase, whilst the problems of the jewellery-making
industry do not apply to watchmaking.
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Ref Date Comment Response
Country/Org./M SCA
2) Observations on the use of lead in As a result of the comment it is now proposed tdwede internal parts
watchmaking of watches, as no exposure to children is likelg iiiseems that no

Watch movements use metal components made fropractical reasons is against exclusion.
brass which currently contain lead because of
performance requirements during machining (use of
machining brass containing less than 4% lead). Lead
is used for technical reasons, mainly in terms of
machining, for uses such as fixing plates, and tmdy
use of lead allows for both production tools arsl th
functional quality of the watch to be preservedtht
current time substitute materials cannot completely
replace the technical properties of lead.

Quartz watches are already subject to regulation
which limits the amount of lead in the copper atloy
(including brass) to 4%. Imposing this restriction
would be incompatible with the RoHS regulation
(n°2002/95/CE) and would present a real legal
uncertainty for businesses which have made sufficie
efforts to bring their industrial procedures into
compliance with this ruling.

Additionally, the items concerned are found, in@stn
all cases, inside a water-tight casing, and setiseno
contact with the environment. Only professionalgeh
access to these pieces during machining or aftes-s
service. The risks of ingestion or contact with the
mouth are therefore nonexistent.

D
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41

Watchmaking professionals do not therefore wish
be included in this report. On one the hand tHesris
ingestion of or sucking on a watch component
containing lead are very low. On the other hand,
widening the scope of the restriction project tdude
watchmaking only occurred at the time of the SEA(
preliminary report, and therefore professional
representatives of watchmaking were not able te ts
part in the procedure's initial consultations, and
consequently were not able to put forward theiecag
as fairly as the other sectors involved. Moreover,
another European regulation already limits the &ain
of lead in quartz watches.

~1

L'S

1K

D

t

Metal alloys
1) Using the rate of lead transference as a

reference if the lead content does not conform
Machining brass alloys are alloys used in the sodp
manufacturing using jewellery and watch compone

lead at a level of less than 4%. The lead is used a
lubricant during machining, making the processera
Studies have been carried out to try to substiaate
in these alloys, but without success. This approach
was initiated by the watchmaking sector when the
European directive RoHS (n°2002/95/CE) was
implemented which aims to limit the use of six

~

D

harmful substances including lead in electrical and

In the Background Document, section C.7 substalitg/s are

identified. Also on the internet it is possiblefited machining brass
ewithout lead. The comment on machining brass isloouimented as
ntvell as the use of brass in jewellery (taken irdocaint that the use of
machining techniques. This machining brass contajriwass in internal parts of watches is proposecttexempted anyway).
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Date
Country/Org./M SCA

Comment

Response

electronic equipment. Quartz watches fall withia th
remit of this directive. As no substitute prodigct i
available, copper alloys (including machining byasg
containing less than 4% lead have been exempted
from the scope of this directive.

The same problem exists within the project to restr| Considerations on exposure (RAC issue) is coverdide Background

lead in jewellery. In fact, at the current timegtd is
still no substitute product for machining brass. As
regards the potential risk, the brass parts aemoft
covered with a metal coating. This coating is majle
of multiple layers of different materials such apger
and bronze. A final layer of a precious metal (gmid
silver) or even palladium or rhodium completes the
surface treatment. The successive layers which are
added in this way guarantee an adequate protection
prevent lead transference.

Document.

2) Application of a maximum transference levelRelevant test methods including screening methosla\ailable.

consistent with current regulations with similamai

The proposed maximum authorised transference level

in the preliminary notice is set at 0.08/g/hr, and
appears to be an extremely low level according to
professionals’ opinion.

On the one hand, this is due to the detectiondimit
possible with measuring equipment. As was illustiat
in the second report submitted by us in December
2010 to the European Chemicals Agency during th
consultation process, several accredited laboestori
encountered problems reaching the degrees of
precision which would allow them to determine

D
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Date
Country/Org./M SCA

Comment

Response

whether an item of jewellery met the level requioed
not, as it was proposed, at a such low level.

On the other hand, the level selected is clearlsemo
restrictive than that which is imposed for lead
transference in other current consumer products,
equally or perhaps even more likely to be access,
children, and in particular very young childrenush
toys or components of toys which are accessible
during use in the conditions outlined in articlef3he
law of 22 February 2010, within the scope of Stadd
NF EN 71-3, must not exceed certain transference
levels for different chemical elements. As it happe
concerning raw materials in toys which are judged
be dry, crumbly, powdery or soft - something to eth
we can compare the materials used in jewellery-
making — the limit for lead transference is set&b
ug/g that is a value 135 times higher than thahef t
proposed level for jewellery-making.

approach (which is not covered by EN 71-3).

RAC issue not to be dealt with by SEAC. SEAC pr@sosontent based

3) Socio-economic impact

In 2010, the fashion jewellery sector — which is th
part of the jewellery industry that is the most
concerned with the restriction project — counteouab
2,000 employees within 745 companies and a turn
excluding VAT superior to 170 million €. Most ofeh
companies are small and medium size ones and 6

over

5%

of them have less than 20 employees.
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The major part of these manufacturers — about 709
them — uses metal alloys included in the restmctio
project. Consequently, given that there are no
replacement materials, that it would imply subs#dnt
additional costs and that targeted companies aadl s

ones, accepting as is the proposed regulation dvoul

threaten the entire fashion jewellery field, which
seems out of proportion with its assumed health
impact.

oAdloys with lead content below 0.05% are availadaethe market.

m

The possibility of relying on the rate of transfere if
the requirement relating to content is not met woul
allow the industry to continue to use certain int@ot
alloys, such as the machining brass which at the
current time is impossible to substitute. In additi
measuring the rate of transference would respect t
stated aim of the restriction project that is totpct
children from exposure to lead through sucking an
item of jewellery containing lead. Industry
professionals would therefore prefer that the
possibility of being able to refer to a transferenate
expressed ipg/g/hr be maintained, one of the two

units of measurement being proposed, still allowing

completely safe use by the consumer.

However, the proposed maximum level of transferned

lead seems to be extremely low. It is difficulidetect
by current laboratory measuring equipment and se
to be a great deal more restrictive than the lesets
for lead transference in other widely used produads
is reflected in toys where it is as high as 18y

A restriction based on content is easy to impleraektin the
Background Document the relationship between mimnand content i$
described.

=

ems
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40

compared with 0.0ng/g/hr for the level proposed fo
jewellery. Industry professionals would therefake |
to see the proposed level revised upwards, out of 4
concern for both the technical feasibility of measy
it and to remain consistent with other products.

1

Crystal glass: Dispensation for crystal parts iali
and children's jewellery

1) Technical limit

It is not technically possible to replace leadead
crystal: Standard NF 30004 Crystal recognises the

only crystal containing 24% lead. It is only théad
content which allows the piece to obtain a refracti
index of 1.545. Also, at the current time, we db no
have the technical knowledge to replace the lead,
which only leads us to one viable solution.

The FCVMM considers the exemption of Crystal as
the only alternative to the restriction on the antanf
lead contained in jewellery. In fact, being by
definition 24% lead, an exemption seems to be the
alternative to pure and simple banning of the
production of Crystal jewellery. According to the
same option, an exemption would be considered fd
jewellery with a low rate of transference. Nowaish
already been shown that lead transference from
Crystal is very low, and the repeated sucking of an
item of jewellery made from Crystal would not
therefore have any impact on a child's health.

D

=

Information from a company shows that lead frestalyglass complies
with the quality standards laid down in Council &zitive 69/493/EEC
and ISO IWAO08 (see comment 33).
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2) Financial Impact
From a financial point of view, if a ban on jewejle

manufacturing was considered, the impact would not

be insignificant, given that the three largest Ehen

manufacturers make or plan to make jewellery, up to

level of 30% of their turnover. Such a restriction
without an exemption clause for crystal would
certainly lead in practice to the end of jewellery-
making by these manufacturers. Consequently, the
cost that the crystal-manufacturing network would
have to bear seems disproportionate compared with
almost nonexistent health impact of crystal in
jewellery.

3) Social Impact
From a social point of view, because of the

remoteness of the manufacturers, mainly in theeeast

region of France, where the employment level is

already experiencing some real difficulties, thd eh
production linked to jewellery-making would have
undeniable consequences for jobs in the regioroand

the renewed energy that has been apparent recently:

by way of an example, the town of Baccarat has
created the "Pdle Bijou” (Jewellery Centre) and

regularly organises exhibitions and events conekrne
with jewellery. Baccarat's manufacturing and criysta
play a central role in this.
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4) Crystal jewellery: a structured market

The crystal jewellery market is a more structured a
fragmented market, with smaller expansion than th
of fashion jewellery. Crystal jewellery is much raor
traceable, given that there are very few factsigis
producing it today. They cannot be produced in an
isolated manner, and sales are carried out with
monitored networks. The characteristics of thetatys
market therefore make identification and monitorin
of products relatively easy.

at

General Conclusion

Professionals from the different industry sectors
involved have put forward several arguments whicl
they feel are essential in this submission and lwhic
lead to different proposals, namely:

- The non-inclusion of the watchmaking sect
in the scope of this restriction project, takingpin
account:

o] the late inclusion of this profession in the lig
of noted trades
o] of the existence of the RoHS Standard wha

coexistence with a new regulation would cause
judicial insecurity

o] the very limited risks of ingestion or sucking
presented by "wristwatch” components which may

—

Se

contain lead
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Date
Country/Org./M SCA

Comment

Response

Concerning metal alloys:

0 Maintaining, in addition to the first criterion
of lead content, the second subsidiary criteriatngi
the possibility of having recourse to a transfeecrate
expressed ipg/g/hr to judge whether a product
conforms or not with the new legislation

o] The reconsideration of the extremely low
level proposed of 0.0pg/g/hr here, whereas the
regulation for toys determines a maximum
transference level of lead of 13.18/g

- For crystal:
o] Maintaining the proposed exemption, which
indispensable taking into account the very defniti
of this product

o] The possibility of referring to transference
rates inug/g/hr if the regulation relating to the conte|
iS not met.

nt

- In the case of enamel:

o] The possibility of an exemption similar to th
of crystal, given that enamel is a straight line
derivative of crystal, which would allow industry
professionals to have a longer time period in otder
undertake research on a lead-free enamel.

o] The potential setting up of a compulsory
information label for customers on the presence of

af\n exemption for vitreous enamels is proposed. Reign' related to
mixtures (such as enamels) will lead to renewedtibeviews by 1
June 2015 which will allow the health impacts toevaluated. This may
result in re-evaluation of the derogation for enlsme

For the same reasons that labelling was discowstedpossible risk
management option for lead containing jewellery engenerally

lead and the necessity of keeping the item out of

(section E.1.3 of the Backgorund Document), SEADndt consider it
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Comment

Response

42

children's reach

o] Account being taken of the artisanal and
historical character of this knowledge, which wobésl
irretrievably destroyed if a drastic limitation tre
use of lead in its compaosition was to be imposed.

to be justified in the cases of derogated jeweltgticles either.

Enamel part 1
1) Enamel Materials: crystal materials

Enamel is a type of glass whose chemical compos
and method of production are very close to those g
crystal. This very old material does not benebiir

any current standard as its chemical composition is

down to use and history.
a. Composition
The glass obtained after mixing the constituentspar
of enamel is called sintered glass and is not esabl
it is. It must be mixed with other constituentsdan
then be melted again in order to give its final
colouring. This coloured product has to be ground,
then milled and calibrated in order to obtain timalf
enamel. The sintered glass remains fundamentally
crystal material.

tio

D

a

b. Enamel and public health

The profession has never been the subject of
complaints relating to lead poisoning. The city of
Limoges, in France, where enamellers have worke

their craft on metal since the 11th Century hasnev
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Date
Country/Org./M SCA

Comment

Response

been made aware of a case of lead poisoning dare
enamelled product.

There is never such a thing as a zero risk, bat thi
example highlights the low risk that enamel repnesé
in lead poisoning compared with other productse[S
also the French INVS (Institute of Health Monit@)n
report on lead poisoning].

to

D

2) Enamel, a historic material

The art of enamelling was brought to a high degfee
perfection by the Egyptians and various Asian
cultures. According to archaeological discoveries,
appears that the oldest enamels date from arou@
years BC. The ancient Greeks used coloured paste
melted into partitions. Enamelling saw a huge
expansion in Europe during the last two centuri€s £
During the Middle Ages and in the Renaissance th
was more growth, notably in work with translucent
enamels, in Italy, France, Germany and the
Netherlands. In the 19th Century the Art of
Enamelling had a renaissance. In Paris, enamel ws;
favoured in Parisian Decorative Arts. Certain &stis
(Picasso or George Braque, for example) continoe
use enamel into the 20th Century in unique works
art.

sector.

15
2S

» SEAC acknowledge that enamels have a history andatra negligible
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A piece of enamelled jewellery, whether it is
“fashion”, "fine jewellery” or "luxury jewellery” wil
always be a top of the range piece, in each of the
sectors noted, because of the cost of the raw ralste
The enamel powders and metal bases (red copper
silver and gold) represent a high proportion of the
final price of the item.

Artisan enamellers working with metal get the
majority of their income from the sale of jewellery
95% of Studios operate thanks to sales of jewellry
which:

-85% of enamellers work on fine jewellery pieces
-5% of enamellers work on luxury jewellery items
-10% of enamellers work on top of the range fashig

jewellery.

Ref Date Comment Response
Country/Org./M SCA
3) Enamelling and Jewellery today
a. Costly raw materials in a buoyant market

n
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Country/Org./M SCA

Comment

Response

b. An artisanal activity with high added value
The European enamelling industry remains an
artisanal activity, worked by hand, with high added
value and small production volumes. In Europe, a
handful of studios are the last to be holders of a
unique knowledge, that is to say, that masterye$é¢
techniques is known only to them. In certain cdestr
these studios have the benefit of State qualitglabr
marks and State assistance to safeguard this
knowledge. Some of these studios have even beer
interviewed by UNESCO's Intangible Cultural
Heritage department.

C. Export: a showcase for European knowledg
abroad

These enamelling studios hold special knowledge
which is renowned and appreciated in Europe and
abroad.

The main export destinations, namely in the scdpe
jewellery and luxury goods are Asiatic countries,
themselves known for enamel-work (e.g. Chinese &
Japanese cloisonné work). This art is known thede
they favour our products. European enamelling wo
techniques are recognised there and appreciated 3
luxury items.

je

(0]

and
a
rk
S
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Ref Date Comment Response
Country/Org./M SCA

4) Enamelling in Europe
This panorama which looks at enamel work in Europe,
whilst not exhaustive, allows us to highlight the
European and also very local, almost neighbourhopd
dimension of artisan businesses living on enamel
production and use.

a. France

- There are between 150 and 200 professional
enamellers in France

- 5 Enamel studios have the EPV label (Living
Heritage Business, a State awarded label)

- 1 Crystal works (EPV label) making enamel
powders, which employs 10 people.

- 2 Enamel Offices (in Limoges and Moretz) which
employ staff.

- 1 State training course “Enamelwork on metal”

- 1 Professional association

- 1 Legal Statute protecting the “enamel” product
(decree N°82-223)

- Numerous galleries and sales outlets which make
most of their income from jewellery sales.

- Numerous associations and events connected with
enamelling.
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Response

44

b. United Kingdom

- There are around 80 professional enamel-worker
- 1 Crystal works (the largest in Europe) with staf

- Numerous galleries and sales outlets

192}

C. Spain

- There are around 100 professional enamel-workers

mainly in the Fine Jewellery field.
- 1 School of Enamelling in Barcelona.
- Numerous galleries and sales outlets

d. Germany
- In Germany the enamel furnaces and all the funac
equipment are manufactured.
- There are enamel studios, notably the anciengénou
of Fabergé, which all continue to create enamelled
pieces.

- Numerous galleries and sales outlets

Enamel part 2
5) What are the solutions?

a. The risks associated with this decision
Enamel-work made in European crystal factories is
mainly produced for an increasingly demanding
luxury industry. Transferring too quickly from one
group of products to another which would no longe
give the same satisfaction would have immediate,
irreversible and harmful repercussions in relatn

=

The terminology enamels is also used for some rasiterials.

! Regulation (EC) No 1272/2008 on classificatiomelling and packaging of substances and mixtureenaing and repealing directives 67/548/EEC an®M3JEC, and
amending Regulation (EC) No 1907/2006 (REACH), @eti62.
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Date
Country/Org./M SCA

Comment

Response

enamel manufacturers and all of the associated su
contracting chain [jewellery maker, raw material
suppliers, equipment (e.g. furnace) manufactuter] ¢

A%

b. Enamel without lead

Research on enamel without lead has been ongair
several years. However, the range developed is ve
limited in terms of colour palette, and above ladige
lead-free enamels do not have the required quality
be able to work correctly. In fact, test piecesiedr
out with lead-free enamel have, in several studios,
been rejected by clients, as the finished resultis
with a plastic appearance. Moreover, with the mglt
point for the colours being so different, it is
impossible to work with several colours at the sam
time because of the risk of "burning” some of them

g fo
ry

D

Conclusion on enamel

The enamel-making profession is very conscious g
the need to move towards solutions leading to the
desired outcome of a removal of lead, but to a&hie
this it will take both time and public funds to gt a
continued research initiative. In addition, thestay
glass sector, a material very closely linked with
enamel, currently has an exemption for applying th
restriction with regard to lead. According to the
different technical elements shown, it would appea
judicious to look at the case of enamel in the same
light as that of crystal. The European crystal

7]
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Date
Country/Org./M SCA

Comment

Response

manufacturers have moreover already started

researches a few years ago to remove heavy metals

from their enamel powders. However, this is very
costly for a very restricted sector, and currently
industry professionals do not have an alternative

solution which would allow them to work at the same

high quality or even approaching it.

The studies associated with the removal of heavy
metals are expensive in both human and financial
terms and are difficult for small and medium-sized
businesses such as the crystal glass works to
undertake. For this reason progress towards enam
free from heavy metals can only be attained wighin
timeframe of approximately ten years.

While waiting for acceptable solutions to be fouhe
industry would like:

a. That European enamellers can continue to
from their trade without the risk of seeing theib$
and techniques disappear. The whole of the "enam
network is above all a network of artisans and
independent workers with unique and handed-dow
knowledge. Because of this it is difficult to bdeat
estimate exactly what the socio-economic
consequences would be, brought about by the
restriction of lead in jewellery manufacturing. tbve
can estimate that thousands of artisans and engso

live

eln

would be greatly affected in Europe.
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Response

b. To study the possibility of information label
for the customer concerning the presence of lead i
the jewellery piece, and prohibiting it for childref
less than 3 years, this being the main aim of this
restriction project.

[*2)

—

C. To benefit from a straight line exemption
from crystal of which enamel is a close derivative,
order to have the benefit of the long timeframe

necessary for the development of a solution withoutvitreous enamel.

heavy metals. A research group bringing together
manufacturers, sub-contractors, engineers/reseaarc
and professionals from the sectors such as crystal
glass-making would therefore be created. This gro
would have as its mission research into applicable
solutions so as to limit the transference of leadf
enamel.

he

Hp

This is appreciated. SEAC recommends in its opifuother evaluation
of health impacts and if relevant to consider th@seconomic
consequences of changing the derogations for lgatht and/or

Secretarial note:

The ECHA Secretariat contacted the submitter of t
comment to obtain further data on the enamel
jewellery market segment, content and role of fead
enamel, migration of lead from enamel jewellery,
alternatives to the enamel in the enamel jewellery,
applications of leaded and lead-free enamels, [ap
for an appropriate definition of enamels and for
appropriate derogation. Two responses were recei
(each from Industry or trade association).

The submitter of the comment in his first response
confirmed that the question is of a niche sectw, t

ved
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Response

content of lead in enamels was claimed to be betw|
24 and 26% and informed that the French laborato
for the jewelry sector had tested the lead migmatio
from some enamel products with the results of
between 63 and 454 pg/cm2/hr. However, the test

were not made available to ECHA as the values we¢

being rechecked due to a suspicion that a mistake
happened during the test of enamel jewelry. The
submitter however provided results of another tteest
was carried out according to the Standards 1SO /84
& 2 and ISO 7086/1.

The test is performed on a copper plate (6cm * 6¢cm)

enameled both sides = the pieces. After 24 h i#ba 4
solution, we detected 9.72 mg/dm2 equivalent to
0.0972 mg/cmz2 or sent back to the standard of 4.0
ug/cm2/hour.

The submitter of the comment claimed there were
technical lead-free alternatives to traditionabliec
enamel for some colours and for other colours the
aesthetic qualities were very different.

In another response, the submitter provided
information on the production process and enamel
properties that imply inertness and durability of
enamel. The submitter informed of an ongoing R&[

Iy

A\

programme to sell enamels without heavy metals gnd

that consider the marketing of this whole new raisg
considered for 2016-2017. According to informatior
gathered from enamellers, about 20% of the

112
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Response

production remains in stock every year. About 7G%
jewelry in this production is sold in the EU and@s
sold in export markets. Sales were claimed to remai
generally local. Imports were said to be difficalt
asses, however foreign enameled jewelry is very
rarely seen. The material "enamel", crystalline
material which is only worked on pure metals (red
copper, sterling silver and first quality gold), sveaid
to have a cost of production which remains
unattractive for wholesale jewelry manufacturers/

producers. Three drawbacks were listed in connectio

with the use of lead-free enamels, namely poorwol
palette, different fusibility from one colour to@ther

and a dull colour. The definition of enamel usethia
French Decree Law (Décret n°82-223 du 25 février
1982) was suggested to be used in the opinion and
solutions for the potential derogations were prepos

O

The ECHA Secretariat contacted the submitter of the

comment also to clarify the availability of leaddr
crystals on the market. The submitter of the commg
in his response claimed that even if the formutetio
of so-called lead-free crystal respect the critestigch
gualify the product “crystal glass” (with the dewgsi
and refractive index), other representative pararaet
differ and bring difficulties which couldn’t be
resolved until now. These are:

1/ A difference regarding the optical properties
The use of lead raises the dispersion charactebyed

3%
>
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the number of Abbe. For a given refractive inde, t
presence of lead decreases a lot the number of Ab
and so increase the dispersion. This chromatic
aberration comes from the decomposition of light i
several color stripes which make the visual peroap
of lead crystal.

2/ Difficulties with Coloured Crystal

Some colours got with lead crystal couldn’t be ¢yac

duplicated, including the famous ruby colour got by
the incorporation of gold. This ruby colour got lwvit
this precious element (gold) is different from athed
colours and is particularly linked to the premium
product made of lead crystal.

At last, the redox state of lead crystal enablgetio
some specific colours by adding multivalent elerae

3/ Fabrication of lead crystal in respect of thiecdl
Standard for the European Community.

The Standard for the European Community
69/493/EEC defines precisely the categories of
“crystal glass” and the French factories produagenr
the name “Crystal” only products from categories 1
and 2, which means with lead. Lead in Crystal
(Category 1&2, i. e. "full lead crystal” and “lead
crystal”) has 1 major benefits for jewellery: it
facilitates cutting and polishing cold, which isjora

be

[
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Germany / Industry or
trade association

restriction of the use of lead and lead compounds i
jewellery in order to protect consumers. We further
agree that EU-wide limits are the appropriate
protective measure, as they support competitioa of
clearly defined and harmonised basis.

Therefore we welcome the draft opinions of SEAC
and RAC as an improvement on the original Frenc
proposal. The industry’s main concerns have been
acknowledged and, at least in part, influenced the
committees’ opinion.

Ref Date Comment Response
Country/Org./M SCA
for rings for instance.
43 2011/05/25 Identical with comment Ref.39. Identical with reape Ref.39.
France / Industry or
trade association
38 2011/05/25 10:53 The Association of Gablonz Industries fully suppat

I

—

We patrticularly welcome that:

. the commission acknowledges the difficulty
of isolating parts of jewellery for migration tewgiand
the need to adjust and simplify testing methods.

. the measurement unit is based on weight
rather than surface.

. the maximum lead content in jewellery is to
be adjusted.

. the implementation period is to be extende(
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Comment

Response

Generally, the adjustments make the restrictidead
in jewellery at least technically, and thus theicedly,
feasible. However, we are concerned that it willha
far-reaching implications for the competitivenegs o
the market, down to jeopardising the existence of
many companies. Therefore we request that the
following suggestions be considered and certain
elements be adjusted or more clearly specified:

1. The changeover from the materials current
used in the industry to those that are lead-free as
defined by the regulation will involve a considdeab
increase in costs. So-called lead-free tin alltys,
mention just one product, are significantly more
expensive than the alloys currently used.

yEvidence given in the Dossier suggests that inergaprice related to
the use of lead free alloys is not disproportionate
In any case price of lead alloys has also increbgesimilar magnitude.
There has been a general rise in prices of allmaterials, and this is
not restricted to lead-free alternatives.

To illustrate the implications for the industtiie
following list shows the development of the pride o
pure tin at the London Metal Exchange (LME):
EUR/to (month/year): 8.925,61 (04/09), 10.448,96
(08/09), 10.662,32 (12/09), 13.967,42 (04/10)
Other key components of alloys are silver and
antimony. Since 2008, the price of antimony, preseg
in tin alloys in a proportion of between 1 % and%.
has more than trebled. Silver, which constitutesoup

2 %, will make alloys even more expensive.
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Lead-free casting metals have different working
properties. The use of these metals will resudt in
further rise in costs. Casting moulds will detesier
much faster or have to be replaced from the start b
moulds made of other, more expensive, materials.
Also, production steps will have to be re-organised
and carefully separated. The slightest contaminatig
such as might be caused by the use of the sang tg
or equipment for lead-free materials and those
containing lead (as defined by the regulation), lfou
lead to non-compliance.

Increase in costs arising from such changes in iwgnbractice were
taken into account within the sensitivity analydeveloped in the SEA
analysis of the dossier. This indicated that castie not
disproportionate.

ol

Moreover, the alternative materials do not méeifa
the quality demands placed on them by the consun
Adjustments to the composition of alloys, for
example, will affect the quality of the surfacesg|
the accustomed filigree quality will not alwaysdigde
to be achieved, and there will be considerable gbsi
to the malleability and stability of the pieces ol
experience, such issues meet with adverse reacio
the part of customers. For this reason we arepdttat
mildly — unconvinced as to whether the markets wi
accept this change in the products, particularigesi
they will be accompanied by a rise in prices.
Considering these issues, we would like to sugtpes
following:

In introducing a restriction of the lead content in
jewellery, it will be necessary to give both magket
and manufacturers a chance to assess all the

There would appear to be at least some evidentéetdfree jewellery
nes widely available and accepted by consumers.dfad to the contrary
has not been offered during the public consultation

implications and accept the consequences of the n

ew
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Date
Country/Org./M SCA

Comment

Response

regulation. We suggest an initial maximum lead
content content of 0.1 % after an implementation
period of three years.

2. The ECHA committees recommend delayir]
implementation by 12 to 18 months. Jewellery
produced 50 years or more before the date mentio
in the restriction is to be exempted.

This recommendation is a considerable improvemse
on the original proposal, however we consider the
implementation period to be far too short. The odte
stock turnover of finished jewellery pieces is wasll
excess of one year. Furthermore, stocks of raw
materials and semi-finished products would haveet
considered, most of which do not comply with the
new regulation. These supplies were purchased or,
produced with a view to the long-term. A short
implementation period would mean that existing ket
would neither be able to be used nor to be sold,
rendering it virtually worthless.

g

hed

nt

DC

For these and other organisational reasonsngl&di
the complex interwoven structure of the German
fashion jewellery industry, the companies will riqu
a considerably longer implementation period to sid]
to the new legislation. We consider a period oé¢hr
years to be feasible. The sale of nhon-compliant
jewellery products and components manufactured
before the commencement of the restriction shoeld
permitted. Existing stock sold after this periodajhi

e

be labelled accordingly.
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Response

3. We also request that certain elements in th
draft opinion be more clearly defined, in order to
allow for a successful and workable implementatio
by the industry, coherence with other EU legislatio
and a high level of protection for consumers. We
therefore recommend that the final version of the
legislation should ensure that testing is carriedom
the entire piece, including the plating. Additidgal
the term “wet test” should be defined in more detai

—

4. Finally, the question remains: how rigorous
will imported goods be controlled with regard to
compliance with the new legislation? Experienclste
us that gaps resulting from a failure to enforce
stringent controls will be exploited, putting Eueam
manufacturers of fashion jewellery at a distinct
disadvantage.

We would appreciate it if you would include our
concerns and suggestions in the decision-making
process for the EU-wide legislation on lead in
jewellery. We are convinced that they will not be t
the detriment of the consumer.

ly

36

2011/05/24

United Kingdom /
Individual

While | understand the worry over children
consuming lead in any manner, it is absurd toicgstr
fine enamel jewellery in this sweeping proposaluY(
are trying to remove a small problem by removing
everything in a single gesture. The work of Fahrige
Lalique and Cartier would not be permitted undeairy
crazy rules. As a fine enamel jewellery maker

(working in Gold and Silver) | object most strondgdy

It is proposed to introduce an unlimited exempfimrvitreous enamels.
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cannot be ruled out. According to the draft SEAC
opinion information of lead in crystal was subnitte
in the public consultation. Migration of lead from
crystal was reported in a magnitude of 0.082
lead/cm?/hr and 0.216g lead/cm?/hr. It is stated
SEAC has no information whether or not these ma
typical migration rates. Therefore, we recommend
base the restriction on total content of lead dtage

Ref Date Comment Response
Country/Org./M SCA
this proposal and wonder if it can even be
implimented to exclude the small problem for clelalr
- without also removing fine works of art in &ke.
35 2011/05/24 Comments on behalf of the German CA:
1. We do not support the derogation for “Full Lead | An exemption on lead crystals is proposed alsberfinal opinion of
Germany / Crystal” and “Lead Crystal”, because migration sate SEAC as evidence of a significant health impadeaél exposure from
MemberState above the determined critical level of 0@ cmz/hr | mouthing or ingestion of crystals has not beengrtesl. SEAC has no

y be
(o]

on migration rate as proposed by RAC.

information on whether or not the migration ratested from the tests
on two specific items may be typical migration sate
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Ref

Date
Country/Org./M SCA

Comment

Response

2. We already commented in the RAC process e
wording of the restriction has to be changed ireord
to clarify unambiguously that the lead content oas
be measured in coating material as well as in the
subjacent material. This problem persists withtéxe
proposed by SEAC. We doubt that it occurs to the
enforcement authorities — who face the restrictigo,
but not the background document — to scratch eff t
coating and analyze the subjacent material, edpeci
since everyone is happy to have a non-destructive
method of analysis (XRF). Anyone, who is not
intimately familiar with the issue of lead in jevesly,
will probably assume that the problem is associate
with the uptake of lead via the skin or abrasiod an
maybe subsequent ingestion. It needs a certairede
of imagination to think of a child chewing off the

coating of a piece of jewel and sucking on the niglte

underneath.

Therefore, we herewith like to repeat our proptsal
change the restriction text. RAC declared that itat
responsible for sampling and sample preparatioro
is responsible? And who ensures that this person i
informed accordingly? Does SEAC recommend to
analyze the material underneath the coating? Or a
there cost-benefit reasons that prevent SEAC from|
recommending this kind of analysis?

supply chain.

Wh

192}

[€

[ Further Guidance is not relevant for the SEAC apinWhether it is
relevant to analyse the material underneath théngpar not depends o
the specific jewellery and the control systemsldistaed through the

=}
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Ref

Date
Country/Org./M SCA

Comment

Response

3. The derogation for jewellery articles morent5®
years old is not enforceable, neither for cadmiwm n
for lead. Usually, the jewellery articles are radtelled
with the date of manufacture and it will hardly be
possible for the enforcement authorities to primae t
an article is younger than 50 years.

Actually this exemption clause is only relevantifoported jewellery as
jewellery placed on the market before the end efttansitional period
is exempted anyway. In real life this is up to émforcement authoritieg
to enforce. This will be done in relation to thecamstances of which
the jewellery is sold.

4. We appreciate that SEAC proposes a defindfon
the term jewellery. However, we would like to exder
this definition on the grounds of case reportsdcite
the background document. It should be ensured th
the definition does not only comprise necklaces,
bracelets, chains, anklets, finger rings, earrangs
other body piercing jewels, but also, e.g.,

. pendants, e.g., for cell phones, zippers, key
shoes, bags, pencils etc. (used, e.g., for promotio
purposes),

. any ornaments, buttons, rivet buttons,
tighteners, fasteners etc., when these are used in
garments and might be subject to mouthing.

Up to now, we do not see that the definition inelsid
these applications. There is a high risk that théasds
of articles are made of cheap material and, thezgfo
there is a high risk of a high lead content. Initolal
respective cases have been described in literature
Therefore, we propose to extend the definition,
although, it differs from the wording in the cadmiu
restriction.

N

dt is not possible for SEAC to propose extensidinthe scope.

The list of objects mentioned in the opinion isom exhaustive list.
Cufflinks is given as an example of jewellery. SEAC

Considers that some tighteners, fasteners cargbeded as jewellery
and thereby covered by the restriction.
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Ref

Date
Country/Org./M SCA

Comment

Response

5. According to the restriction proposed by SEAC,
wrist-watches will be considered jewellery articlgs
should be clarified whether the maximum lead
concentration will apply only to accessible pasisch
as the outer casing and wristband) or also tonater
mechanical or electronic parts of wrist-watches. If
internal parts will be required to conform to tead
restriction, it should be assessed what impacssahi
have on risk reduction and compliance costs as no
such assessment appears to have been made so f
watch internals.

It is proposed to exempt internal parts of watches.

ar fo

34

2011/05/20

United Kingdom /
Individual

| am a self employed trained enamellist workingwi
glass fused to precious metals. This is a highijesk

art form and has taken many years of learningdolre

the distinct level | practice in. This type of erellimg
is very expensive and is only practiced by a small
number of specialists to make beautiful jewellaryg a
art objects for the high end of the retail markate
cannot sell our work because of the lead content a
whole history will be destroyed and many self
employed artists will be unemployed with all the
consequences that will bring. This directive is too
wide ranging and should not apply to this speadlis
area.

h

An exemption for vitreous enamels is proposed.
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Austria / Company-
Manufacturer

compounds in jewellery in order to better protect
consumers from lead exposure. We further agree t
EU wide limits are the appropriate measure as they
support competition on a clearly defined and
harmonized basis.

In this regard, we welcome the draft opinion by the
Socio-Economic Analysis Committee (SEAC) as af
improvement of the original French Government
proposal. It seems that the industry’s main corgerr
have been acknowledged by the committee and
influenced the final opinion accordingly.

In particular, we welcome that:

(a) the SEAC acknowledges the difficulty of isabati
parts of jewellery for migration testing and thedéo
adjust and simplify testing methods;

(b) the measurement unit is based on weight rathef

than surface;

(c) the proposed restriction limit is set at a leve
which is feasible for industry to measure.
Although, these changes have greatly improved th
original proposal by the French Government, we
believe that certain elements in the draft opinion
should be clarified in order to allow for a sucdaks
and workable implementation by the industry,
coherence with other EU legislation and a highllevg

Ref Date Comment Response
Country/Org./M SCA
33 2011/05/20 We fully support a standard for lead and its

hat

(D

14

of protection for consumers:
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Ref

Date
Country/Org./M SCA

Comment

Response

(a) Watches should not be included in the scofibeof
restriction. The level of lead in watches is alyead

regulated under the Directive on the restrictiothef
use of certain hazardous substances in electnckl g

electronic equipment (Directive 2002/95/EC - RoHS$).

An overlapping regulation for watches would lead t
incoherence and confusion within EU law.

Internal parts of watches are proposed to be exaimpt

o]

(b) A derogation for full lead crystal and leadstat
is in our view not necessary as alternatives exist,
which are already used by the industry. In thigrd,
we have developed a type of “crystal glass” (catr 3
4 as defined in Annex | of 69/493/EEC Crystal
Directive) with no intentionally added lead (wih
lead content well below 500 ppm), that meets all
optical and visual characteristics of “full leagstal”
(cat. 1 as defined in Annex | of 69/493/EEC), which
was certified by the Fraunhofer Institute ISC. This
crystal glass is in compliance with the proposed
restriction, contributing to a higher level of canser
safety.

Thank you for the information. A number of orgatias have claimed
that lead free crystal glass with the required prtgs is not available.
Even if “Crystal glass” (cat. 3 or 4 as definedhimnex | of 69/493/EEC
Crystal Directive) with less than 0.01% lead, timatets all optical and
visual characteristics of “full lead crystal” (cdtas defined in Annex |
of 69/493/EEC) as well as ISO IWAOQ8 is availabletfee same price,
these organisations maintain that lead increagedifipersion of light in
crystal glass which influences the visual perceptiblead crystal.
Furthermore, it is claimed that some colours cabeatxactly
duplicated. Therefore SEAC maintains the unlimdedogation for
“Full Lead Crystal” and “Lead Crystal” in its opon..

(c) Concerning testing, we ask SEAC to clarify the
following:

() the final legislation should ensure that tegtis
carried out on the entire piece including the plati

SEAC has not altered the view of RAC to base tk&iotion on
jewellery and any parts thereof.

(i) XRF machines need to be carefully calibrated i
order to produce reliable results. Hand-held XRF
machines are difficult to calibrate and therefditero
lead to uncertain results. Additionally, the tenret

It is not up to SEAC to consider practical guidanogesting.
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Ref

Date
Country/Org./M SCA

Comment

Response

test’ should be defined more in detail.

Secretarial note:

The ECHA Secretariat contacted the submitter of t
comment to obtain further data on the crystalsimse
jewellery, to obtain information on the market e&dl-
free crystals (EU and imports), price difference
between leaded and lead-free jewellery, and
accessibility of European glass manufacturerseo tt
lead-free crystal glass. Part of the response was
claimed confidential. As regards the availabibtfy
the lead-free crystal to other companies on thketa
the submitter of the comment clarified that some of
different glass formula for lead free glass are
registered as a patent. There are at least foangsat
for manufacturing lead free glass with a high
refractive index of >1,545. One of these patenss hg
expired and can be considered as state of thévaot.
other patents have currently expired in various EU
member states and one of them will expire comple
by February 2012. Thus, small companies should
able to produce lead free crystal glass with a high
refractive index of >1.545 without violating patent

tel
e
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Spain / Industry or
trade association

Ref Date Comment Response
Country/Org./M SCA
32 2011/05/20 DRAFT OPINION

1) We agree with the restriction criteria estaldishy
the SEAC to limit Pb content to quantities not

exceeding 0.05 % by mass in any part of a jeweller
article

2) We takes that the criterion of “any part” otigh
be much more concise, establishing the biunique
correspondence that exists between “jewellerylartiq
part” and “homogeneous material”

t individual components.

In a footnote to the proposed restriction it iscifed that “Any part”
includes the materials from which jewellery is maale well as the

3) We believe that the criterion is defined very
accurately in our document

(http://observatorio.aimme.es/proyectos/ficha.asp?|
10199), Annex |, page 45

i Therefore it cannot be separated from other diffengaterials by

Our understanding is that any parts include homogematerial as
defined in the cited document: Uniformly composeaterial in all parts,

mechanical means.

4) When semiprecious stones (code CN 7103) are
excluded, the fact that natural stones and ndicaati
ones are being referred to must be specified. The
artificial stones are included in CN 7104

This is done by specifying that the exemption do@g apply to non
synthetic or reconstructed precious and semiprecstanes.

5) It must be made clear that the restrictioss al

affect artificial pearls

Unnecessary as pearls are not mentioned in thdlggywexempted in
the proposed restriction.
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Ref

Date
Country/Org./M SCA

Comment

Response

JUSTIFICATION FOR THE OPINION OF SEAC
A) INTRODUCTION

The Pb-release criterion given by the RAC (0.05
pa/g/hr) is confusing. The key question is: Pangr
of what?

If, like the SEAC, it has indicated that it is ‘pgtam
of any part’, our view is that it is very importahtat
the established criterion are fully clarified:

a) ‘Per gram of metal’ is an unacceptable proposal
b) ‘Per gram of alloy’ would be an acceptable
proposal, but if applied to Definition 3.41 of the
REACH regulation

c) ‘Per gram of homogeneous material’ is the most

acceptable proposal because it distinguishes batwee

the various parts that can make up a jewel

- Base alloy

- Solder

- Coatings

- Decorative parts

Other EU legislations aimed at restricting certain
hazardous substances, such as the RoHS Direative
out the same considerations: ‘FAQs on RoHS and
WEEE Directives’

In the case of coatings, Pb can be found:

- As part of an intermediate coating within a semge
of coatings: white bronze alloy (Sn-Cu-Zn-Pb) uasd
an alternative to Ni
- As an external solderable coating: Sn-Pb or Sn-Pb
Cu alloys

(D

(72}

It is considered to be per gram of homogenous tadteither as alloy

or any other part.
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Ref

Date
Country/Org./M SCA

Comment

Response

- Forming part of the enamels or the varnishes and
paints (pigments and drying agents)

As for the non-existence of a testing method to
simulate the migration conditions for Pb in contact
with the saliva, this statement is not accurateabse
there is an EN standard that does replicate it1&DI-
10271 “Dental metallic ma terials. Corrosion test
methods (Static immersion method)”

We consider that this test's conditions are muchempNot up to SEAC to consider.

representative than those established by EN 71-3 fo
toys

B) SCOPE

We agree with the SEAC analysis on the Canadian SEAC did not perform an analysis of the Canadigislation.

legislation. However, we believe that this analysis
suffers from a notable absence that has an impact|o
its conclusions:
- Total Pb, as the % by mass of Pb contained in the
entirety of the affected homogeneous material. The
permitted threshold value is 0.06 %

- Migratable Pb, as the % of Pb that is releaseach fr

14

the homogeneous material on contact with a solvent.

The permitted threshold value is 0.009 %

In our opinion, the SEAC should take both criteria
(Total and Migratable Pb) into equal consideration
The value of 0.05 % proposed by the SEAC,
established for the migratable Pb and without
restrictions for crystals, stones or pearls, cinddrery
much in keeping with the General Product Safety
Directive (GPSD) and its Article 1.2 provisions, in
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Ref

Date
Country/Org./M SCA

Comment

Response

accordance with the ‘Precautionary Principle’ thag
based on

C) RESTRICTIONS

We not fully agree with the SEAC analysis. As
indicated, we take the view that the evaluation to
conduct must be double:

- Total Pb

- Migratable Pb

In this case, a much more accurate and rigorous
approach would be to evaluate migration in terms ¢
pg/cm2/week, as established by EN ISO 10271 (S
immersion test)

The application of preliminary corrosion and wear
tests (EN 12472) is also significant, especialihd
problem to be evaluated is masked by other Pb-fre
coatings

We pay special attention to the evaluation by s@fal
area (cmz2) in the projects that have been undertaki
in recent years.

nf
atic

D

D) IMPLEMENTABILITY

When the draft is published, its text must clearly
define the differences that exist between the vario
homogeneous materials:

a) Base alloys

b) Solders

¢) Coatings (white bronzes and tin-lead)

When the jewellery has a multilayer sequence of
coatings, and if the thicknesses are apprecidieg, t

Jewellery may have so many different forms etc ithdes not seem
possible to include such differences in the legail. t
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Ref Date Comment Response
Country/Org./M SCA

can have a masking effect on the base alloy or the
soldered parts that hides the presence of thed3b th
contain.

G) TESTING
The SEAC’s opinion needs to be refined. The XRF, Information from enforcement authorities indicatiest XRF can be
used as a non-destructive method, is only relitdsle | used as a screening method.

jewellery items in their raw state (without coashg
Given that it is a superficial analysis techniquih a
penetrative capability of just a few pum, the presen
of coatings massively distorts the results obtained
For ‘macro’ situations (when the presence of Pb faf
exceeds a content of 0.2 % by mass) the EDXRF i$ a
very accurate technique

For contents lower than 0.2 %, and particularly at
around 0.05 %, support from other techniques sach a
ICP-OES it's necessary

To evaluate the level of Pb migration in relatiorits
surface, we take the view that the EN 7-3 tesbts n
suitable and the static immersion method (EN-ISO
10271) is more representative

As for the method for calculating the surface avea,
are developing more reliable alternatives than the
purely metrological ones described by EN 1811

H) ENFORCEABILITY
We fully agree with the analysis conducted by SEAC
in relation to the limitations apparent in the o$¢he
XRF
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Ref

Date
Country/Org./M SCA

Comment

Response

In any event, we are of the opinion that a perib@ o
months from the publication of the proposal woutd
appropriate

e

[) FINAL NOTE

Many of the comments made have referred to
document “Toxic metals in jewellery” which is the
2010 report on the multi-annual project

We believe that all the reports resulting from thes
initiatives will undoubtedly be of interest to the
SEAC. We remain at your disposal to provide you
with these reports and we are open to any future
collaboration

31

2011/05/19

United Kingdom /
Company-
Manufacturer

Vitreous enamel is a component of a large percent|
of product manufactured by Toye Kenning &amp;
Spencer.

We have specialised in the production of product ir
this niche market for many years.

We have monitored the health, along with the cdnt
of lead in the blood of the employees involvedhe t
production of this product over decades and have |
detected any levels higher than those normally
encountered.

Thus, we feel that a restriction in the use of the
finished product is unnecessary

A restriction in the use of lead compounds would b
catastrophic to our business if it was applied. We
would suggest that vitreous enamel could be exem

1%
=)

no

pt

from this restriction.

aly is proposed to introduce an exemption for vireenamels.
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Ref

Date
Country/Org./M SCA

Comment

Response

30

2011/05/19

United Kingdom /
Individual

I would like to urge that enamel on jewellery bedma
an exception. It would be impossible to determm th
actual weight of lead in a piece of jewellery bessau
enamel is usually applied thinly, and enamels difie
the amount of lead they contain. Although unleade
enamels are available they do not provide the sam
range of colours and effects that are able to be
achieved with tradional enamels. | would therefore
propose a total exemption of enamelled jewellery

from this ban, based on the two points that enauel|

jewellery is an historic art form, not a sourcenss
market jewellery and that production of enamelled
jewellery is very small and aimed at a niche marke

D

It is proposed to introduce an exemption for vireenamels.

28

2011/05/16

United Kingdom /
Industry or trade
association

I am writing on behalf of the British Society of
Enamellers about a proposed EU directive banniag
production and sale of jewellery that has been
enamelled with lead bearing enamels.

We are asking that enamelled jewellery be exempted

from this directive. We argue that only a small amo
of enamel is used on a piece of enamelled jewellen
and that the production of enamelled jewellerydasyv
small, compared to mass market jewellery that dog
not contain enamel. Therefore the likelihood oh#dc
dying from eating enamelled jewellery is extremely
remote.
A limited number of lead-free enamels that reaeh tk
quality if lead-bearing enamels are already avidlab

<

and more are being developed. It will therefore be

It is proposed to introduce an exemption for vireenamels.
th
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Ref

Date
Country/Org./M SCA

Comment

Response

very difficult to tell which pieces of jewellery ntain
lead-bearing enamels and which ones are lead-fre
making the directive very hard to enforce.
Enamelled jewellery is an historic craft and hasypd
a part in the development of European art for
centuries. It is unthinkable that the high qualigms
produced in this area should cease.

1%

Secretarial note:
The ECHA Secretariat contacted the submitter of the
comment to obtain further data on the enamel
jewellery market segment, content and role of iead
enamel, migration of lead from enamel jewellery,
alternatives to the enamel in the enamel jewellery,
applications of leaded and lead-free enamels, gapo
for an appropriate definition of enamels and for
appropriate derogation.

The response to the follow-up questions explained

- the structural importance of lead in jewellery
enamelling,

- that leaded enamels are slightly more expensive
than lead free enamels, that lead bearing enamels
are essential to the practice of making precious
enamelled jewellery,

- that precious enamelled jewellery comprises a
very small part of the overall jewellery market,
that precious enamelled jewellery can be
distinguished from mass market enamelled
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Date
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Comment

Response

jewellery by its price and venue of sale,

- that mass produced and mass marketed precig
enamelled jewellery could possibly be made jus
as easily using lead free enamels because thes
pieces incorporate only one or two colours at a
time (also lead free enamels burn out after a fe
firings and therefore cannot be used in unique
pieces based on complex designs which requir
many firings), and

- that the historic and contemporary role of preci
enamelled jewellery makes a strong case for it
exemption, since lead bearing enamels are, at
time, essential for continuance of this important
art/jewellery practice.

us

D

>E

W

4%

DUS
S
this

26

2011/05/16

United Kingdom /
Individual

| think that this idea has been instigated by théedd
States. Lead has been taken out of US enamels -
replacing it with other heavy metals - since thase
of poorer quality from more traditional enamelg)\th

are at a disadvantage commercially. Leaded enamels

have been used for centuries and as far as | kinew
only risk to people is in their application by reak if
sensible precautions are not taken. If this r&gin is
put in practice, what about lead crystal glasswiaaé
people actually put in their mouths? This restictis
another nonense.

t

It is proposed to introduce an exemption for vitl@enamels.

25

2011/05/16

United Kingdom /

I would like to see lead banned in all types of
jewellery
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Country/Org./M SCA
Individual
24 2011/05/16 This piece of legislation will lead to confusioroand | It is proposed to introduce an exemption for vitl@enamels.
the use of enamel in Jewellery. The proportioteat
United Kingdom / used in enamelling is small but does vary from @plg
Individual to colour. It would be very difficult for the inddual
crafts person using enamel to be able to spea#fy th
exact proportion. | would like to see a derogation
applied to the use of enamel in Jewellery in the me
way as applied to lead crystal.
23 2011/05/15 | fail to see how the enamel in jewellery can cause| It is proposed to introduce an exemption for vireenamels.
harm to anyone. Enamelled jewellery has been made
United Kingdom / for 1,000's of years, look at the stunning enardelle
Individual artifacts found at Sutton Hoo, they are one of the
greatest treasures in the British Museum, and tyisit
museum's in Limoges, France. This is an exacting
skill which needs to be supported, not ‘banneds |
an historic art form, production is very small, leac
piece is unique and is aimed at a niche marketanof
source of mass marketing.
22 2011/05/15 As a professional jewellery designer maker and It is proposed to introduce an exemption for vireenamels.
enameller, | am extremely concerned about this
United Kingdom / proposed ban. Banning lead from enamel would
Individual destroy our profession and an ancient craft thigtsda
back to pre-Roman times. Lead is essential in ehaine
to give true clarity and beauty to enamel (vitreous
glass fused to metal). Unleaded enamels are ndinea
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Response

as beautiful or have such lovely colours as leaded
ones. Drinking from leaded glass has no healtlsyish
so why the proposed ban on lead in jewellery? The
is no scientific reason for this. It would be cnivai to

ban the manufacture of leaded enamels and thagse
of jewellery containing such enamel. It is legisiat

gone mad. Please do not implement this proposal.

21

2011/05/13 22:12

United Kingdom /
Individual

| note that the wording of the proposed legislation
makes no mention of vitreous enamel jewellery but
does mention leaded crystal by way of derogation.
believe that clarification/derogation for vitreous
enamel work needs to be added to avoid any
confusion. Most enamels are now unleaded but the
are some colours which are not possible without th
addition of small quantities of lead.

I have calculated that the percentage weight of the
enamel on typical pieces is of the order of 0.08% t
0.15% of the final piece. Given that not all of the
enamels used are leaded and the percentage ohle
the leaded ones is quite small, then all enameilsite
would be well within the limits proposed in the
legislation.

My concern is that enamel jewellery will be arhitisa
banned from sale based on ignornce,
missunderstanding and the inability of most maker

It is proposed to introduce an exemption for vireenamels.

A

=

e

D

U7

prove their products to be compliant.
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20

2011/05/13

United Kingdom /
Individual

I would like to comment on the use of leaded enanj
on pieces of jewellery, which | assume would be
included in this restriction. Please exclude lelde
enamels from this restriction, it is a leaded glass
similar to leaded crystal and there is no clear
indications that enamel jewellery poses any health
threat. Enamelled jewellery is a specialist afea o
work and those of us who work as enamellers wou
be badly affected by this restriction. Enamelbmes
not unaware of the potential threat of lead torthei

health (as we regularly handle leaded enamels and

adopt safe working practises such as using ename
either under water, or wet, until fired in the kibr

d

Is

using extraction and masks if using dry enamel)Some
enamellers concerned about lead have had blosd fest

which have indicated no unusual raised lead lawelg
their blood. It would also be very difficult tolcalate

whether a piece of enamelled jewellery was over of

under the restricted limit proposed and suggest thg
exempting it would be best way forward. Please,
please, do not ban the use of leaded vitrious ehiam
jewellery.

e

dt is proposed to introduce an exemption for vireenamels.

19

2011/05/06

Switzerland /
Company-
Manufacturer

France proposed one year ago a restriction onaeeg
its compounds in both precious and fashion jewgllg
intended to adults and children.

The Company fully agrees with this issue especiall
concerning children exposure. As only jewellery eve
concerned (no mention of watches in the propositig

=

<

=

n

of France), the Company did not contribute to the

] Internal parts of watches are proposed to be exanpt
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public consultation. We were surprised to note that
wristwatches were added later on by SEAC in the |
of articles concerned by the restriction. As the
wristwatches are also in contact with the skirs thi
addition is an evidence but a distinction should be
made between the wristwatch case and strap whéc
in contact with the skin and the internal composent
of the said case. These ones are indeed inaceessil

is

har

O

Concerning the wristwatch cases and straps, the
Company already fulfils the 500 ppm limit. Our
specifications were set a long time ago according t
international legal requirements and voluntarilgdxh
on a stricter level. It is indeed of our prioriti@s
protect the consumer from such exposure.

For both mechanical and quartz watches and
concerning the internal components, we admit that
part of them contains lead at a level exceeding 50(
ppm. But these components are inaccessible :

. The case-back is tightened in our factory
using a specific tool.

. The water-resistance of the complete watch i

tested to a pressure corresponding to at least 50
meters.

. Our watches are designed to be shock-
resistant.
. Even the smallest watch of our catalogue

would be very difficult to ingest knowing that the

minimum diameter is appr. 36 mm without the straj

O
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Thus, the exposure to lead with internal compaien
only possible if the case is opened with a spetuiod
before ingestion. This can only result from an
abnormal use. Finally, contrary to jewellery aggl
which have only a decorative function, watches ha
decorative and technical functions (at least inthca
of time). To implement the latter, specific matkyia
are needed and some of them should contain lead
technical reasons. For some of them, no immediat¢
substitute exists. Further developments shoulldostil
carried out to find a solution.

Ve

for

v

Concerning quartz watches only (mainly 95% of th
international market), the SEAC issue does not tak
into account that they are already covered by the
European Directives 2002/95/EC RoHS and
2002/96/EC WEEE.

11

(7]

They restrict lead to 0.1% w/w of homogeneous
material except for steel, brass and aluminium.
Considering quartz watches relevant from the new
legislation would signify that they should meet
requirements more stringent than other electronic
equipment, for instance mobile phones, which can
similarly be accessible to children.

The Company proposes to amend the restriction b
excluding the wristwatches from the list of catéger
or at least making a distinction between the esteri

and the interior of the watch which is, in a normsé,
inaccessible. The exterior, e.g. case, strap and

tighteners, could be considered in the restricfidre
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interior should not.

In the case of a restriction of lead for watch
components, the consequences for the Company
would be huge for our production by generating ve
high costs and investments but also for our
subcontractors located in Europe. Indeed, they all
developed specific equipments and/or processes f
manufacturing the needed components. Restricting
lead would signify the partial loss of an important
industry. These consequences are tremendous
compared to the expected benefits, namely the
reduction of non-existent risks of ingestion or
mouthing of internal watch components.

'y

18

2011/04/28

Switzerland/ Companyy;

Manufacturer

Swatch Group comments in the frame of the publig
consultation on the draft opinion of ECHA's
Committee for Socio-economic Analysis (SEAC)
concerning a proposal to restrict lead and its
compounds in jewellery in Annex XVII of Regulatio
(CE) 1907/2006 REACH.

=}

1. Reminder about the initial restriction propasal
According to the initial proposal of France, themaf
the proposal is to manage the risks of lead paigpni
of children resulting from the ingestion and the
mouthing of leaded jewels.

2. Swatch Group comments: The Swatch Group,

world leader in watchmaking, acknowledges the iss

pue
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of children exposure to lead and the need to régulg
the exposure of children to this substance. Thet&w
Group did not contribute to the public consultation
the Annex XV restriction report submitted by Frang
because this report was not considering wrist-wesc
as jewellery articles. Such a link was suggestet la
by the SEAC. The Swatch Group takes due note o
arguments put forward by SEAC, RAC and France
and leading to a very stringent restriction prophosa
also for articles which are not intended for clelur
and which cannot be ingested (risk of mouthing
activity of articles, including adult articles). &h
Swatch Group already has a very stringent polidi v
regard to lead. Regarding accessible components
wrist-watches, the 500 ppm limit proposed by SEA
for lead in jewellery articles is already fulfilldxy
Swatch Group. Internal specifications based on
international legal requirements applicable to Wwatc
or based on requirements set on a voluntary basis
the corporate level are equivalent or stricter i
limit. However some internal, not accessible watch
components, such as the movement or the dial, mg
some cases be composed of materials not fulfitleg
500 ppm limit, in particular brass. The present
wording as set in the restriction proposal by SEAC
implying a restriction of lead in internal compokten
of a watch. Such a restriction is not justified tioe
following reasons :

= @

f the

Vi
Of

Yy
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2.1. SEAC definition of watches as jewellery : By
taking watches as jewellery, SEAC is not taking in|
account the fact that adults and children quartz
watches are already covered by the European
Directives 2002/95/EC RoHS and 2002/96/EC WE
restricting lead to 0.1% by weight of homogeneous
material, except for steels (0.35% Pb), brass (44,
aluminium (0.4%). Following our estimate, quartz
wrist-watches make up 95% of all watches placed
the market in Europe, the rest being mechanical
watches. In our view, defining watches as jewellery
disregarding the fact that, contrary to jewellernyctes
which have a decorative function, watches are usin
many mechanical or electronic functions that regjui
the use of some specific materials for technical
reasons. In this frame quartz watches must be
compared with electronic equipments such as mp3
players or pagers, but in no way with jewellery tWi
this respect, SEAC definition of watches as jewglle
would lead to a twofold legislation pertaining éad
in quartz watches, which is not justified. Furtherm
this new legislation would not include a legal
mechanism enabling exemption requests, contrary,
the procedure as set by Directive 2002/95/EC RoH
Such a legislation would impose more stringent
requirements for quartz watches than for other
categories of electronic equipments, although thes
are similarly accessible to children.

We suggest as far as possible to use the samétidefias in the
restriction on cadmium. No need for a general extemmf wrist
watches has been identified — only for internatgdrike for other
jewellery it is the mouthing activities by childrémat give rise to
E&oncern.

Overlapping is not by itself a problem. The reqguiemts of both

legislations have to be respected. It would onlalpeoblem if the
poverlapping is conflicting, meaning that it wouldtibe possible to meet
both requirements at the same time.

—
o

S.

1)
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2.2. No risk associated with internal componefitse | Agreed
presence of lead in some internal components of the

watch does not represent any threat for consumers
health and its restriction is not necessary tolr¢he
goals formulated in the initial proposal by France.
Indeed a risk of ingestion or mouthing of an
inaccessible component of a wrist-watch by a dkild
non-existent. Our products must fulfill water and
shock resistance criteria. These criteria guarahise
children cannot access to the internal compondras|o
watch.

3. Proposals to amend the restriction : For thev@bo| Internal parts of watches are proposed to be exanpt

mentioned reasons, we ask to ECHA’'s SEAC to
modify the legislation project so as to : - notlite
wrist-watches in the definition of jewellery. Watch
straps, tighteners and wrist-watch cases could
however be included in the scope of the restri¢tien
it is the case regarding the nickel release in Anne
XVII of REACH, because Swatch Group
specifications for the materials of accessible
components are fulfilling the 500 ppm limit propdse

by SEAC. or at least - keep inaccessible components

out of the scope of the restriction.

4. Consequences of not taking into account Swatch
Group proposals : A restriction of lead in the

components of the watch movement would force
watch manufacturers to change their production
processes substantially, which would generate very
high costs and investments for manufacturers ohvat
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movements and consequently for the whole Europgean

watch industry. These costs would incomparably
exceed the expected benefits, namely the mitigatio
non-existent risks of ingestion or mouthing of misd
watch components.

]

17

2011/04/18

United
Kingdom /Regional or
local authority

The proposed regulatory action will improve thelwe
being of individuals in society, so the Birmingham
Assay Office supports the proposed legislatiorinhit |
the total lead content of jewellery and other psgmb
consumer products. We are pleased to see that the
proposal is a measure of content rather than mleas
which will mean greater accuracy and repeatalfidity|
testing.

16

2011/04/08

Germany / Individual

While the general aim and content of the restnictio | No explanation of why SEAC's justification for tleeexemptions is
sound reasonable, the justification of the excegtio | unconvincing.

(lead crystal, precious stones and articles placed
the market before [12-18] months) is not convincing
If lead in jewellery is considered a hazard, thHesse
excepted articles pose a hazard as well. Allowing

known and unnecessary hazardous articles to be put

on the market is in contradiction to the REACH
philosophy. Consequently, the exceptions should he
deleted. The exception for antiques (50 yearsaderdl
is reasonable, since antiques are normally not
frequently used by their owners so that the risk
potential is low.
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14

2011/03/31

Belgium /
International NGO

It is rather worrisome that it is taking so longpttase
out lead from jewellery. ClientEarth fully suppotte
elimination of all possible sources of lead inte th
environment and all possible sources of exposure {
lead. In this context we call for the restrictidriead
in ammunitions as large quantities of lead areassd
into the environment in Europe each year (40,00,
kg per year in EU-27; Hansen et al., 2004) from
shooting and fishing without recovery and this
unnecessary source of lead exposure must be stof
immediately. We welcome this restriction which,
unfortunately is being taken too late and we hbyé t
REACH is used to phase out other sources of lead
soon as possible.

o

DO

ped

as

Relevant competent authorities or COM may wishaiesider further
whether other sources of lead should be restrioheigr REACH.

13

2011/03/31
United Kingdom /
Individual

1 Test methods should be defined.

Not SEAC remit.

2 How can exempt untreated precious and
semiprecious stones be distinguished from non-
compliant treated stones? This will be a critiaaihp
for supplier compliance and enforcement.

This is a matter for enforcement authorities.

3 How is the 50 years age defined? By date of
manufacture?

It is defined by placing on the market. Matter émforcement
authorities.

4 | am concerned that non-compliant jewellery may
placed on the market by faking its age to falslyesgy
to be more than 50 years old. Guidance on how thi

age may be determined from an article (not merely|

Matter for enforcement authorities.
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documentation that could be faked) should be made
available. Once again its a critical point for
compliance that needs to be robustly defined to
withstand inevitable challenges
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