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	280
	2013/09/20 21:53

Sweden

International NGO

(A) (D) (E) (F)


	Comment:
From a procedural point of view, any opinion of the SEAC and the RAC are not necessary for this specific restriction proposal according to REACH. The mere fact Pb and its compounds are  classified as Reprotox Cat 1B and present in articles that may be used by consumers warrants for a fast-track restriction procedure according to Article 68.2 where a Socio-Economic Assessment is not necessary.
The scope is to be regarded as of limited impact for new sectors but will deliver equal treatment for EU producers and supply chain with production / imports for the same articles abroad.
The report further finds that the use of lead in different metal parts (made from alloys) in consumer articles is often unintentional, and has NO specific function but is rather an unintended impurity in the material, except for brass where it acts as a lubricating agent. However for this specific article, (brass) the industry concerned does not raise any technical hindrance for substitution of lead additives since proven alternative processes are available.
Substitution of lead in stabilizers for PVCs is technically feasible (Fatty Acids, Calcium or Zinc based stabilizers) and has been implemented by the EU industry.  There is a commitment by Vinyl 2012 to replace lead in PVC by 2015, so it will not have any impact on the EU PVC industry.
A reduction of compliance costs for the competent authorities because of synergies with the enforcement of the jewellery restriction and the 3 Pb compounds subject to authorization with sunset dates by 2015 is to be expected. This needs to be factored in the benefits equation of the proposal.
KEMI has concluded that the restriction would deliver overall health benefit (related to cognitive abilities as measured by IQ) 9 times higher than compliance costs.
The added value of “smarter human beings” cannot be monetised, but we would consider that it is beneficial for society and the well being of this planet. The report finds that between 5-18 % of European children between 6-36 months may be affected, but it also concerns children outside of the EU. Exposure can have severe and irreversible impacts on the development of children’s central nervous systems, which is not acceptable to tolerate in any case. Finally the proposal is in line with accepted principles such as the polluter prevention and pays principle.


	280
	2013/09/20 21:53

Sweden

International NGO

(A) (D) (E) (F)


	Comment:
ChemSec supports the Swedish restriction proposal on Lead and its compounds in articles intended for consumer use. We consider the Annex XV as a robust dossier justifying the restriction. We thank KEMI and the Swedish government for their engagement in environmental and human health protection.
Scope: Lead and its compounds are already restricted in various sectors because of its intrinsic hazardous properties i.e. EEE, Cosmetics, Toys, Food contact material, paints, fuels and packaging.
It is classified as Reprotox 1A, Acute Tox 4, STOT Repeated Exposure Cat 2, Aquatic Acute 1 and Aquatic Chronic 1. There are also evidence on mutagenicity and carcinogeniticity (IARC 2006) and lead acetate is classified as Carc. 2 according to CLP. Industry has proposed self-classification as Reprotox 1A (H360) “may damage fertility or the unborn child” and STOT Repeated Exposure Cat 1 (H372) “Causes damage to organs: the central nervous system and systems for reproduction”. It therefore qualifies as a group of Substances of Very High Concern (SVHC) according to REACH. On that basis 21 lead compounds have been proposed for listing to the candidate list as SVHC upon request by the European Commission.
Further REACH contains a restriction entry (no 63) for Lead and its compounds relating to jewellery articles, with a large scope which comforts that there is an unacceptable risk posed by Lead and its compounds which needed to be addressed at EU level. 
Specific Lead substances (compounds) have already been officially recognized as SVHC and have been prioritized for inclusion in the Authorisation List (Annex XIV): Lead chromate (EC No 231-846-0), Lead sulfochromate yellow (EC No 215-693-7), Lead chromate molybdate sulphate red (EC No 235-759-9) with sunset dates set for 21 May 2015.
The new restriction proposal constitutes an obvious complementary action to close gaps for other articles and in regards to imported articles containing those 3 lead compounds to the EU (which are not adequately covered by the authorization procedure under REACH). The proposed restriction will bring an even level playing field for the supply chain within Europe vis-à-vis non EU importers and manufacturers. It will also indirectly achieve human health and environmental protection at a global level. 
The same effect will be achieved for lead contained in paints, plastics, pigments or metal parts which are produced abroad and imported to the EU. Considering that about 72% of the targeted articles are imported to the EU from third countries, a broad restriction is indeed the most appropriate control measure.
The proposed restriction refers to articles “which can be placed in the mouth by children, and which are made available for consumers or intended for consumer use”. In order to cover all relevant articles we would prefer to cover all articles made available for consumers, i.e. covering also involuntary or not intended uses. It is established that Lead and compounds are non-threshold substance since the 1970ies, and that any exposure should be avoided in particular for children.
The scope of articles “intended for consumer use” may pose problems in terms of legal certainty, since it implies voluntary use and would not cover indirect exposure, with the risk of setting specific time windows of exposure assumptions depending on what would be a “normal use” of the article in question. A broader scope (“articles which are placed on the market”) would thereof be the preferred approach and would be in line with the scope of the authorisation scope. 
Further it has been established that harmful effects are caused by the lead ion itself. Considering the high amount of various compounds of Pb present in consumer articles, existing analytical methods are not fit for purpose to enforce the individual compound based restrictions adequately. 
.
The registration data of ECHA finds high volumes of use (up to 1 Million tonnes per annum) with following identified uses in articles within the EU:
AC 0: Other: Metal powders 
AC 1: Vehicles 
AC 2: Machinery, mechanical appliances, electrical/electronic articles 
AC 3: Electrical batteries and accumulators 
AC 6: Leather articles 
AC 7: Metal articles 
AC 10: Rubber articles 
AC 13: Plastic articles.
	
However no further specifications on precise use and information on “uses advised against” or “consumer use” has been provided by the registrants.
A focus should be brought to cover the uses registered in the EU where potential consumer use is expected. These concern uses as metal alloys, pigments and stabilizers in plastic but also clothes and interior decoration objects or furniture leading to multiple exposure routes and additive effects (cocktail effects). The ECHA registration information confirms the following uses of Pb and its compounds
- lead ammunition
- lead sheets 
- batteries and accumulaters (highest market share)
- electrical / electronical articles
- other metal articles (external lead sheet) 
- solder
RAPEX has also confirmed the presence of Pb and its compounds in non-food products pre-cited intended for consumer use. Presence in clothing, accessories and interior decorations have been identified with an average concentration of around 1% weight/ weight. Further the report contains robust data and representative samples of testing done by the Swedish Competent Authorities which confirm presence of Lead and its compounds in articles made available to consumers. 
Exemptions / review clause
The proposal for restriction will exclude keys, locks and music instruments which would be re-evaluated 5 years after entry into force. 
ChemSec would favor a review clause for these specific exemptions 2 years after entry into force in order to drive for substitution for the remaining applications and to be in line with the objective to prevent any additional exposure of Lead and its compounds.
The exclusion of keys may pose a gap in the aim to protect small children since it is recognized that they can play / chew on key rings / keys and because release potential is expected to be higher (abrasion through the use of the key and considering its high lead content). Despite the DTI 2002 study suggesting that the mouthing frequency for keys is rather lower than other objects,  one should consider that key rings also contain the highest average lead content (above 50.000ppm) in the tested consumer articles. 
It is not clear on whether the impurity threshold of 0,05% W/W would significantly affect the key / key rings manufacturing process. On this aspect the report states that there is an on-going work in the industry to substitute lead from the alloys used for keys. In order to drive ongoing innovation for substitution we would either prefer to remove the exemption (giving a strong signal to industry with a transition time of 2 years before the new entry will come into force) / or to reduce the revision clause to 2 years after entry into force.
Migration rates and exposure assessment
Although the report does provide solid background data for migration rates, uncertainties do remain in relation to exposure assessments: average mouthing time has been set at 15-20 minutes / day (which is not realistic for kids during their teething period and parents know that this involves rather intense biting for long time periods!). 
Migration scenario are based on 4h migration values that may constitute an underestimation if most lead migration occurs during the initial phase of migration. 
Wipe testing done by the Center for Environmental Health suggest that lead can be wiped off from vinyl through touching, which then is likely to get ingested by hand to mouth activity (additional oral exposure). 
Considering cocktail effects through multiple exposure pathways and emission sources ChemSec would advocate that worst case assumptions should be used, in line with the precautionary decision making process foreseen according to REACH, in order to safeguard a high level of human health protection. 
Further environmental exposure pathways have not been factored in this restriction proposal, but it is estimated by EFSA (2010) that exposure of lead via food, water and air is in the range of 1-6 µg/kg/bw/day. 
The actual baseline body burden of lead in children is estimated at 15-20µg/L in blood of children, which exceeds already the highest tolerable exposure with respect to the neurodevelopment effects of lead. Any source of potential additional exposure shall therefore be prevented. As a result we support the proposal since it will reduce the overall additional exposure and resulting body burden of man- made chemical cocktails in vulnerable groups.
The restriction report also highlights that targeted action in the waste recycling sector should be taken, as several studies (Weidenhamer and Clement 2007 / Fairclough et al 2007) indicate that lead waste material such as batteries (from cars) and solder materials might be recycled for downgraded use in consumer products with worrying (increasing) trends in volumes. The European Commission and ECHA FOrum should look into this issue.
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	2013/09/20 18:18

Belgium

International NGO

(A) (B) (C) (D) (E) (F)






	Comment:
The EEB and ClientEarth support the restriction of lead in articles proposed by Sweden. However, we would like to submit comments on the scope of the restriction and provide further evidence in support of the restriction.

	275
	2013/09/20 16:09

(A) (B) (C) (E) (F) (G) (H)




	Comment:
The German CA supports the approach to further extend the restriction of lead and its compounds in terms of consumer available articles that can be mouthed by children and thereby are a potential source for lead. 
We further agree that restricting the concentration of lead by weight to 0.05% will prevent the import of articles containing lead in a way it can potentially harm the infant brain. 
However, we want to mention some aspects that we see critical and where we would urge the Swedish CA to refine its reasoning:
On pages 13 (Part A.3.1), 84 (Part E.1.1) and 130 (Part E.5) it is stated that recycling and the increase in recycling efforts outside Europe might be a source of increased lead content in consumer articles. This is attributed in part to lower environmental and health standards in non-European countries. Two articles by Weidenhammer and Clarent are quoted. However, these only regard the use of recycled lead in jewellery (covered already by entry 63 of Annex XVII of the REACh regulation). Moreover, one link is provided leading to a French newspaper article, but this link does not work anymore, so we could not check for its content. In light of the fact that on page 84 it is mentioned that also in the Far East there are developments that push for elimination of lead we feel that a generalised assumption about potential increase of lead in consumer articles because of these recycling efforts – without supplying more relevant literature references – is very misleading. Therefore, we would like to ask you to provide further evidence for this proposed trend.
After all, substitution with non-lead technologies as well as recycling efforts may be expected to gradually reduce the amount of lead on the European market, also for consumer products (e.g. PVC products).


	
	
	Specific comment:
● Suggested restriction (A)
The rather broad approach of the wording concerning the proposed Annex XVII entry leaves room for many interpretations and might therefore enclose articles or individual parts of consumer available articles that are not originally in the scope of the restriction. We especially want to point out that a restriction should always add additional benefit to already existing regulations. In case of lead – where many specific regulations are in force already – another broad approach might not necessarily reduce the availability of lead. Furthermore, we think it has to be taken into account, that all broad Annex XVII entries might not only intentionally reduce the use of lead but might also unintentionally reduce the rate of recycling (plastic products, brasses, etc.) in the European community which clearly contradicts sustainability efforts.
The proposed restriction text defines “individual parts of articles” as “such individual parts of articles that are detachable, protruding or by other means accessible to be placed in the mouth by children”. In chapter E 1.2 it is explained why the restriction is not tied to specific materials in the article. It is reasoned that such a restriction is difficult to enforce, because it requires knowledge of where these materials are present in articles. It is not explained why the restriction does not apply to all or all accessible materials of the articles.
In terms of the limit value 0.05% which applies to “articles or individual parts of articles, which can be placed in the mouth by children” the wording of the scope of the restriction should illustrate that that it rather applies to chemically homogeneous materials/structures of articles/ parts of articles. For example, the limit value should apply to lead containing coatings alone and not to the complete article.
As we understand the restriction proposal it covers a wide range of articles including ammunition and lead-weights used for fishing. However, since there is no special discussion on alternatives for lead in ammunition in the dossier we would like to check if our notion is accurate. 
Musical instruments are exempted from the scope of the proposed restriction. According to the dossier stakeholder claim that lead-containing alloys are needed to maintain the acoustic properties, which cannot be manufactured from the lead-free brass varieties currently available. It is stated that musical instruments do not account for a significant share of children’s mouthing and therefore a restriction is not immediately warranted. 
While musical instruments might not be relevant under the aspect of mouthing by children under the age of 36 months, we think attention should be turned to older children and adolescent person. Usually children start to play brass instruments after second dentition. Brass instruments like trumpets, trombones and the like are played by touching the embouchure with the lips. This is done regularly. Usually daily practice is recommended. According to the dossier “the central nervous system is still under development well over a decade after birth” which means that children playing brass instruments may well be affected by the associated lead uptake. Since lead is needed for the acoustic properties of the instruments we propose to restrict the lead content in the embouchures, only.
It should be checked if some of the derogations made in the restriction on lead in jewellery should also be made in the proposed restriction, e.g. derogations for precious and semiprecious stones and articles on the second hand market.
● Information on hazard and risk (B)
Section B.1
1st paragraph: It should be already mentioned here, that all compounds listed in Annex I should be covered by this restriction.
Section B.1.1
In view of the different nature of the substances targeted by this restriction it is misleading to mention only elemental lead.
Section B.1.1 should be deleted, only text given in section B.1.2 should be given instead.
Section B.2.2
The use of lead in stabilisers is mentioned. However, industries’ efforts to voluntarily phase out lead in PVC completely until 2015 are not mentioned. We think this self-commitment is worth mentioning when assessing the overall risk of uses of lead.
Page 23, 4th para, 2nd line: should read “silicium” instead of “silicon”.
Section B 5.8 
More recent epidemiological studies and their outcomes should be integrated here (Southard et al. 2012, Bofetta et al. (2011), Bhatti et al. (2009), Ilychova und Zaridze (2012), van Bemmel et al. (2011).
Section B.6
What does the heading mean?
Section B.9.3.1
Clarification which of the described data in section “B.9.3.1 General Information” (e.g. market share of articles contributing to lead exposure, lead concentrations, mouthing frequencies of different article groups, mouthing times) are used in which step of the assessment and in which part of the report (e.g. section B.9.3.2.2 Consumers Exposure”, section “E.1.1 Risk to be addressed – the baseline) would contribute to a better readability. Also, more cross-references between these chapters would help to understand that assuming a daily exposure time of 20 minutes in the “realistic exposure case” (Tables 20, 21 and 24) is not an overestimation but a situation that affects 5% of the European children in the respective age groups.
Section B.9.3.2.2 
This section describes the exposure assessment based on the repeated chronic exposure of small children from mouthing lead-containing items and a migration of released lead into saliva. It could perhaps be additionally mentioned that children chew on things such as non-paper stationery products and could swallow exfoliated lead-containing particles or surface layers which would then result in a migration of lead under gastric-acid conditions in the stomach. This would be a further exposure scenario in addition to the mentioned scenarios on licking and the hand-to-mouth behaviour which contributes to a still higher exposure and gives further support to the restriction proposal.
Section B.11
It could be discussed more in detail why the proposed threshold limit value of 0.05% is based on the realistic worst case with a maximum mouthing time of 64 minutes. Also, a cross reference to chapter E.2.1.1.1 “Risk reduction capacity” could be helpful.
● Available Information on alternatives (C)
Section C.4.3.
The statement made in this section should be explained in more detail.
● Why a restriction is the most appropriate EU-wide measure (E)
Section E.1.1
See comment to section B.9.3.1 “General Information”.
● Socio-economic Assessment of proposed restriction (F)
We noted that the socioeconomic assessment of the proposed restriction of lead in consumer articles which can be mouthed by children closely follows the reasoning of the restriction of lead in jewellery, which is based on US studies. Because of the reported influence of socio-demographic factors, there should be some caution if these results are equally valid for the labour market conditions in EU.
● Consultation (G)
Regarding the effects of substitution, the number of stakeholders which responded to the request for information is not presented. This makes it difficult to value the reliability of conclusions based on stakeholder consultation.
● Appendices
Appendix 2 of the Annex XV restriction report describes the existing legal requirements including those according to the new Toy Safety Directive 2009/48/EC. It should be noted that the specific migration limits for lead, which are to be applied from July 2013, are currently under revision (http://ec.europa.eu/enterprise/sectors/toys/public-consultation-lead/), with the objective of a further reduction of the limit values and the exposure of children. A Commision staff working paper impact assessment exists (Document number: ENTR/TOYS/COM/2013/002 as of 22/04/2013) which was recently discussed on the Safety of Toys Committee Meeting. These activities give further support to the proposal by SE to restrict lead in other non-regulated consumer articles which are accessible to young children.


	273
	2013/09/20 11:47

Denmark

National Authority

(A) (B) (C) (F) (H)




	Comment:
In summary the Danish EPA would like to promote
- a limit value of 0.01%
- a broader scope 
- knowledge about the fact that a range of lead free articles are already available on the EU market.


	272
	2013/09/19 18:29

Austria

Other contributor

(A) (D) (F) (G) (H)





	Comment:
Please, see document attached.

	269
	2013/09/18 12:42

Canada

Company

(A) (C) (F)




	Comment:
Comments with respect to section A and C (alternatives) and section F (socio economic impact) are listed in the attached document.

	256
	2013/08/14 12:13

Austria

Industry or trade association


	Comment:
Nach unserer Information hat die schwedische Chemicals Agency am 30.10.2012 in einem Schreiben festgehalten (H12-00789-39 – lead in consumer articles, Reference number H12-00789):
„To clarify our intentions, there are no plans to propose changes to articles in areas where there is existing regulations or standards at EU level. For example this applies to jewelry where a REACH restriction was established earlier this year and articles intended for food contact“.
Es mag sein, dass die schwedische Chemikalienagentur zwar nicht beabsichtigt bestehende Regelungen oder EU-Standards zu verändern und geltende Ausnahmeregelungen unverändert zu lassen, allerdings ist für uns diese „intention“ nicht ausreichend. Letztendlich erlangt Rechtskraft, was in Normen geregelt wird und nicht das, was die ursprüngliche „intention“ war!
Aus diesem Grund muss das Vorhaben Schwedens viel präziser formuliert werden. Der derzeit vorliegende Wortlaut „lead and its compounds shall not be placed on the market or used in articles or individual parts of articles, which are supplied to the general public and which can be placed in the mouth by children, if the concentration of lead (expressed as metal) in that article or part of article is equal to or greater than 0,05 % by weight“,
ist zu unbestimmt. Mit dieser Formulierung ist nämlich nicht absehbar, welche – unbeabsichtigten - Folgewirkungen auf Consumer Products ausgelöst werden könnten, die gar nicht im Fokus der Beschränkung liegen: Es ist nicht auszuschließen, dass außerhalb von REACH liegende und bereits bestehende Ausnahmeregelung für bestimmte Konsumgüter ausgehebelt und ungültig werden!

Hintergrund des schwedischen Antrags ist der Schutz vor gesundheitlichen Schäden von Kindern, welche bleihältige Gegenstände in den Mund nehmen oder verschlucken könnten. Das Vorhaben, deshalb eine Bleibeschränkung auf sämtliche (!) Konsumgüter auszudehnen, ist jedoch viel zu weit gegriffen. Immerhin haben Eltern und Erwachsene auch eine – natürliche - Aufsichtspflicht gegenüber Kindern! Diese würde mit einer derart überschießenden Regelung obsolet werden. Erwachsene sollen und dürfen ihre Verantwortung Kindern gegenüber jedoch nicht auf Dritte überwälzen. Im Gegenteil haben sie auf ihre Kinder zu achten und sich – auch ohne gesetzliche Regelungen – um ihre Kinder zu kümmern. Dazu gehört darauf Acht zu geben, ob und welche Gegenstände Kinder in den Mund nehmen oder nehmen könnten bzw. diese aus der Reichweite von Kindern fern zu halten.
Allein aus diesem Tatbestand ergibt sich die Notwendigkeit genau zu definieren, auf welche mögliche in Betracht kommende Konsumgüter sich eine derartige Einschränkung überhaupt beziehen soll. Eine „Generalklausel“ für sämtliche bleihältige Konsumgüter ist jedenfalls abzulehnen. Man kommt ja auch nicht auf die Idee Feuerzeuge, Zündhölzer, Messer, Scheren und andere „möglicherweise für Kinder gefährliche“ Konsumgüter umfassend zu verbieten. Dabei können diese Gegenstände - bei Vernachlässigung der Aufsichtspflicht der Erwachsenen – einen viel größeren und weitreichenderen gesundheitlichen und materiellen Schaden anrichten, als bleihältige Konsumgüter. Um das Anliegen Schwedens zu spezifizieren, wird man sich wohl auf diejenigen Konsumgüter konzentrieren müssen, bei welchen anzunehmen ist, dass sie – in einem ordentlichen und Kindern gegenüber verantwortungsvoll geführten Haushalt (!) - lose auf dem Boden liegen oder sich in einer allgemein üblich zu erwartenden Reichweite von Kleinkindern befinden. Dabei sind nur diejenigen Produkte in Betracht zu ziehen, welche aufgrund ihrer Größe überhaupt verschluckt werden könnten. Dabei ist zu beachten, dass kleinere – theoretisch verschluckbare - Artikel, nicht unter eine mögliche Beschränkung fallen, wenn diese fix (also durch Annähen, Nieten, Splinten, Kleben) mit einem größeren, nicht verschluckbaren Teil (Textil, Schuh, Gebrauchsgegenstand) verbunden sind (wie Gürtelschließen, Knöpfe, Nieten etc.). Derartige Gegenstände können nämlich von einem Kind nicht - und wenn dann nur unter langwierigem Manipulieren (und spätestens hier sollte die Aufsichtspflicht der Eltern greifen!) - voneinander getrennt und damit verschluckt werden!
Betreffend das Lutschen oder Saugen von Kleinkindern an diversen Artikeln ist zu beachten, dass dadurch grundsätzlich kein Blei aus dem Metall gelöst werden kann: Metallteile sind üblicherweise mit einer entsprechenden Schutzschicht (Galvanisierung, Lackierung) überzogen. Somit kann kein Blei aus dem Grundmaterial abgegeben werden! Sollte ein derartiger Metallteil tatsächlich von einem Kleinkind verschluckt werden, ist die Gefahr einer Erstickung oder inneren Verletzung weitaus größer, als die einer Vergiftung: Ein verschluckter Metallteil verbleibt nämlich  üblicherweise nicht so lange im Körper, da er entweder innerhalb kürzester Zeit von Ärzten entfernt oder auf natürlichem Weg aus dem Körper ausgeschieden wird. Innerhalb dieser Zeitspanne kann die erwähnte Schutzschicht (Galvanoschicht) auch durch die Magensäure nicht zerstört werden. Das Blei bleibt unter der Schutzschicht und gelangt nicht in den menschlichen Körper.
Der Antrag Schwedens sollte sich demnach nur auf diejenigen Konsumgüter beziehen, welche keine derartige Ummantelung haben und aus welchen Blei tatsächlich innerhalb kurzer Zeit herausgelöst und vom menschlichen Körper nachweislich aufgenommen werden kann. Eine simple Regelung, wonach „Blei durch Lutschen nicht an die Umgebung abgegeben werde darf“ wäre praxisgerechter und sinnvoller als den absoluten Bleianteil im Material zu reglementieren!

Eine Ausweitung der Bleibeschränkung auf sämtliche Konsumgüter wäre für die Erzeuger vieler Produkte ein enormer wirtschaftlicher Nachteil. Die Verwendung von alternativen Materialien würde nach unserer Information allein bei Herstellern von Gürtelschnallen, Knöpfen, Nieten und ähnlichen Produkten eine Preissteigerung von rund 30 % bedeuten. Da sich Produkte aus österreichischer/europäischer Herstellung ohnehin bereits im oberen Preissegement befinden, würde diese erneute Preiserhöhung bei vielen (Industrie-) Kunden nicht mehr akzeptiert werden. Derzeit können sich österreichische/europäische Produzenten gegenüber Mitbewerbern aus Billiglohnländern noch aufgrund ihrer Flexibilität, Qualität und wegen ihres starken Kundenservices behaupten. Allerdings ist dazu jedes Jahr harte Überzeugungsarbeit notwendig, um Kunden weiter halten zu können und ein abwandern zu preisgünstigeren, ausländischen Mitbewerbern zu verhindern. Eine Preissteigerung von 30 %, ohne einen für den Kunden nachvollziehbaren Mehrwert, würde für unsere Branche den Verlust existentiell notwendiger Kunden bedeuten.
Sämtliche Gegenstände im näheren Umfeld von Kindern und Kleinkindern (Pflegeartikel, Spielzeug, Geschirr etc.) sind bereits strengen Regelungen unterworfen. Zudem wurde bei der kürzlich beschlossenen Beschränkung für „Blei in Modeschmuck“ die gesamte Thematik nochmals ausreichend beleuchtet, diskutiert und abschließend geregelt. Dem wurde das Argument zugrundegelegt, dass Modeschmuck aufgrund seiner glitzernden und funkelnden Eigenschaften zu den Artikeln zählt, welche von Kleinkindern am ehesten in den Mund genommen werden könnten. Damit sollte aber die gesamte Thematik rund um das gesundheitsgefährdende in den Mund nehmen oder verschlucken von bleihältigen Gegenständen durch Kleinkinder abgeschlossen sein. 
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	2013/06/27 14:52  

United Kingdom

MemberState

(A) (B) (C) (E) (F)


	Comment:
The scope of the evidence presented on risk and socioeconomic impact is very limited given the potentially wide scope of articles included in the restriction. As such it is not clear that a risk has been demonstrated, or the proportionality of the restriction demonstrated, across the scope of the restriction.

The level of analysis is largely based on the lead in jewellery restriction dossier, which was relatively limited in scope and possible impacts and is not proportional to this proposal.

There is a large amount of repetition of the same information, e.g. Pb exposure might lead to a decrease in children’s IQ, which is unnecessary and only serves to extend the length of the document. The dossier would benefit from further editing in terms of both clarity and length.

A large number of assertions are made without reference to their source, e.g. pages 12, 13 and 14.

The constructs ‘it is assumed to be’ and ‘it is thus not unlikely’ are often used throughout the document. Their use does not add to the confidence in the analysis presented. 

The dossier would be helped by a better description and analysis of the uncertainties related to all of the proposed options to help understand the consequences of the proposal.

	247
	2013/05/31 16:37

Germany

Industry or trade association

(A) (B) (C) (D) (F) (G)






	The scope of the proposal is not clear. Articles which are supplied to the general public and which can be placed in the mouth by children if the concentration of Lead is greater than 0.05 % by weight in the homogeneous material is manifold. The already proposed exemptions are showing that there are a lot of further articles which are sold to the general public which might fulfill this definition but which at the same time does not exhibit any risk to children. The toys directive seems to be the best regulation to address possible still existing risks. A broad restriction like the proposed for Lead is far beyond the principles used so far within the annex XVII entries and will create the need for an unforeseeable number of exemptions. As an example we cannot recognize while simple household products like lamps or decorative elements pose a risk to children although often fulfilling the mentioned criteria.

	246
	2013/05/31 16:14

(A) (B) (E)

	A 1.2 Scope:
A more clear definition of the scope of the restriction is welcomed. 
We support that the limit values are given for individual parts of the article, and not for the article as a whole. 
B 1.4 Justification on grouping: We support grouping of lead compounds because the toxic species which causes the harmful effects are the lead ion itself.


	242
	2013/05/30 22:04

Belgium

International organisation

(A) (B) (C) (F)







	The restriction should therefore be related to the lead content, or lead migration, of articles and parts of articles that are sold to the general public and that can be mouthed by children

…. and should NOT be extended to all consumer articles

In our understanding the definition “articles that can be mouthed by children” in the context of this restriction proposal refers to articles that are accessible to the child and that can be handled by a child. Handling means that the size and the weight of the article is such that a child can take this article and put it into its mouth.

The proposed option 4 for lead restriction: Restriction of lead migration in all articles and parts of articles, that are sold to the general public, is therefore an excessive option that would seriously impact the industry without providing meaningful health benefits.
Considering the importance of the copper alloy markets, already subject to lead restrictions, it is important to limit the scope of the directive and exclude consumer articles that are already regulated.

	
	
	

	241
	2013/05/30 18:08

Belgium

Industry or trade association

(B) (D) (F) (G)







	Uses of lead that are already restricted in existing legislation, such as use in toys, electric and
electronic equipment, vehicles etc., are excluded from the scope. This also applies to use in
jewellery, where France has already submitted a restriction proposal, which is under
consideration by the relevant authorities.
We would be very grateful if you could guide us towards any kind of test in which lead
has been found in articles such as clothes, bags, accessories etc. Please note that toys and
articles intended for food contact are exempted from the proposed restriction, since the
use of lead in such articles is already regulated.

“This guideline document therefore is only aimed at providing some criteria and examples
to help identifying those toys and childcare articles or parts of toys and childcare articles
which can and those which can not be placed in the mouth by children. It therefore does
not address the likelihood that a toy or childcare article will be mouthed.”

It should therefore not be used as a reference for the purpose of the proposed restriction. It shall in addition be noted it has been established for the purpose of providing guidance of a restriction covering toys and childcare articles which are consumer products designed to be used by children.
That means that exposure to children is obvious for these products which is not the case for all categories of consumer products covered by the proposed restriction.
It is completely disproportionate that the sole criteria retained in the proposed restriction for assessing whether a consumer product could be placed in the mouth by children is based on a dimensional approach and is not based on the likelihood of a children to place it in his mouth and to keep it. This dimensional approach would mean consumer products like scissors, knifes, hammer, motorcycle handles, etc. would be covered by the proposed restriction which is a non-sense from an exposure based scenario.

It is however important that the following criteria from the guidance document is considered:

•“Placing in the mouth” means that the article or parts of the article can be brought to
the mouth and kept in the mouth so that it can be sucked and chewed. If the object can
only be licked, it is not regarded as “placed in the mouth.”

	236
	2013/05/29 17:18

United Kingdom

Industry or trade association

(A) (B) (D) (E) (F)






Privacy comment:
The data contained within the reports is proprietary and owned by the European Copper Institute (ECI) and/or International Lead Zinc Research Organisation (ILZRO). It is provided to allow Member States and RAC access to migration data relevant to mouthing of articles containing lead.


	Whilst we appreciate that this restriction is intended to act as a “safety net” to capture all consumer articles containing lead that may be placed in the mouth of young children that are not regulated by existing measures (covering items such as toys, jewellery etc) we believe that the scope of the restriction is too wide (clothes, shoes,  fishing weights, decorations, writing implements, buttons, keys, stationary, glass, plastics, textiles,  metal alloys etc….)  and poorly defined and open to different interpretation making it extremely difficult for retailers, distributors, importers and manufacturers to comply with and Member State Competent authorities to enforce.  This is issue is compounded by basing the restriction on % by weight rather than migration. We would request that greater consideration is given to better defining the scope of the restriction and to allowing migration limits to be used in a tiered compliance assessment (ie % by weight unless migration is lower than XµgPb/cm2/hr)

	DS response


	There are comments given in support of both a broader and of a more narrow scope. The DS wants to clarify that the submitted proposal is a result of an assessment made to get a balance between an optimal and realistic risk reduction, economic efficiency and enforceability into a compromise which is based on available information, possible options and, because a restriction was considered the best RMO, within the limitations of REACH. The volume of the scope proposed in the Annex XV dossier is a result of a working process, which started from a very limited group of consumer articles, where the first attempt was to include clothes and/or accessories only. This approach would have been more targeted, but were found not to fulfil the purpose of reducing the risk. Thus the scope was broadened by adding more market segments during the proceeding of the work. We admit that the scope is broad, but this was the overall outcome of the assessments and not an aim by its own. This is shown in a comparison in the Annex XV report, table 50, page 126, where option 1 is the altogether most favourable RMO when all parameters are taken into account. 

275. B1.1. The DS leave for ECHA/RAC to comment the substance identification.

The DS agrees that its not possible to enforce the individual substances of lead in a compound based restriction. This is taken into account in the proposal. If it is not clear it may be necessary to clarify that, e.g. in section B1, in the BD.

273. The DS agrees that it would be beneficial to harmonise the lead content limit with the US regulation (CPSIA) but the risk assessment of the worst case scenario does not support a lower limit of the lead content.

Although it is mentioned, for example in section B9 of the report, the DS understands that it has not been sufficiently clear that certain types of articles, for various reasons, are excluded from the proposed restriction. Excluded articles are e.g. those already covered by existing EU legislation in which lead is already regulated, e.g RoHS, ELV. The scope has been clarified by the addition of two example lists in Section B2, one with articles that are included in the proposed restriction and another one with excluded articles. To our understanding, the lists will be further elaborated in Background Document during the opinion making process.
One example: Lamps are already covered by the RoHS Directive and are thus excluded from the proposal.

272 The CS claims that some articles fulfilling the criteria for mouthing must be out of the scope because they are fixed to other objects. The DS disagrees since it is verified that e.g buttons, zipper flaps and pen tops often are mouthed by children. Please note that the exposure scenario is mouthing and not swallowing, which may have been misunderstood by the CS. 

The Toys Directive does not provide sufficient protection for the children concerning exposure from all consumer articles (further to Toys). Merely restricting the content of lead in articles intended for use by children does not give adequate protection either.Children come into daily contact with many other types of articles not primarily intended for them. This is verified in the referred studies of mouthing times. That children come into contact with articles not intended for them applies also to e.g. scissors. 

275. Comment from CS: “Appendices Appendix 2 of the Annex XV restriction report describes the existing legal requirements including those according to the new Toy Safety Directive 2009/48/EC. It should be noted that the specific migration limits for lead, which are to be applied from July 2013, are currently under revision (http://ec.europa.eu/enterprise/sectors/toys/public-consultation-lead/), with the objective of a further reduction of the limit values and the exposure of children. A Commision staff working paper impact assessment exists (Document number: ENTR/TOYS/COM/2013/002 as of 22/04/2013) which was recently discussed on the Safety of Toys Committee Meeting. These activities give further support to the proposal by SE to restrict lead in other non-regulated consumer articles which are accessible to young children” 
Response from DS: Thank you for the support and the new information.

275. It is unfortunately a misunderstanding that ammunition and fishing sinkers are included. This has been clarified in the updated BD.
272. Key rings are not proposed for a derogation. No information has been presented that verifies that lead has a function in key rings that cannot be substituted by other materials/substances. 
272. Lead shoes are intended for professional use and therefore out of the scope

269. The vague definition has been clarified and the values has been refined, see H10b costs

275. The articles covered by the scope are not expected to go into a new recyling loop. Such recycling systems are not in force in Europe and the recycled materials,e.g. plastics, are not used for manufacturing of this kind of consumer articles. The recycled materials are used in other kinds of articles due to low available volumes of such material grades. Other comments on recycled materials can be found under subheading H07.

275. The CS may not have seen that the volontary commitment to phase out lead in PVC was mentioned and discussed in the Annex XV report, e.g. section C4.5, page 77; section E.1.1, page 83.

272. The CS has submitted a general comment that small companies in the handicraft sector may have a disadvantage from the proposed restriction. No data for verification was attached. The DS can thus not assess the scale of the issue, if the articles have such dimensions that they are covered by the scope or if it would be possible to solve with more information to the craftsmen about the properties of various materials. 

269. The CS state that lead in consumer articles count for less than 1% of total lead present on the market. The DS agrees. This is one reason why the restriction has a limited impact on the upstream part of the supply chain. Still, this less than 1% part of the lead volume is a larger risk for the children than most of the main lead uses together.

There are references to published test results on lead in clothes, accessories and other articles in section B.9.3.1, Table 17 in the Annex XV report.

We appreciate the support from several comment submitters of the proposed restriction as a total as well as the support on certain issues. 



	Rapporteurs RAC response


	We can agree with the DS comments. In addition, we can draw the attention to the use of the guidelines on phthalates (with reference to the concepts of “placing in the mouth” and  “accesibility” ) that RAC has already accepted as a basis for the proposal and a better understanding of the scope.
RAC has already proposed in it’s opinion the use a  “tiered approach” (with a “back up” option of expressing the restriction limit in terms of migration, an option that will grow more relevant once the relevant methods become better developed) as was the case for the opinion on lead in jewellery. In addition we believe that the rewording of the scope/suggestions for legal text is taking care of the issues raised, including the legal issues about widening the scope. Also the sections about the different suggestions for exemptions/non-exemptions is relevant.


	Rapporteurs SEAC response


	SEAC agrees in principle with the DS. 
The proposed wording of the restriction has been revised to better reflect the scope. The example lists included in the BD further clarify the scope.





[bookmark: _Toc358963441][bookmark: _Toc369587593]H 02 Requested exemptions currently existed in Entry 63 (lead in Jewellery) 
Content:
Crystal glass
Semiprecious stones
Enamels
 
a. Crystal glass 
	Ref.
	Date/Country/Org./
Related to section
	Comment

	279
	2013/09/20 18:40

Germany

Company

(A)


Attachment (Available from comment below)



	Comment:
The proposed restriction would ban all tableware and giftware items made from (lead) crystal and hence heavily impact the tableware producers across Europe.

	279
	2013/09/20 18:40

Germany

Company

(A)





	Comment:
We believe that tableware and giftware items made from lead crystal should be exempt from the restriction as proposed by Sweden, as a) (small) children are not exposed to table- and giftware items, (b)	swallowing of table- and giftware is impossible; mouthing time, if any, is limited to a few minutes (or even seconds), (c)	lead is fully incorporated in the glass matrix and lead intake within a few minutes is below detection limits, and (d)	the vast majority of lead will not remain in the body to do any harm.

	276
	2013/09/20 16:27

(A) (B)




	Comment:
Slovenia in principle supports the proposed reduction of lead exposure to children. Still we have doubts regarding products which are unlikely to be placed in the mouth of children under age of 3. 
Crystal glass is a product for which it is mostly unlikely (unrealistic exposure scenario) that children would have opportunity to get into physical contact with it, especially not for longer period of time, due to physical danger that it represents (cuts, etc....) on the first place.
This brings us to the conclusion that exposure for children to lead through contact with crystal is practically non realistic, and consequently the risk is negligible.


	274
	2013/09/20 12:43

Slovenia

Company

(A) (G)


Attachment (the attachment contained the comment on the right)


	Comment:
Methods for determining the migration of lead and its compounds have been established and standardized. So, we think the Proposal for a restriction is too restrictive for glass decoration industry.
With existing methods, standards and restrictions is already ensure protection of human health and the enviroment. 
Lead in the glass decoration should be treated as an examption. It is also dangerous for a child to cut in a broken glass article (decorated and without decoration)
It is a responsibility of the parents if they give the glass article to their children.


	272
	2013/09/19 18:29

Austria

Other contributor

(A) (D) (F) (G) (H)





	Comment:
Please, see document attached.

	256
	2013/08/14 12:13

Austria

Industry or trade association


	Comment:
So gibt es z.B. eine Regelung für Verpackungsglas, welche in Artikel 11 der Verpackungs-Richtlinie 94/62 EG eine bestimmte Bleikonzentration  zulässt. 
Es ist in jedem Fall dafür zu sorgen, dass diese Ausnahmeregelung aufrecht bleibt und in keiner Weise berührt wird. Nämlich auch dann nicht, wenn z.B. durch eine Novelle die Bleigrenzwerte verändert werden. Dasselbe gilt für alle anderen bestehenden Ausnahmeregelungen für Blei (z.B. in der ROHS-RL), und vor allem dann, wenn sich die Ausnahmeregelungen auf die Kristallkennzeichnungsrichtlinie (69/493/EWG) beziehen.
ausreichend.

(Thus, there are for example a system for packaging glass, which allows a certain concentration of lead in Article 11 of the packaging directive 94/62 EC.
 It is in any case to ensure that this exemption remains valid and is not affected in any way. That is also not when for example the lead limits are changed by an amendment. The same applies to all other existing exemptions for lead (eg in the ROHS Directive), and especially when the exceptions to the Crystal Mark Directive (69/493/EEC) apply.) 


	240
	2013/05/30 11:49

Slovenia

Company

(C) (F)








	The restriction of selling the products made from lead crystal glass on the EU market would mean that the sales of glass factory Steklarna Rogaška would drop by 25%, which would result in a reduction of 30% of jobs.

	236
	2013/05/29 17:18

United Kingdom

Industry or trade association

(A) (B) (D) (E) (F)

Attachment (available from H 01)



Privacy comment:
The data contained within the reports is proprietary and owned by the European Copper Institute (ECI) and/or International Lead Zinc Research Organisation (ILZRO). It is provided to allow Member States and RAC access to migration data relevant to mouthing of articles containing lead.


	We believe that there needs to be consideration of specific exemptions to the proposed restriction. For example we are surprised there is no derogation for crystal and special glass as these were discussed in the context of the recent Jewellery restriction and a conclusion reached that risks were not significant and there was in any case no commercial alternative.

	234
	2013/05/28 16:51

Belgium

Industry or trade association

(A) (B) (C) (D) (E) (F) (G) (H)








	An attached document gives some general comment on the proposal :
1°)the scope is too vague
2°) there is a need for consideration of the specific nature of glasses containing Lead
3°) alternatives to Lead Crystal :
nothing has changed in this situation since the previous debate on the restriction of the use of Lead for jewelry
4°)there is a need for a restriction & alignment with jewels case 
5°)  Socio- economic impact of a possible restriction :
Due to very diverse picture of the sector, the impact of a possible restriction should very case-specific. There is no general case as the impact for each company is individual.

	230
	2013/05/13 17:21

France

Industry or trade association

(F)






	The French Crystal Federation is clearly in favor of an exemption for Crystal Glass for many reasons that we already exposed : 
1/a european directive(EU Directive 69/493/EEC)recognized that lead is needed to produce Lead Crystal Glass. 
2/Substitution is not yet possible : the production tool isn't adapted and the major properties of Crystal can’t be achieved without lead nowadays.
3/The recommendation of a Lead content rather than a Lead migration method is based on an assumed linear relationship between content and migration. I believe this has been proven to not be the case for lead crystal.
4/Lead Crystal isn’t made for Children’s use
5/The end of production linked to lead Crystal for centuries would have undeniable consequences for jobs in the region (East part of France). About 4 000 employees are working in this sector. Also all the production would be impacted by a restriction which represent about 200 000 000 € per year of turnover. Exportation represent about 40% of the production.

	DS response




	Crystal has not been specifically evaluated in the proposal. The input received from the stakeholder consultation indicated that the stakeholders have different opinions regarding whether the lead in crystal, or rather the crystal itself, can be substituted or not. Some stakeholders have found the alternative glasses to be hard to process manually. This issue will, according to our understanding, be further evaluated by ECHA and the Committees during the opinion making process.

279, 256. Tableware and packaging materials are out of the scope of the restriction proposal. 

279. Swallowing is not part of the risk and exposure scenarios.

256: The CS states that “the vast majority of lead will not remain in the body to do any harm”. Response from DS: Lead accumulates in bone tissue and is stored for several years in the human body.


	Rapporteurs RAC response




	We agree with the reactions by the DS. Regarding the exposure from crystals, we believe that this exposure does not as such differ from other articles that can be placed in the mouth by children unless it can be documented that the migration is lower. However, we do recognise that there might be SEA issues involved, and this as well as the other exemptions in entry 63 in REACH, Annex XVII are discussed in the opinion (see pg. 17 of the Justification).

	Rapporteurs SEAC response




	Crystal glass (which is not used in jewellery) contains – by definition -- high amounts >10% of lead). Some EU producers have patents to produce crystal like glass (for at least jewellery) that do not contain lead.

SEAC Rapporteurs believe that an exemption for the crystal glass from the proposed restriction-as in case of lead in Jewellery-should be granted. Industry has indicated that the arguments presented for the lead in jewellery case are still valid  An alignment with entry 63 could reduce problems for enforcers for this limited range of “borderline” articles (e.g. figurines) that  are not “distinguishable” in the market, as could be sold as both consumer giftware or jewelry. 



b. Semiprecious stones 

	Ref.
	Date/Country/Org./
Related to section
	Comment

	268
	2013/09/17 10:48


	Comment:
I am a sole trader making and selling small decorative metal objects using lead bearing enamels.  These include bowls, wall panels, mirror backs, pictures and frames, miniatures, boxes and tableware.   A derogation for lead in vitreous enamels in jewellery and its coatings was applied for and granted.  Will the proposed restriction impact on that derogation?  I would request a similar derogation be made under this proposed restriction.


	267
	2013/09/17 10:42

United Kingdom

Industry or trade association


	Comment:
I am Secretary of the Guild of Enamellers which is UK based but also has members from other EC countries. The guild promotes vitreous enamelling and membership includes many professional enamellers who make their living from the craft.
They make small decorative metal objects using lead bearing enamels.  This could include, but is not limited to bowls, wall panels, mirror backs, pictures and frames, miniatures, boxes, decorative spoons. ,flatware and tableware.   A derogation for lead in vitreous enamels in jewellery and its coatings was applied for in 2012 and this was granted.  Will the proposed restriction impact on that derogation?  We would request a similar derogation be made under this proposed restriction.


	238
	2013/05/29 17:58

Austria

Company

The proposal (A)


	Assuming that the current proposal to restrict lead in consumer products does not affect the already existing restriction for lead in jewelry, we propose to include the same derogation for non-synthetic or reconstructed precious and semiprecious stones as included in the REACH jewellery restriction.  As rightly noted by the SEAC in its opinion on lead in jewellery of 15 September 2011, lead may be present as a naturally occurring constituent in precious or semiprecious stones. As a result, an inclusion of these specific stones would lead to a de facto ban.

	DS response


	
The DS is of the opinion that precious stones are rarely used in articles within the scope of the proposal, but rather in articles that will be defined as jewellery. If used, they are expected to be small and probably not accessible to children (with reference to the relevant definition of “inaccessible” in EN-71 as indicated in the phthalates  guideline for the concept of “placing in the mouth”). 



	Rapporteurs RAC response


	We agree with the DS regarding the scope. 

	Rapporteurs SEAC response


	We agree with the DS regarding the scope. Further to this  as previously indicated for crystal glass, an exemption for the precious stones in the present restriction-identical to the one granted in Entry 63 for lead in jewellery-could avoid problem of enforcement in particular for not easily “distinguishable” relevant consumer products. 



c. Enamels

	Ref.
	Date/Country/Org./
Related to section
	Comment

	281
	2013/09/22 23:40

(A)




	Comment:

I make small decorative metal objects using lead bearing enamels.  This could include, but is not limited to bowls, wall panels, mirror backs, pictures and frames, miniatures, boxes, decorative spoons and flatware, tableware.   A derogation for lead in vitreous enamels in jewellery and its coatings and this was granted.  Will the proposed restriction impact on that derogation?  I would request a similar derogation be made under this proposed restriction.


	264
	2013/09/11 00:18

France

Trade union


	Comment:
Syndicat Professionnel des Emailleurs Français
12 avenue Garibaldi - 87000 Limoges
Tél: 05.55.34.65.65
REQUEST FOR INFORMATION - SWEDISH CHEMICALS AGENCY
Lead and lead compounds in articles intended for consumer use
SUBSTANCE NAME: LEAD
IUPAC NAME: LEAD
EC NUMBER: 231-100-4
CAS NUMBER: 7439-92-1
CONTACT DETAILS OF THE DOSSIER SUBMITTER:
SWEDISH CHEMICALS AGENCY
P.O. BOX 2
172 13 SUNDBYBERG
SWEDEN
Phone: +46 8 519 41 100
Web: www.kemikalieinspektionen.se
Email: kemi@kemi.se
Our position paper was clearly in favor of an exemption for Enamel for many reasons :
Enamel is a homogeneous material made by combination of raw materials reacting together. For the case of lead Enamel, Lead oxides Lead oxides are intermediate as are all other raw materials. Once the article is formed, you cannot find or differentiate any specific raw materials, including Lead oxides, in any specific section of a Lead Enamel article.
•	Substitution is not possible at present:
The raw material lead has been used in the glass industry for centuries. Either as litharge of lead sulfide or as minium, today this raw material is still essential for the production of a very noble product called Crystal. This glass, to obtain this prestigious name, must contain at least 24 % of lead oxide. 
As for the family of the jewellery enamels, the lead content is of the order of 25 to 30% depending on the colours and on the fusibility range required. In most of the productions, the enamels undergo a double melting; a first leaded glass frit is created and then introduced in a second mixture of raw materials (unleaded) and undergoes a second melting.
At present we do not have the technical knowledge to replace the lead, in order to obtain all the same properties and which only leads us to one viable solution.
Research on lead-free glazes have been underway for several years. However the developed range is very limited in terms of color palette and the finished products using these lead-free enamels do not meet quality standards expected by customers in Europe and abroad. In several workshops test products carried out with lead-free glazes were refused by clients due to the rendering akin to dull-looking plastic
The lead in the vitrifiable compositions:
Either for the jewellery enamels or for the manufacturing of our crystal glasses, the lead oxide is introduced in our compositions for the same reasons, that is to say:
•	Fusibility:
This raw material enables to considerably lower the melting temperatures of our glasses. The lead combines very easily at low temperatures with silica and boron to form chemically defined compounds (therefore stable). Both elements present in the enamels for the jewellery business are the two main network agents ensuring the resistance of what is called the glass backbone.
•	Gloss and transparency of the glass:
The lead glasses are famous for their great gloss. They have a high refractive index due to the presence of this raw material.
•	Chemical durability:
Contrary to many network modifiers, the lead contained in the glasses does not alter at all the resistance of the glasses to chemical agents. Indeed, alkaline and alkaline earth elements or transition metals likely to give gloss, transparency and fusibility damage considerably the chemical resistance of these glasses. For example, it is extremely rare to have a crystal glass showing an aspect of opalescence on its surface. On the contrary, this phenomenon is clearly visible on the industrial glasses of the borosilicate type after several cycles in the dishwasher. Concerning our products range, we have incorporated a small percentage of alumina to limit even more the release of lead of the enamelled jewels.
•	Development of the colours and usability:
The lead-containing enamels enable to obtain a very big hue range. Indeed, one of the advantages of this oxide is not to be aggressive towards the chromophore agents and it enables to create colours hard to copy in the unleaded range. Alkaline or alkaline earth elements dissolve partly the metal oxides and impede the development of some shades.
As for their uses, the lead-containing enamels are well known for their usability. They fire quickly in a very large temperature range ; they can undergo several annealings without showing any devitrification (crystallization) and mostly they are resistant to small handling errors (heavy application, long term storage, too fine particle size, oven which is too hot…).
The conditions for the detection of lead in the finished products:
The experience shows that it is usually hard to create a reproducible and reliable protocol for the detection of the heavy metals and especially the lead. Indeed, the results of the release often show, for the same enamel, big variations depending on its implementation. The parameters of temperatures and time have a strong influence on the state of cure of the coating and therefore on its ability to release or not heavy metals.
•	Lead enamel got the exemption for the issue about Lead in children's jewelry
Enamel got the exemption for 5 years. The Commission will reevaluate this issue in the light of new scientific information including the availability of alternatives and the migration of lead from the articles. 
Glazes developed by European crystal production facilities are mainly intended for the luxury industry that has become increasingly demanding. A too rapid passage from one product family to another that would provide more satisfaction would have immediate irreversible and dangerous effects counterpart the producers of enamel and the entire chain of associated subcontracting (jewelry manufacturers , raw material suppliers, manufacturers of equipment such as ovens, etc.)..
•	Economic impact of a restriction
Lead Enamel production is a very small sector in France and more globally in Europe. 
Our manufactures differentiate themselves by the hand work and the know-how of the enamel makers.
Products enamelled are above all intended for market of range and the luxury. The production of enamels is a craft production and not a mass production.
The restriction process may be considered as a pledge of security but it is also an additional work and cost for our manufactures and again it would not be proportional to the risk. 
The studies associated with the project of abolition of heavy metals are expensive in average human beings and financiers and are with difficulty bearable for the Small and medium-sized enterprises that are the crystal glass-makings.
•	Social impact of a restriction
At the moment the professionals arrange no alternative solution which would allow to work on even similar or equal quality.
From a social point of view, the end of production linked to lead Crystal for centuries would have undeniable consequences for jobs. 
The European enamellers must be able to continue to live on their job without risking to see their jobs  and their techniques to disappear.


	259
	2013/08/23 12:24

Belgium

Industry or trade association

(A) (B) (E) (F)




	Comment:
The purpose of this submission on behalf of the European ceramics industry is intended to register and advance its justification for exemption of ceramic articles from this restriction.
The European Ceramic Industry covers a wide range of products including abrasives, brick & roof tiles, clay pipes, wall & floor tiles, refractory products, sanitary ware, table & decorative ware, technical ceramics. It accounts for more than 200.000 direct employments and a production value of € 25 billion within the EU.


	
	
	Specific comment:
Scope of the restriction:
The proposed restriction is defined as follows:
Lead and its compounds shall not be placed on the market or used in articles or individual parts of articles, which are supplied to the general public and which can be placed in the mouth by children, if the concentration of lead (expressed as metal) in that article or part of article is equal to or greater than 0,05% by weight.
A definition of “placing in the mouth” is reported in the Commission Guideline on the interpretation of the concept “which can be placed in the mouth” as laid down in the entry 52 of Annex XVII to REACH Regulation 1907/2006, which states that articles which exceed a size of 5 cm in all three dimensions can as a starting point not be placed in the mouth by children. 
Therefore, this response is not related to any ceramic products which are not supplied to the general public and/or which cannot be placed in the mouth of children.
Likewise, ceramic products coming into contact with food are already restricted by a more specific regulation i.e. the framework Regulation on materials and articles intended to come into contact with food (Regulation 1935/2004).
For ceramic articles intended to come into contact with foodstuffs, specific legislation already exists since 1984 (Council Directive 84/500/EEC, amended by Commission Directive 2005/31/EC in 2005 ).  The Directive laid down specific migration limits for lead (and cadmium) for ceramic flatware, ceramic hollowware and cookware. The testing method, based on using 4% acetic acid as the leaching agent for 24 hours, is a testing method for aggressive food contact and therefore far more aggressive than what is proposed in the restriction proposal. 
The legislation for ceramic food contact materials is currently under review, with a proposed new limit as low as 10 µg/L for lead, which is currently required for the quality of water intended for human consumption in the Council Directive 98/83/EC.
In addition to European legislation on ceramic food contact materials, similar legislation already exists in nearly all parts of the world.  Furthermore, the ISO standard 6468 describes at worldwide level the testing methodology and permissible limits for the release of lead and cadmium for ceramic ware, glass-ceramic ware and glass dinnerware that come into contact with food. The common factor within this range of legislation is not the quantity of lead by weight contained in the article but rather the potential of lead to migrate from the article during usage.  
The fact that food contact materials are already highly regulated is recognised in the Annex XV report but, for clarity, it would be beneficial to state more clearly that food contact materials are exempted from this restriction, with specific reference to Directive 84/500/EEC on ceramic articles intended to come into contact with foodstuffs.
Apart from tableware ceramics any other vitrified ceramic article intended for consumer use will relate to ornamental ware i.e. vases, bowls or figurines; which is not intended to come into contact with children (< 36 months) as they can break and become a hazard for that reason alone. Due to their fragility, perceived value and relative high weight, they are generally stored or placed outside the reach of children.
Content versus migration:
Throughout the Annex XV report, a migration of 0.7 µg/h/cm²/ (% lead in product) is assumed. This value is taken from migration data presented by the Danish EPA survey and re-evaluated by the RAC (REACH risk assessment committee) in the light of the restriction proposal on lead and its compounds in jewellery. The Annex XV report states that “the migration rate is calculated based on studies on metallic jewellery” (p. 56). Additional tests have been carried out by the Swedish chemicals agency (appendix 4 of the Annex XV report) but these were limited to polymere materials. 
It must be stressed that the above described migrations (metallic jewellery and polymere materials) are not representative for the case of ceramic/enamel products. The report mentions (p. 55) that the RAC and SEAC conclusions on metallic jewellery indicated a good correlation between migrations based on surface, and in addition a slope of 0.7 µg/h/cm²/(% lead in product) was consistently observed. Such correlation does not exist in the case of fired ceramic ware. In the absence of such correlation, any restriction proposal for ceramic ware should be based on migration and not on content. 
Alignment with jewellery restriction:
It is worth noting that in the restriction on jewellery (REACH Annex XVII entry 63) , a derogation exists for enamels, defined as “vitrifiable mixtures resulting from the fusion, vitrification or sintering of minerals melted at a temperature of at least 500°C.”
In addition, the Annex XV report acknowledges that “although RAC found association between lead migration and lead content for metallic jewellery parts (ECHA 2011), the link is weak and may be questioned, in particular for non-metallic articles where the choice of a content restriction is merely a choice of precaution.” (p. 108). Paragraph 6 of entry 63 to Annex XVII therefore, foresees in a “re-evaluation of this entry in the light of (…) and the migration of lead from the articles referred to in paragraph 1, and, if appropriate, modify this entry accordingly”.
For the sake of alignment with the jewellery restriction, a derogation should apply to enamels which should cover vitrified ceramics fired at a temperature of a least 500°C.
Socio-economic impact of restriction:
In terms of assessing the socio-economic impact; this will vary from company to company depending on production techniques and the raw materials used.  In addition, the extent to which lead appears as a consequence of contamination or the fact that it can be found naturally in clay deposits.
Focussing on ceramic ornamental ware; production is to a large extent carried out by SMEs producing niche products and artisanal producers who might not have the means to change their production.  Therefore, this may lead to the loss of specialised products which is possibly related to employment.
Enforcement for those ceramic products already regulated (e.g. food contact material), is based on migration testing. In case decorative ceramic ware would fall under the scope of this weight based restriction, this could lead to additional costs for enforcement authorities.
Overall Conclusion:
For the reasons mentioned above, the European ceramic industry considers that all ceramic consumer articles should be exempt from the proposed restriction.


	254
	2013/08/04 22:30

(A) (F) (G) (H)




	Comment:
Yes, I believe this would have a huge impact on the enamelling sector EU wide.  There is no viable alternative to leaded enamel for many small businesses who already hold substantial stocks of lead bearing enamels for use in their work.

	254
	2013/08/04 22:30

(A) (F) (G) (H)




	Comment:
Please consider making a derogation for lead in vitreous enamel in decorative objects following the arguments made in the recent restriction of lead in jewellery

	DS response


	The DS is of the opinion that a derogation for enamels is not needed. If a derogation is proposed by the committees, our proposal is to also include a revision clause.

The submitted comments concerns a much wider range of articles than those proposed for a restriction. It's almost just small decorative items that could be affected by a new restriction. The information submitted in the comments do not verify that it is guaranteed that lead can not leach from glazed surfaces. The requirements for ceramics into contact with foodstuffs means that there are requirements for lead beyond the scope of this proposal that will be possible to meet. 

259. Since the comment concerns a much wider range of articles than those included in the scope of the restriction, the number of emplyees and production values are not proportionate to the proposed restriction.
Thank you for the information about the revision of the legislation for ceramic articles intended to come into contact with foodstuffs. 

259. Unintentional use of ceramics is verified. There are e.g. documentation on children mouthing and also swallowing pieces of broken ceramics. 
 


	Rapporteurs RAC response


	The exemptions regarding crystal glass, non-synthetic or reconstructed precious and semi-precious stones and enamels are taken from the entry 63 in REACH, Annex XVII, since RAC considers there are reasons to exempt them from articles covered by this proposal, even though it is recognised that articles containing these materials may pose a risk (see pg 17 of the Justification).


	Rapporteurs SEAC response


	As previously indicated for crystal glass and precious stones, an exemption for enamels in the present restriction-identical to the one granted in Entry 63 for lead in jewellery-could avoid problem of enforcement in particular for not easily “distinguishable” relevant consumer products.





[bookmark: _Toc358963442][bookmark: _Toc369587594]H 03 Requested exemptions  for ball pens/writing instruments
	Ref.
	Date/Country/Org./
Related to section
	Comment

	260
	2013/08/30 17:28

(A)





	Comment:
Dear Sir/ Dear Madam,
Premec is one of the leading companies in the world, producing up to 20 millions of ball pen tips every day.  It means that 20 millions of pens every day will contain our tips. Most of them use brass or nickel silver as raw material. Others use stainless steel but all these raw materials contain lead or do not meet EN71.
We would like to emphasize the fact that the ban of lead in consumer products would have a devastating effect on our industry, since any workable alternative without lead has been found till today around the world, to replace the existing copper alloys. Many working places would be in danger and the question is how the European consumer would be in condition to write.
We have actively participated in the elaboration of the comments of ECI (European Copper institute) and of EWIMA (European Writing Instruments Manufacturers Association), I enclose as working documents. There is a real need either to limit the field of application or to ask for an exemption for our industry, similar to the one obtained by the key- and music instruments-Industry. 
I thank you for your time and attention.
S. Santini / Technical Manager of Premec SA Cadempino Switzerland


	257
	2013/08/21 11:34

Germany

Industry or trade association

(A)





	Comment:
Summary:  
The members of the European Writing Instrument Manufacturer’s Association (EWIMA) pay utmost attention to their products concerning safety and reliability.
The writing instruments industry is seriously concerned on the information laid down in the “Annex XV restriction report” with regard to writing instruments and to the proposal to restrict Pb and its components in consumer goods which can be placed in the mouth by children.
EWIMA would like to take the opportunity to submit the following comments:
The appropriate and reasonable target of the proposed restriction could only be young children products. 
As expressed in the proposal, Pb restrictions must be based on a risk-based approach for children exposed to Pb during mouthing. The definition “articles that can be mouthed by children” should therefore only refer to articles that are accessible by young children under normal use or reasonably foreseeable use of such articles.
Writing instruments should be part of derogations - function of Pb in manufacturing pens, lack of a technical alternative
Keys, locks and music instruments are excluded from the proposed restriction. Writing instruments should be excluded as well, based on similar technical reasons also bearing in mind the lower metal content in writing instruments.
Investigations have been undertaken to replace Pb containing alloys by other materials. None of the materials tested show a performance with respect to product quality (writing performance, writing length), safety aspects (substances of toxicological concern e.g. other heavy metals) and technical properties which would allow replacing Pb containing alloys. The situation is the same with certain other products, such as keys. 
EWIMA insists that major stakeholders in the pen manufacturing business were never consulted. This lack of consultation may explain why the conclusions of the "restriction report" regarding the alternatives to Pb in the manufacture of pens are exactly the opposite of the technical reality.
Restrictions on the Pb content in metallic materials used for writing instruments would have devastating effects for the feasibility to manufacture these articles.
A ban of writing instruments from the European market cannot be the intention of any restriction proposal. 


	247
	2013/05/31 16:37

Germany

Industry or trade association

(A) (B) (C) (D) (F) (G)

Attachment (available from H0 1)

	If, after taking into account all drawbacks of such a broad scope, a restriction is further taken forward, the exemptions must be assessed in much more detail. A critical impact assessment will show that for example uses of lead in crystal glass (which were already recognized as exemptions under the jewellery restriction) are missing in the Swedish restriction proposal for lead and lead compounds in articles intended for consumer use. We therefore explicitly support the already proposed exemptions and recognize the urgent need for additional exemptions. Based on the responses from our members one additional exemption needed is for writing instruments like e.g. ball pens. There are currently no Lead free materials available which show the essential mechanical and technological properties as well as processing characteristics needed for the tip balls in the writing instruments. A ban of writing instruments from the European market cannot be the intention of any restriction proposal.

	242
	2013/05/30 22:04

Belgium

International organisation

(A) (B) (C) (F)


Attachment (available from H 01)



	For writing instruments, such as ball pens, lead containing nickel silver alloys (LNS) with up to 2.5 % Pb and lead containing free cutting brass up to 3,5 % Pb (LB) are used. LNS is in particular used to manufacture the ball pen tips while LB are typically used to manufacture clips and the conical “nose” of a writing instrument.
According to information obtained from downstream users, the materials used for ball pen tips have been specifically developed and adjusted to ensure:

good machinability - high speed drilling and turning

high resistance to cracks

excellent cold deformation and concentricity in the miniaturized drilling

shining in their appearance

As for keys, locks and music instruments the production process of ball pen tips requires a high level of machinability performance in combination with a high precision geometry and a high surface quality of the final component. Figure 3 summarizes the most important productions steps for a ball pin and illustrates the high requirements on the material on machinability performance.

ECI therefore confirms the need to include an exemption for keys, locks and musical instruments and proposes to add an exemption for writing instruments. Most likely, more uses exist which need to be exempted and which could not be identified during this short period for response.….
Materials and components which are inaccessible due to the construction of the article should be exempted from the regulation10
Materials which are coated or embedded need to be assessed individually with respect to the coating/matrix.
In view of the uses of copper in other applications (eg decorations), it is also critical to set a limit value and management option for the lead restriction that is protective to children without causing unnecessary harm to the copper alloy market. We propose that the definition of “articles that can be mouthed by children”, in the context of this restriction proposal, should only refer to articles that are accessible and can be handled by a child.

	235
	2013/05/29 14:35

Germany

Company

(A) (C) (F)



	The planned restriction on lead affects both manufactured and purchased tips of "Company name" pens.
Generally, we would like to mention that the restriction report does not give sufficient consideration to the requirements of producers and processors of lead containing materials in the writing instrument industry.
We are convinced that we cannot achieve the same quality simply through switching to lead-free raw materials as described in the report.
Many investigations and adjustments in a variety of sectors have to be done first to check the feasibility. Aggravating this situation, there are just a few lead free alloys in the market so alternatives need to be developed.
The added lead generates optimal chip breaking, chip size and shape during machining the material. 
In addition it provides an ideal swarf evacuation whilst drilling.
These quality characteristics are essential for such a high performance procedure as deep hole drilling.
Additionally, an elimination will require new alloys and redesigned machinery with new tools and higher power drives.
Moreover, the elimination will generate a triplication of the time needed for every single process step during machining the tips; tool life and wear resistance will be shortened as well. 
These difficulties will make the process both less effective and more expensive and are just the foreseeable ones (in contrary to Chapter E.2.1.2.1). Experience has shown that unforeseeable problems will arise.
Beyond that the ink and tip system in every single pen type, whether gel pen, rollerballs or ball point pen, is extremely sensitive. 
Even a small change will affect the whole customised system properties tremendously. 
Therefore, a substitution or removal of lead in tips is not as simple as described in Chapter E.2.1.2.1 or C.1.
Currently, we cannot assess the influence of lead free material on the writing performance and other important quality aspects of our products.
According to our experience lead in tips is indispensable for the writing experience.
Many tests with our products would have to be performed to ensure "Company name"'s high quality standard to our customers. 
This will be very time-consuming, success cannot be guaranteed.

	DS response


	257: The CS states that “A ban of writing instruments from the European market cannot be the intention of any restriction proposal”. The DS agrees, and that is the reason why we have asked the industry, with support from ECI, to submit information in the public consultation. 

The CS state that “the sole criteria for assessing whether a consumer product could be placed in the mouth by children is dimensional, leaving out totally the likelihood of a young child placing it and keeping it in the mouth”. The likelihood to place and keep the writing instruments in the mouth is verified by references in the Annex XV report.

The CS state that “this proposed restriction would be appropriate and reasonable - …. - only if it applied to products primarily intended for use by young children. Pens in general are not children’s products. Pens in general can even less be considered as toys, as defined under the EU’s toy safety Directive.”  
Response by DS: Merely restricting the content of lead in articles intended for use by children does not give adequate protection or risk reduction. It is verified in the report that children come into daily contact with several other types of articles not primarily intended for them. 

If there are technical problems to substitute lead in the tip balls and the conical “noses” of the writing instruments, such parts may be considered for derogation. Clips can still be included in the restriction, as they are reported to be both mouthed and swallowed. Several writing instruments tested by the DS have been identified to be free from lead in such parts. 
This issue will,according to our understanding, be further evaluated by ECHA and the Committees during the opinion making process.

257+260 The CS states that major stakeholders in the pen manufacturing business were never consulted in spite of some stakeholders being mentioned in the list of stakeholders on page 216 in the report. 
Response from DS: Writing instruments were not included in the scope of the Annex XV report, from the start of the project. When identified as part of one of a possible RMOs, the DS tried to identify the major manufacturers and suppliers of stationery in the EU. A number of attempts to contact the identified companies were made, but without any response. Therefore, there was no information submitted to the DS during the consultation process about the described difficulties to substitute lead in the writing instruments (e.g. ball pens). In addition, different sector organisations representing manufacturing and distribution companies were contacted during the stakeholder consultation with the aim to reach relevant downstream users. The issue on lead in writing instruments was raised by both parties in a stakeholder meeting with ECI and the Swedish CA, followed by a request from the DS to ask the industry for information about materials suitable for writing instruments. We are pleased to see that we reached EWIMA and some of the companies in this industry sector in the Public Consultation. 

	Rapporteurs RAC response


	We can align ourselves with the response by the DS e.g. on (for certain parts) lack of alternatives and accessibility. This is why only the nose piece of writing instruments has been proposed to be exempted due to the low risk because of very small surface area.


	Rapporteurs SEAC response


	We support the response of RAC .An exemption for the nose piece of writing instruments will be proposed by SEAC to avoid the creation of disproportionate cost to industry.





[bookmark: _Toc358963443][bookmark: _Toc369587595]H 04 Requested exemptions  for copper (brass) alloys
	Ref.
	Date/Country/Org./
Related to section
	Comment

	278
	2013/09/20 18:18

Belgium

International NGO

(A) (B) (C) (D) (E) (F)





	Comment:
The EEB and ClientEarth support the restriction of lead in articles proposed by Sweden. However, we would like to submit comments on the scope of the restriction and provide further evidence in support of the restriction.

	242
	2013/05/30 22:04

Belgium

International organisation

(A) (B) (C) (F)

Attachment (available from H 01)



	Applying the brass saliva migration value and a median mouthing time (20 min), it is suggested to consider lead limit value of 1.7% in copper alloys.

- Lead occurs as nodules in brasses and is therefore preferentially released in saliva compared to the other alloying metals present. The releases of lead from brasses can therefore be considered as a reasonable worst case for all copper alloys.

The information on copper alloy uses and the socio-economic analysis (SEA) demonstrate that a lead cut-off value of 0.05% by weight would have an important impact on the copper recycling industry. A limit value > 1% lead in copper alloys would allow the continued use of “recycled, lead-free brass alloys”.

	DS response


	278: The mechanism of lead release from brass and other alloys presented by this CS is contradicting the description given by the industry (CS 242). It can thus be doubtful whether the test method, more specifically the sample preparation, used by the industry is relevant for describing the risk from lead in brass alloys. Further explanation is given under subtitle H09c.

In order to ensure the protection of children, a limit value of 0.05% lead is considered reasonable. It is reasonable to assume that new scrap cycles will be established over time, enabling the recycling of alloys with lower lead content than today.

Substitution does not always mean a substitution to a similar material, e.g. that brass with a high lead content will be substituted by another brass quality. Performed tests of articles in several categories show that around 90% of the tested articles are lead free or have a lead content below 500 ppm. Thus the DS recommends that all derogations shall be evaluated on a functional basis where all possibilities for substitution are taken into account.



	Rapporteurs RAC response


	The exposure from articles with copper alloys does not as such differ from other articles that can be placed in the mouth by children unless it can be documented that the migration is lower. However, we do recognise that there might be SEA issues involved. However, RAC has evaluated the migration studies on copper alloys, which have been submitted by industry and concludes that a limit value of 0.5% lead can be justified. 



	Rapporteurs SEAC response


	We follow the matter closely and in collaboration with the RAC Rapporteurs so that the various aspects of the requested exemption will be carefully considered on the way forward. 

We support the response of RAC  but will propose to SEAC a wording for the exemption.





[bookmark: _Toc358963444][bookmark: _Toc369587596]H 05 Requested exemptions  for articles excluded from the scope due to non-accessibility 
Content:
General
Frames/screws and hinges 
Fishing/Diving weights
Curtain weights
Ammunition

a. General

	Ref.
	Date/Country/Org./
Related to section
	Comment

	275
	2013/09/20 16:09

(A) (B) (C) (E) (F) (G) (H)




	Comment:
The German CA supports the approach to further extend the restriction of lead and its compounds in terms of consumer available articles that can be mouthed by children and thereby are a potential source for lead. 
We further agree that restricting the concentration of lead by weight to 0.05% will prevent the import of articles containing lead in a way it can potentially harm the infant brain. 
However, we want to mention some aspects that we see critical and where we would urge the Swedish CA to refine its reasoning:
On pages 13 (Part A.3.1), 84 (Part E.1.1) and 130 (Part E.5) it is stated that recycling and the increase in recycling efforts outside Europe might be a source of increased lead content in consumer articles. This is attributed in part to lower environmental and health standards in non-European countries. Two articles by Weidenhammer and Clarent are quoted. However, these only regard the use of recycled lead in jewellery (covered already by entry 63 of Annex XVII of the REACh regulation). Moreover, one link is provided leading to a French newspaper article, but this link does not work anymore, so we could not check for its content. In light of the fact that on page 84 it is mentioned that also in the Far East there are developments that push for elimination of lead we feel that a generalised assumption about potential increase of lead in consumer articles because of these recycling efforts – without supplying more relevant literature references – is very misleading. Therefore, we would like to ask you to provide further evidence for this proposed trend.
After all, substitution with non-lead technologies as well as recycling efforts may be expected to gradually reduce the amount of lead on the European market, also for consumer products (e.g. PVC products).


	
	
	Specific comment:
● Suggested restriction (A)
The rather broad approach of the wording concerning the proposed Annex XVII entry leaves room for many interpretations and might therefore enclose articles or individual parts of consumer available articles that are not originally in the scope of the restriction. We especially want to point out that a restriction should always add additional benefit to already existing regulations. In case of lead – where many specific regulations are in force already – another broad approach might not necessarily reduce the availability of lead. Furthermore, we think it has to be taken into account, that all broad Annex XVII entries might not only intentionally reduce the use of lead but might also unintentionally reduce the rate of recycling (plastic products, brasses, etc.) in the European community which clearly contradicts sustainability efforts.
The proposed restriction text defines “individual parts of articles” as “such individual parts of articles that are detachable, protruding or by other means accessible to be placed in the mouth by children”. In chapter E 1.2 it is explained why the restriction is not tied to specific materials in the article. It is reasoned that such a restriction is difficult to enforce, because it requires knowledge of where these materials are present in articles. It is not explained why the restriction does not apply to all or all accessible materials of the articles.
In terms of the limit value 0.05% which applies to “articles or individual parts of articles, which can be placed in the mouth by children” the wording of the scope of the restriction should illustrate that that it rather applies to chemically homogeneous materials/structures of articles/ parts of articles. For example, the limit value should apply to lead containing coatings alone and not to the complete article.
As we understand the restriction proposal it covers a wide range of articles including ammunition and lead-weights used for fishing. However, since there is no special discussion on alternatives for lead in ammunition in the dossier we would like to check if our notion is accurate. 
Musical instruments are exempted from the scope of the proposed restriction. According to the dossier stakeholder claim that lead-containing alloys are needed to maintain the acoustic properties, which cannot be manufactured from the lead-free brass varieties currently available. It is stated that musical instruments do not account for a significant share of children’s mouthing and therefore a restriction is not immediately warranted. 
While musical instruments might not be relevant under the aspect of mouthing by children under the age of 36 months, we think attention should be turned to older children and adolescent person. Usually children start to play brass instruments after second dentition. Brass instruments like trumpets, trombones and the like are played by touching the embouchure with the lips. This is done regularly. Usually daily practice is recommended. According to the dossier “the central nervous system is still under development well over a decade after birth” which means that children playing brass instruments may well be affected by the associated lead uptake. Since lead is needed for the acoustic properties of the instruments we propose to restrict the lead content in the embouchures, only.
It should be checked if some of the derogations made in the restriction on lead in jewellery should also be made in the proposed restriction, e.g. derogations for precious and semiprecious stones and articles on the second hand market.
● Information on hazard and risk (B)
Section B.1
1st paragraph: It should be already mentioned here, that all compounds listed in Annex I should be covered by this restriction.
Section B.1.1
In view of the different nature of the substances targeted by this restriction it is misleading to mention only elemental lead.
Section B.1.1 should be deleted, only text given in section B.1.2 should be given instead.
Section B.2.2
The use of lead in stabilisers is mentioned. However, industries’ efforts to voluntarily phase out lead in PVC completely until 2015 are not mentioned. We think this self-commitment is worth mentioning when assessing the overall risk of uses of lead.
Page 23, 4th para, 2nd line: should read “silicium” instead of “silicon”.
Section B 5.8 
More recent epidemiological studies and their outcomes should be integrated here (Southard et al. 2012, Bofetta et al. (2011), Bhatti et al. (2009), Ilychova und Zaridze (2012), van Bemmel et al. (2011).
Section B.6
What does the heading mean?
Section B.9.3.1
Clarification which of the described data in section “B.9.3.1 General Information” (e.g. market share of articles contributing to lead exposure, lead concentrations, mouthing frequencies of different article groups, mouthing times) are used in which step of the assessment and in which part of the report (e.g. section B.9.3.2.2 Consumers Exposure”, section “E.1.1 Risk to be addressed – the baseline) would contribute to a better readability. Also, more cross-references between these chapters would help to understand that assuming a daily exposure time of 20 minutes in the “realistic exposure case” (Tables 20, 21 and 24) is not an overestimation but a situation that affects 5% of the European children in the respective age groups.
Section B.9.3.2.2 
This section describes the exposure assessment based on the repeated chronic exposure of small children from mouthing lead-containing items and a migration of released lead into saliva. It could perhaps be additionally mentioned that children chew on things such as non-paper stationery products and could swallow exfoliated lead-containing particles or surface layers which would then result in a migration of lead under gastric-acid conditions in the stomach. This would be a further exposure scenario in addition to the mentioned scenarios on licking and the hand-to-mouth behaviour which contributes to a still higher exposure and gives further support to the restriction proposal.
Section B.11
It could be discussed more in detail why the proposed threshold limit value of 0.05% is based on the realistic worst case with a maximum mouthing time of 64 minutes. Also, a cross reference to chapter E.2.1.1.1 “Risk reduction capacity” could be helpful.
● Available Information on alternatives (C)
Section C.4.3.
The statement made in this section should be explained in more detail.
● Why a restriction is the most appropriate EU-wide measure (E)
Section E.1.1
See comment to section B.9.3.1 “General Information”.
● Socio-economic Assessment of proposed restriction (F)
We noted that the socioeconomic assessment of the proposed restriction of lead in consumer articles which can be mouthed by children closely follows the reasoning of the restriction of lead in jewellery, which is based on US studies. Because of the reported influence of socio-demographic factors, there should be some caution if these results are equally valid for the labour market conditions in EU.
● Consultation (G)
Regarding the effects of substitution, the number of stakeholders which responded to the request for information is not presented. This makes it difficult to value the reliability of conclusions based on stakeholder consultation.
● Appendices
Appendix 2 of the Annex XV restriction report describes the existing legal requirements including those according to the new Toy Safety Directive 2009/48/EC. It should be noted that the specific migration limits for lead, which are to be applied from July 2013, are currently under revision (http://ec.europa.eu/enterprise/sectors/toys/public-consultation-lead/), with the objective of a further reduction of the limit values and the exposure of children. A Commision staff working paper impact assessment exists (Document number: ENTR/TOYS/COM/2013/002 as of 22/04/2013) which was recently discussed on the Safety of Toys Committee Meeting. These activities give further support to the proposal by SE to restrict lead in other non-regulated consumer articles which are accessible to young children.


	DS response


	The replies to this CS are given under other sections in this RCOM table e.g. H 01 Scope of the Restriction; H 07 Requested exemptions for recycled-based items a. General; H 08 Info on derogations proposed by the Dossier Submitter c. Musical instruments; H 09 Comments  concerning Risk assessment-exposure a. General


	Rapporteurs RAC response


	We refer to other sections.

	Rapporteurs SEAC response


	Please see replies by subject under other sections in this RCOM table.




b. Frames/screws and hinges
	Ref.
	Date/Country/Org./
Related to section
	Comment

	239
	2013/05/30 10:49

Belgium

Industry or trade association

(B)


	Comments for Optical frames and Sunglasses
Dear Sirs
For metallurgical reasons, Lead-Pb can be used until 0,1% or 0,2% in alloys for specific applications, namely the production of screws and internal hinge mechanisms, the reason being that lathe performances are improved because the breaking of metal chips is enhanced.
There are technical alternatives, but those will increase managing and production costs. 
If restrictions would involve those items, big problems will be caused to the companies with stocks of finished and semi-finished products that are in warehouses of manufacturers, upstream and downstream through the production chain.

It must be considered that for metallurgical and cosmetic reasons, almost all metal frames are coated with an organic protective layer.
Since this restriction proposal addresses articles that can be placed in the mouth by small children such as clothes, shoes, accessories, interior decorations and articles for sports and leisure; screws and hinge mechanisms are well removed from that possibility.
Mouthing and direct skin contact might be considered to be unlikely sources of exposure, and in the specific case of spectacle frames and sunglasses migration would be mitigated by coatings in which Lead-Pb is already restricted.

	DS response


	
A section on the assessment of a number of alternative implementation periods, including conciderations of existing stocks, has been included in the report, section E5. Amongst others it says “… Manufacturers, importers, wholesalers and retailers may be economically affected due to the implementation of the restriction and the limited possibility to sell out any existing stocks of articles. From a risk management perspective it is however important in order to reduce the risk and limit the exposure to also limit the companies possibilities for building up large stocks.” 

Further “ … From the consultations carried out by the Swedish Chemicals Agency it can be concluded that a restriction is reasonable and feasible as long as some time is given to the concerned actors in order to adapt to the new regulation even after it has entered into force. Therefore a transitional period of 12 months is proposed that enables the actors to adjust to the new regulation and to take relevant actions so that the restriction can be put into practice. …”.

Internal screws and internal hinge mechanisms are not considered to be available for children to put in their mouths  (as articles/parts of articles that cannot be reached by children during proper use or reasonably foreseasble improper use..)

For the indicated articles (and any other articles in “the grey-zone” ) the definition of articles that can be placed in the mouth (EC guideline on phthalates, entry 52 of the REACH Annex XVII) may be used for judgement (size dimension / accessibility criteria…).
url: http://echa.europa.eu/documents/10162/13645/guideline_interpretation_concept_mouth_en.pdf



	Rapporteurs RAC response


	We agree with the argumentation used by the DS and have considered screws, nails etc. to be out of the scope.

	Rapporteurs SEAC response


	We follow the matter closely and anticipate the finalised definition of scope as well as the documentation provided for certain derogations.



c. Fishing/Diving weights
	Ref.
	Date/Country/Org./
Related to section
	Comment

	271
	2013/09/19 01:07

United Kingdom

Industry or trade association






	Comment:
The Angling Trades Association has failed to discover any incidents of the accidental ingestion of angling leads by humans leading to health concerns. The Association advances various likely reasons why this is so. It believes that a ban on angling lead is unjustified and inappropriate.

	270
	2013/09/18 14:04

United Kingdom

National NGO

(A) (B) (C) (D)




	Comment:
REACH CONSULTATION RESPONSE
Lead Ingestion By Mouth By Children
From Angling Trust (England) to the proposals 
Angling Trust 
The Angling Trust is the national governing body for angling (sport fishing) in England and represents the concerns of approximately 550,000 recreational anglers in membership of its member clubs. Formed in 2009, the AT is the only national body representing the voice of anglers.  
It counts amongst its membership base a majority of the country’s leading angling clubs, fisheries and ancilliary services to recreational fishing. 
The AT’s aim is to promote, represent and protect angling and sport fishing across all three angling disciplines - sea, game and coarse. In so doing it strives to achieve not only long-term stability for the sport but, more importantly, growth and development.
The Trust is served by a Board of 15 directors, elected by members, a Chief Executive and staff employed at two business locations and remotely around the country.
Use Of Angling Lead In The UK
In common with most European countries, lead is a useful and traditional product used in a variety of forms to weight fishing tackle, enabling baited lines to be ‘cast’ into the water and the baited hook to sink rapidly to, and to be controlled at, the desired depth. 
At its simplest, lead molds are used to manufacture bottom weights – so-called ‘legers’ - which hold the bait on the lake, river or sea bed. Such leger weights vary from about 10g to 500g or more (in some forms of sea fishing).
Split lead shot is also employed by anglers to pinch onto lines to assist with casting, controlling the float and aiding bait presentation. Lead is incorporated into other items of equipment – self-cocking floats, lead-core fly lines, weighted flies, small cage or tube ‘swimfeeders’, etc.
In 1986 lead fishing weights in certain sizes were banned, in the UK, from use to weight fishing lines. The legislation was enacted specifically to protect mute swans (Cygnus olor) from accidental poisoning and death through the ingestion of accidentally discarded lead weights which the birds mistook for the grit they require to 
aid the digestion of their vegetable diet. This banned the use and the sale of lead fishing weights of between 0.06 and 28.35 grams (No.6 shot to 1oz). Lead weights are still sold and used legally at larger or smaller sizes, notably in very small split shot (so-called micro-shot or dust shot).
The legal requirement enforced by the Environment Agency relates to the use of illegal-sized lead, and it is this circumstance over which the Agency has jurisdiction. The sale of lead fishing weights which, if they were used in England and Wales, would result in a breach of the law, is covered by the Control of Pollution (anglers’ lead weights) Regulations 1986, as amended in 1993, and it is enforced by local Trading Standards officers.
To the best of our knowledge, there have been no prosecutions for breaches in the law on the sale or the use of illegal lead since 1986.
Materials
Non-toxic (non-lead) weights are made from a number of different metals. Leger (bottom) weights are made from zinc, bismuth or brass, whereas non-toxic split (hinged) shot are made from tin. In both cases, there will be minute quantities of other impurities. 
In the UK there are two main producers of non-toxic weights for angling, both of whom also make non-toxic weights and legal-sized lead weights which are then re-branded and sold by other companies.
Response
AT is not aware of any health concerns regarding the accidental ingestion of angling weights by anglers or members of the general public, including children. Indeed, despite an exhaustive search of Internet and other sources, we can find no records of any incidents, either in the UK or in Europe as a whole. As these would have received widespread publicity, we conclude that no such incidents have taken place.
In the UK, at least, there are a number of factors which probably helped prevent accidental ingestion:-
a.	Fishing tackle is stored separately from other household items – often in a locked shed, garage or other outbuilding – and is not immediately available to non-anglers (or children);
b.	In its several forms, lead is stored in separate containers within tackle boxes or holdalls – again, its presence is not obvious – and some of these containers (e.g. for split shot) are dispensers,  which would deter interference by children because of their non-spill design;
c.	Anglers lead weights are usually left in their natural grey colour, although they may be painted black, neither of which are likely to prove visually attractive to children, and they have no inherently attractive taste;
d.	Because of their hardness, anglers’ lead weights cannot be chewed or tested by mouth; they would have to be swallowed in their entirety.
Conclusions
In the absence of any evidence to the contrary, the Angling Trust concludes that there have been no incidents of accidental ingestion by mouth of anglers’ lead weights or other fishing tackle containing lead by children or other members of the general public. 
The AT is supportive of restrictions on the manufacture, sale and use of lead products that do fall within the scope of the proposals, but the Trust opposes what would be the unjust and unmerited inclusion of anglers’ lead weights in the proposed restrictions. 
For and on behalf of The Angling Trust
18th September 2013


	255
	2013/08/07 12:44

Austria

Industry or trade association

(A)





	Comment:
The proposed restriction concerns placing on the market and the use of lead compounds in articles available or intended for use by consumers if the concentration of lead in the article is equal to or greater than 0.05% by weight. The aim of the proposed restriction is to minimise children’s lead exposure and body burden from mouthing articles containing lead.
The Austrian Non Ferrous Metals Industry is committed to the aim of REACH to ensure a high level of protection of human health from risks that can be posed by chemicals. Thus, we support the principle behind the proposal to limit the risk of exposure to children from lead containing consumer articles that can be sucked or chewed.
However, given the broad wording of the restriction, we are concerned about the successful implementation of the legislation proposal.

	
	
	Specific comment:
Suggested restriction/targeting (A):
Given the broad wording of the restriction, we are concerned about the successful implementation of the legislation proposal. Due to the fact, that a variety of consumer articles can be sucked or chewed by children, even if this is not very likely to happen (low risk exposure), the restriction has a much broader application /scope than one might think (e.g. a saucepan or alu-foil). This can unintentionally and heavily affect a lot of industries/branches, including the non-ferrous metals (NFM) industry.


	233
	2013/05/27 18:37


	Elemental lead is used as weight for fishing or for (scuba) diving or in anchors for boats. Normally children will not put these articles into the mouth.
I recommend to excempt lead in weights for fishing or (scuba) diving or in anchors for boats from the proposed restriction.

	225
	2013/03/31 12:43

(G)


	I would like to request that this is undertaken in such a way that it does not affect lead weight used by SCUBA divers in any way.

	224
	2013/03/31 00:49

United Kingdom

Company


	The whole of the diving industry is at present dependent on the use of lead as ballast for divers.  Owing to the buoyant nature of diving suits and associated thermal protection systems, divers may need to use as much as 16Kg of ballast in order to submerge.  Commercial divers may need to use considerably more than this in order to simulate gravity in order to gain purchase on tools and equipment underwater.  Lead is the only cost effective ballast given that it is very dense - one kilo of lead occupying a very small volume (and therefore being easy to stow or rig on the diver's equipment).  Lead has of course been a health concern for a long time and that is why lead is sold in the UK either in the form of plastic coated blocks or as lead shot in plastic or canvas pouches.  Lead is also used as a component in oxygen analysers that use a galvanic fuel cell to measure oxygen content in breathing gases for diving.  I would urge that both of these applications should qualify for exemptions from restrictions of use.

	223
	2013/03/30 23:12

(C)

	Where this proposal relates to types of consumer articles which are displayed or kept  within the home where young children could easily get hold of them I fully agree with it because of the  negative impact on the developing central nervous system of young children caused by ingestion of lead.
However, I would request that diving weights be given a derogation or otherwise excluded from this proposal. Dive equipment including weights are normally stored in garages or sheds, not within the living area of a home except where no other storage is available.  Where it is stored in the home it is normally kept bagged and away from young children because of the risk of physical hurt from the weight of the equipment, and the risk of damage to the equipment.
Lead is the only affordable metal suitable for dive weights because of its high density and resistance to corrosion.

Whilst the alternatives suggested in the report may be acceptable in most land based activities where the overall weight of an article is generally low, the higher weight needs (9 - 16kg being typical) of a diver make the use of a heavy high density metal essential in order to minimise the size of the weight system within an acceptable cost.


	DS response


	271: Reports on accidents due to ingestion of angling items can be found e.g. in the references below. More references are available in medical literature.
Foltran, F., Berchialla, P., Gregori, D., Pitkaranta, A., Slapak, I., Jakubikova, J., Bellussi, L., and Passali, D., 2012. Stationery injuries in the upper aerodigestive system: results from the Susy Safe Project. Int J Pediatr Otorhinolaryngol, 76 Suppl 1, S67-72.
Mowad, E., Haddad, I., Gemmel, D. J.; Management of Lead Poisoning From Ingested Fishing Sinkers; Arch Pediatr Adolesc Med. 1998;152(5):485-488. 

The work with the Annex XV report and discussions with ECHA has led to the conclusion that fishing weights are out of the scope of this restriction proposal. However, experience from Denmark and the UK where lead in fishing sinkers are regulated, show that alternatives to lead are commercial available. Substitution of lead in fishning weights can be justified, but not within the scope of this proposal.

Diving weights are considered out of the scope (not the type of consumer articles to be normally accessed and mouthed by children). For articles in “the grey-zone” the definition of articles that can be placed in the mouth (EC guideline on phthalates) may be used for judgement (size dimension/accessibility criteria…).
url:   http://echa.europa.eu/documents/10162/13645/guideline_interpretation_concept_mouth_en.pdf
Technical instruments covered by the RoHS directive are exempted from the proposed restriction. 

Exemptions for all articles that don’t fall under the scope is not neccesary, since they de facto don’t fall under the scope.

It is the opinion of the DS that for fishing sinkers there are technical and economical feasible alternatives available, except for some very specific dimensions of split shot sinkers. However, there is no strong connection to fishing sinkers in the evaluated exposure scenario, (given that these  are not considered as articles  that could be reached by children during proper use or reasonably foreseasble improper use.)


	Rapporteurs RAC response


	We agree with the DS.

	Rapporteurs SEAC response


	We agree with the DS.



d. Curtain weights
	Ref.
	Date/Country/Org./
Related to section
	Comment

	248
	2013/06/07 16:59

Germany

Company

(B)








	In an evaluation about the risk of lead curtain tape to children and furthermore adults the private institute for product safety and environmental protection "Envirotex GmbH" has assessed that no risk for children / adults -> consumer is emanating from products of that kind.
A legal prohibition of lead for these products to prevent consumers from health risks is not necessary and therefore misguided.

The physico/chemical properties of lead make lead to the most appropriate material for weighting applications. The material properties of lead like density, melting point, hardness, ductility and so on make lead to the best available material for weighting purposes. Subsitutes for lead will lead to a much higher energy consumption for processing, much more material for coating the weighting material and will lead to a worse environmental situation regarding chemical and energy needs.
 Standards for recycling lead are state of the art. 
Taking the risk evaluation of lead in curtain weights and the consequences connected with substitute materials into account lead should not be band from these applications. A more sustainable solution would be to increase efforts for an higher recycling rate.

	DS response
	
A risk assessment of lead is included in the report, section B, where it says “… The specific effect of lead that is focused in this dossier is its neurotoxic effects, especially the impairment of the development of children’s central nervous systems. No threshold has been scientifically established for this effect … . No safe blood lead level has yet been established; hence, lead should be regarded as a non-threshold toxic substance. … all additional exposure must be avoided.”. 

For articles in “the grey-zone” the definition of articles that can be placed in the mouth (EC guideline on phthalates) may be used for judgement (size dimension/accessibility criteria…).
url:   http://echa.europa.eu/documents/10162/13645/guideline_interpretation_concept_mouth_en.pdf

The DS is of the opinion that there are alternatives to lead available for curtain weights.
It is not likely to believe that curtains and curtain weights are recycled. Recycling systems for consumer articles are not a standard solution in the EU as it is for packaging waste and electric articles (WEEE directive). The DS submitter is of the opinion that the major part of lead from this waste stream (curtain weights) ends up in the residual waste stream with an end point in landfills or incineration plants.


	Rapporteurs RAC response
	Use of lead in curtains (and other similar articles such as e.g. horizontal or vertical blinds etc.) should  like the DS is suggesting be within the scope if the lead is directly accessible as defined in the EC guideline on phthalates and is not covered by a coating that prevents migration according to the proposed limit and agreed upon by RAC. 
The report mentioned by the submitter is from 1996 and it does not look at the total exposure (or blood levels) so the conclusions are not relevant in this case. 
Alternatives exist and are commercially available (in Denmark there has been a ban for many years). been a ban for many years). 

	Rapporteurs SEAC response
	We follow the matter closely and in collaboration with the RAC Rapporteurs so that the various aspects of the requested exemption will be carefully considered on the way forward.



e. Ammunition

	251
	2013/07/08 11:40

Belgium

Industry or trade association





	Comment:
AFEMS response to the Public Consultation 
onAnnex XV Restriction Report - Proposal for a Restriction of
lead and its compounds in articles intended for consumer use
prepared by the Swedish Chemicals Agency
on 21 December 2012
Substance references
SUBSTANCE NAME: LEAD
IUPAC NAME: LEAD
EC NUMBER: 231-100-4
CAS NUMBER: 7439-92-1
Preamble
AFEMS, the Association of European Manufacturers of Sporting Ammunition, herewith wishes to provide its comments on the Annex XV Restriction Report prepared by the Swedish Chemicals Agency for the use of Lead in articles intended for consumer use.
AFEMS has always been involved in promoting the protection of human health and environment through targeting quality of products and their safety.
AFEMS strongly argues that all restrictions must be based both on realistic assumptions and clear scientific evidences,and justified by a positive balance between potential negative effects and expected positive results.
Definitions 
The consultation refers to lead and its compounds in “consumer articles” and the scope of the proposed restriction is “to develop a proposal for the restriction under REACH Annex XVII of lead and its compounds in articles, which can be placed in the mouth by children, and which are made available for consumers or intended for consumer use”. 
The definition of the scope is too vague and requires a number of terminological distinctions and clarifications regarding both the scientific aspects and the practical workability. 
Regarding these aspects we refer to the annexed comments to the Public Consultation provided by the International Lead Association (ILA), acting as secretariat to the Lead (Pb) REACH Consortium, and by the International Lead Zinc Research Organisation(ILZRO).
These comments are entirely valid and enforceable to the ammunition field represented by AFEMS.
Formal request
AFEMS requires that ammunition must be explicitly excluded from the scope of the proposed restriction.
Justification
1. Ammunition cannot be intended for general public. 
Council Directive 91/477/EEC dated 18 June 1991, amended by Directive 2008/51/CE and establishing the rules for the proper control of the acquisition and possession of firearms, defines civilian ammunition as equivalent to firearms and its parts, at Article 1 par.1.
It means that ammunition must be subject, in all the European Union Countries, to the same rules and the same authorization procedures valid for firearms.
This is an official guarantee that ammunition can be held only by specific authorized persons and can eventually be transferred only to other persons allowed by law to receive them. 
Therefore all over Europe ammunition can be assigned, sold, detained, handled and used only and exclusively to/by persons expressly authorized by the competent Authorities of each Member State, which are responsible for the enforcement of such dispositions and for effectively preventing the possession and handling of ammunition by any not-authorized persons.
Such a strict regime of registration and control is confirmed by Article 18 of Council Directive 93/15/EEC of 5 April 1993 on the harmonization of the provisions relating to the placing on the market and supervision of explosives for civil uses, including ammunition.
Further reinforcement comes from the Regulation (EU) 258/2012 of the European Parliament and of the Council of March 14, 2012 establishing export authorization, and import and transit measures for firearms, their parts and components and ammunition.
All this excludes the possibility that ammunition can be intended or considered “consumer articles supplied to general public”.
2. Ammunition cannot be in contact with children.
Member States’ legislation punishes with aggravating circumstances the failure or not-sufficient custody of arms and ammunition that would permit to a child to enter in any form in contact with them or appropriate of them. 
In this respect, ammunition must be considered safer than any other professional products: they cannot come into contact with children by chance, but only as a consequence of a violation of mandatory rules. 
All this excludes the possibility that ammunition can be intended or considered “articles which can be placed in the mouth by children”.
Therefore, any legal restriction would be useless, because it would be aimed to avoid behaviors already banned.
3. Lead contained in Ammunition is not directly exposed to public. 
Ammunition are removed from their packaging only when placed into the magazine of firearms, and only by persons authorized to use firearms (see point 1 above). Thus they are never kept out of their boxes and are not available for different uses, even by accident.
In addition it must be considered that elementary packages are essential for respecting the rules of a proper handling process, considering that several information requested by law and necessary for the proper use are reported on them. 
This is even more reinforced by the Regulation (EC) No 1272/2008 of the European Parliament and Council of 16 December 2008 on classification, labelling and packaging of substances and mixtures, in which scope ammunition are included.
Consequently, although it's already forbidden that a box of ammunition comes in contact with an unauthorized person, it's even less possible with reference to the single ammunition, which consequently cannot be considered an object that can become in contact with the "public".
It must also be considered that lead contained in ammunition is normally not directly exposed but encapsulated in polyethylene cartridge case, or covered by non-toxic metals jacket, galvanic copper plating, or plastic materials such as Teflon.
Conclusions
As stated above, ammunitionis widely covered by existing legislation.  Ammunition should be kept away from childrenaccording to mandatory legal dispositions.  Preventing children from having any access to these articles should not result in any potential risk of mouthing or swallowing.
Accordingly, ammunition should not be in scope of the restriction for the use of lead in consumer articles as proposed by the Swedish Chemical Agency.  We believe that this use should be exempt from the current proposal.

Socio-economic impact of a possible restriction
The socio-economic impact of a possible restriction on the use of lead in ammunition on the whole sector has already been described and motivated in details by AFEMS in 2012, answering the questionnaire prepared by AMEC for a study committed by theEuropean Chemicals Agency (ECHA).
The file is annexed to the present comments. 
About AFEMS
AFEMS is the Association of European Manufacturers of Sporting Ammunition.  
It is a non-profit organisation which was set up in 1951 to continue the work started in 1898 by the International Ammunition Convention.  
AFEMS is regarded as the sole spokesperson and representative for the entire European ammunition industry and works actively with the European Commission and the European Parliament  
Today AFEMS includes 56 companies from 20 European Countries, including all the European leading Industries in the Ammunition sector.
The file is annexed to the present comments.
AFEMS is affiliated to the Lead REACH Consortium and to the European Chemical Industry Council (CEFIC).


	DS response


	Even though it was not fully clear in the Annex XV restriction report and the proposal, ammunition is outside the scope. This will be better clarified in the updated BD.  

	Rapporteurs RAC response


	We agree with the DS conclusion due to safe-keeping of such articles as adults are believed to keep such small and dangerous articles out of reach for children for safety reasons.

	Rapporteurs SEAC response


	We agree with the DS.
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a. Lead batteries
	Ref.
	Date/Country/Org./
Related to section
	Comment

	247
	2013/05/31 16:37

Germany

Industry or trade association

(A) (B) (C) (D) (F) (G)


Attachment (available from H 01)

	Lead-based automotive and industrial batteries are of course out of the scope of this restriction proposal. However we recognize that they are still a lot of reference within the report to this material. Statements about the end-of-life collection, treatment and recycling of Lead-based batteries like “Recycling may pose a threat to human health through the reuse of materials produced to lower environmental and health standards” does not give additional information on the use in consumer articles and should be avoided. This is especially relevant as it is simply a matter of fact that in the European Union recycled secondary Lead is produced under the same stringent environmental and health legislation as primary Lead. Even more, all recycling companies must fulfill the BREF- Notes criteria with respect to recovery and environmental standards. In addition Lead Acid Batteries are falling under the battery law, where it is clearly stated that only certified waste management facilities are allowed to collect, treat and recover Lead acid batteries. Within the collection structure in German facilities achieve a collection rate for automotive and industrial batteries of 100 %. At present time there is no other system on the battery market with a comparable recycling standard like Lead batteries.

With respect to Lead acid batteries all collecting companies, treatment plants, secondary- and primary Lead smelters operating in the EU comply with either the European or national occupational exposure limits. They also comply with the science-based Derived No-Effect Level for Lead in blood of 40μg/dl for all workers and 10μg/dl for women set in the REACH registration dossiers for Lead and Lead compounds. This is proven by an actual survey of the REACH Lead Consortium as well as by our own WVM statistic already described in the commenting on the Lead classification proposal.

	244
	2013/05/31 10:37

Belgium

Industry or trade association







	EUROBAT, the Association of European Automotive and Industrial Battery Manufacturers, supports the opinion of the Swedish Chemicals Agency that neither Lead-based automotive batteries nor Lead-based industrial batteries should be within the scope of the Annex XV report, because they are not articles intended for consumer use.
Automotive batteries are intended to be placed in cars, by professionals in the vast majority of cases. Industrial batteries are handled in B2B relations and are thus not made available to consumers. It is obvious that neither automotive nor industrial batteries can be placed in the mouth by children. Any risk of Lead exposure is negligible due to the fact that automotive and industrial batteries are sealed and most of them are maintenance free.
Given that Lead-based automotive and industrial batteries are out of the scope of Sweden’s Annex XV Restriction proposal, EUROBAT is surprised that they are referred to at all in the report. Several statements are made about the end-of-life collection, treatment and recycling of Lead-based batteries, which do not correspond with the actual practices of the European automotive and industrial battery industry.
EUROBAT considers that in general, all statements on automotive and industrial Lead-based batteries should be taken out of the report, because not related to the use of Lead in consumer articles. In the attached document, EUROBAT responds directly to the inaccurate statements made within the report, and provides revisionary information on the actual practices for the collection, treatment and recycling of Lead-based batteries in the European Union.

	228
	2013/04/25 23:26


	Hello, will this restriction affect the Lead/Acid Batteries in automobiles?

	DS response


	It is a correct observation that lead based batteries are not included in the proposed restriction. Total lead flows, also from lead based batteries, are commented due to the reporting format for Annex XV reports, where information about the total flow of the substance is requested.
The scope has been clarified by the addition of two example lists in Section B2, one with articles that are included in the proposed restriction and another one with excluded articles.


	Rapporteurs RAC response


	We agree with the DS response and the example list(s) in the BD clarifies the issue.

	Rapporteurs SEAC response


	We agree with the DS response.



b. Articles under RoHS
	Ref.
	Date/Country/Org./
Related to section
	Comment

	265
	2013/09/11 12:22

Germany

Company

(B) (G)





	Comment:
Lead bis(tetrafluoroborate) and lead(II) bis(methanesulfonate) are used in the electronic and engine
building industrie as an intermediate for lead alloys and lead layers. A consumer contact with this
resulting lead alloys and lead layers is neither intended nor possible. In addition, the content of lead
in the final product is less than 0.1 percent.
For detailed information see attachment

	
	
	Specific comment:
Neither cunsumer use ofLead bis(tetrafluoroborate) and lead(II) bis(methanesulfonate) nor contact of the consumers with the named substances.
For detailed information see attachment.

	263 
	2013/09/09 16:58

Belgium

Industry or trade association

(A)






	Comment:
The Annex XV restriction report1 highlights that electrical and electronic equipment would not be in the focus of this initiative, since already subject to sector legislation, namely the RoHS II Directive (2011/65/EU) that regulates the use of lead in such equipment. Electrical and electronic equipment should indeed not be targeted by this restriction proposal. However, the suggested legal wording of the proposed restriction itself does not properly reflect the envisaged exclusion of electrical and electronic equipment.
In order to properly implement the exclusion of electrical and electronic equipment, we urge the Commission, ECHA and its advisory Committees (RAC and SEAC) to modify the suggested legal text of the potential new restriction under the REACH Regulation by explicitly stating that the restriction proposal shall not apply to electrical and electronic equipment covered by the RoHS II Directive (2011/65/EU).


	245
	2013/05/31 11:38

Belgium

Industry or trade association






	CECED, DIGITALEUROPE, JBCE and TechAmerica Europe wish to submit the following comments as part of the public consultation on the Swedish Annex XV Restriction Report recommending a restriction on placing on the market or use of lead and its compounds in articles (or individual parts of articles), which are supplied to the general public and can be placed in the mouth by children, if the concentration of lead (expressed as metal) in the article or part of article is equal or greater than 0.05% by weight.
It is our understanding that Electrical and Electronic Equipment (EEE, as defined in the RoHS Directive 2011/65/EU) is not in scope of this restriction proposal, as the existing sector specific legislation (RoHS) already restricts lead in EEE.
To avoid any further legal uncertainty, the undersigned associations strongly suggest explicitly providing derogation for those articles covered by the sector specific RoHS legislation as follows:
4.	By way of derogation, paragraph 1 shall not apply to:
	(i) …
	(ii) …
	(iii) electrical and electronic equipment within the scope of Directive 2011/65/EU


	232
	2013/05/22 12:32

Japan

Industry or trade association

(A)







	The articles which have been already covered and required restricted use of lead in them under existing EU legislations should be clearly exempted from the scope of the proposed restriction.

	231
	2013/05/21 08:48

Germany

Company


	Comment to the restriction of lead
From:
FELDER GMBH
Im Lipperfeld 11
46047 Oberhausen
Germany
Tel: +49(0)208/85035-0

Metallic lead and lead compounds are under particular surveillance for several years. Based on numerous studies neurotoxic, carcinogenic and mutagenic effects of lead are known for decades and effects not only humans. Resulting restrictions (2012/836/EU) are an effective way of specific substances from the groups of products for the consumer to banish, to avoid potential exposures.
In contrast to the former French dossier on the restriction of lead in special jewelry items, the Swedish dossier is aimed at a general restriction of lead in all products or in parts of products that are accessible to the general public. The Swedish dossier is aimed in particular to the reduction of lead in products that can be sucked by children.
As a formulator / manufacturer of solder alloy we produce lead-free and lead-containing soldering materials. Many solder alloys and solder products, which are used for the production of products or parts of products are subject to policies with limits for lead (e.g. Directive 2011/65/EU). High analytical effort, the threshold of 0.1% according to the RoHS directive can be safely maintained. The introduction of a lower limit of 0.05% would require higher measurement accuracy and increase the analytical effort significantly. Because of lead contamination in pure tin of about 0.04% a compliance with the limit of 0.05% would not be guaranteed despite high analytical effort. Many lead-containing products or materials are used in areas to which children have no contact or access. With a general limitation the products or product areas would be detected which are not from the immediate area of small children. A reduction of existing limits would not be effective.
The release of toxic lead ions is depending on reaction media. In the absence of oxidizing agents and solvents lead ions are not released. Lead solder alloys showing a lower oxidizing ability and the release of lead ions is reduced. By the addition of antioxidants, oxidation ability is further reduced. The leaching characteristics of lead solder alloy in massive form are not comparable to those of lead in pure or powder form. If mouth contact should occur with these lead alloys, the absorption of lead ions is extremely low.
Due to limitations of existing products containing lead in jewelry, toys and colors, the use of lead-containing materials has been sufficiently reduced at the same time. 
A general restriction on all consumer products would also restrict the use of lead-containing materials (e.g. solder for roofing) or exceptions for the automotive, aerospace or high lead-containing high-temperature (Pb >80%) solders, for which there are no technical alternatives available. To these applications kids / toddlers have no direct or indirect contact.
Lead-free solders are available. They are more energy-intensive to manufacture and require while handling higher energy consumption.
To provide young children from lead metal with maximum protection, there is a possibility of a restriction of lead for the items that are typically found in the environment of young children, such as clothing, furniture, toys and shoes.

Oberhausen/Germany
21. May 2013

	229
	2013/05/07 09:50

Switzerland

Company

(G)


	Public consultation on the proposed restriction of lead and its compounds in consumer articles – Comments from “Company name”
Background :
Sweden proposed in January to restrict lead and its compounds in articles intended for consumer use.
“Company name” is involved in the manufacturing of watches which can be considered as consumer articles. Hence they are concerned by the proposed restriction.
ECHA has already adopted a regulation on lead and its compounds in articles (1907/2006/EU). Annex XVII entry 63 precise the scope for timepieces (watches). The restriction is applicable to them but their internal parts are not concerned.
Comments :
“Company name” fully agrees with this issue especially concerning children exposure. As the wristwatches are in contact with the skin, a distinction should be made between the wristwatch case and strap which are in contact with the skin and the internal components of the said case. These ones are indeed inaccessible.
Concerning the wristwatch cases and straps, “Company name” already fulfils the 500 ppm limit. Our specifications were set a long time ago according to international legal requirements and voluntarily based on a stricter level. It is indeed of our priorities to 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 500 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 is 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 voluntarily knowing that the minimum diameter is appr. 36 mm without the strap and its attachments.
Thus, the exposure to lead with internal components is only possible if the case is opened with a specific tool before ingestion. This can only result from an abnormal use. Finally, contrary to jewellery articles which have only a decorative function, watches have decorative and technical functions (at least indication of time). To implement the latter, specific materials are needed and some of them should contain lead for technical reasons. For some of them, no immediate substitute exists. Further developments should still be carried out to find a solution.
Concerning quartz watches only (mainly 95% of the international market), the proposal does not take into account that they are already covered by the European Directives 2002/95/EC RoHS and 2002/96/EC WEEE. 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.
“Company name” proposes to keep the amendment to the restriction 1907/2006/EU by making a distinction between the exterior and the interior of the watch which is, in a normal use, inaccessible. The exterior, e.g. case, strap and tighteners, could be considered in the restriction. The interior should not.
In the case of a restriction of lead for watch components, the consequences for “Company name” would be huge for our production by generating very high costs and investments but also for our subcontractors located in Europe. Indeed, they all developed specific equipments and/or processes for 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.

	DS response


	It is a correct observation that articles under RoHS are not included in the proposed restriction. The same applies to other types of articles already covered by existing EU legislation
The scope has been clarified by the addition of two example lists in Section B2, one with articles that are included in the proposed restriction and another one with excluded articles. ECHA-S in collaboration with the Rapporteurs is also elaborating a table of items excluded from the scope due to being covered by other EU legislation. This has been included in the BD for further discussion 

265: As we understand the comment it concerns professional and intermediate use of certain substances. This use is not included in the scope of the proposal.

	Rapporteurs RAC response


	We agree with the DS response and the example list(s) in the BD clarifies the issue. Articles covered by the RoHS directive are outside the scope of this proposal.


	Rapporteurs SEAC response


	We agree with the DS response.
The proposed wording for the restriction will be modified to explicitly exclude articles covered by sector legislation that regulates lead content.




c. Other

	Ref.
	Date/Country/Org./
Related to section
	Comment

	266
	2013/09/13 18:22

United States

Company

(A)


	Comment:

	
	
	Specific comment:
Paragraph B.9.1.1 (Summary of the existing legal requirements) of the restriction report suggests that the rest of the market is still unregulated.
Medical Devices however, which in all cases are regulated under the Medical Device Legislation and in many cases under ROHS, aren’t listed here. 
In some cases Medical Devices are not electrical equipment and provided directly to customers and thus may fall within the definition of a consumer article. Although it may not be the intention of this Restriction (examples as listed in Table 16 do not mention Medical Devices, since there is no anticipated mouth contact with Children), if there is a broad definition of a consumer product it may include some Medical Devices.
The Medical Device legislation, currently undergoing revision, has its own risk-benefit evaluation, where the risks of exposure to substances are evaluated, within its own risk assessment framework.
Therefore we request an explicit exemption for all Medical Devices regulated under its own Legislation from this Restriction.


	DS response


	The observation about the MDDs seems to be correct. MD are not by default excluded from the Reach regulation and some of the articles are for sale to the general public. The DS agrees with the CS. This could be specified in the BD and in a rewording of the restriction, while taking into account the on-going revision of the directives, but this should be initiated by ECHA and the committees at this stage.

	Rapporteurs RAC response


	Articles covered by European Union legislation specifically regulating lead content are proposed exempted from this restriction (§ 5 (vi)) and this should in principle take care of this relevant comment.


	Rapporteurs SEAC response


	We agree that MDs are not targeted and will keep this issue in mind while reflecting on our suggestion for wording.



[bookmark: _Toc369587598]H 07 Requested exemptions for recycled-based items
Content 
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Items based on recycled PVC
Items based on recycled material

a. General
 
	[bookmark: _Toc358963446]Ref.
	Date/Country/Org./
Related to section
	Comment

	275
	2013/09/20 16:09

(A) (B) (C) (E) (F) (G) (H)




	Comment:
The German CA supports the approach to further extend the restriction of lead and its compounds in terms of consumer available articles that can be mouthed by children and thereby are a potential source for lead. 
We further agree that restricting the concentration of lead by weight to 0.05% will prevent the import of articles containing lead in a way it can potentially harm the infant brain. 
However, we want to mention some aspects that we see critical and where we would urge the Swedish CA to refine its reasoning:
On pages 13 (Part A.3.1), 84 (Part E.1.1) and 130 (Part E.5) it is stated that recycling and the increase in recycling efforts outside Europe might be a source of increased lead content in consumer articles. This is attributed in part to lower environmental and health standards in non-European countries. Two articles by Weidenhammer and Clarent are quoted. However, these only regard the use of recycled lead in jewellery (covered already by entry 63 of Annex XVII of the REACh regulation). Moreover, one link is provided leading to a French newspaper article, but this link does not work anymore, so we could not check for its content. In light of the fact that on page 84 it is mentioned that also in the Far East there are developments that push for elimination of lead we feel that a generalised assumption about potential increase of lead in consumer articles because of these recycling efforts – without supplying more relevant literature references – is very misleading. Therefore, we would like to ask you to provide further evidence for this proposed trend.
After all, substitution with non-lead technologies as well as recycling efforts may be expected to gradually reduce the amount of lead on the European market, also for consumer products (e.g. PVC products).


	
	
	Specific comment:
● Suggested restriction (A)
The rather broad approach of the wording concerning the proposed Annex XVII entry leaves room for many interpretations and might therefore enclose articles or individual parts of consumer available articles that are not originally in the scope of the restriction. We especially want to point out that a restriction should always add additional benefit to already existing regulations. In case of lead – where many specific regulations are in force already – another broad approach might not necessarily reduce the availability of lead. Furthermore, we think it has to be taken into account, that all broad Annex XVII entries might not only intentionally reduce the use of lead but might also unintentionally reduce the rate of recycling (plastic products, brasses, etc.) in the European community which clearly contradicts sustainability efforts.
The proposed restriction text defines “individual parts of articles” as “such individual parts of articles that are detachable, protruding or by other means accessible to be placed in the mouth by children”. In chapter E 1.2 it is explained why the restriction is not tied to specific materials in the article. It is reasoned that such a restriction is difficult to enforce, because it requires knowledge of where these materials are present in articles. It is not explained why the restriction does not apply to all or all accessible materials of the articles.
In terms of the limit value 0.05% which applies to “articles or individual parts of articles, which can be placed in the mouth by children” the wording of the scope of the restriction should illustrate that that it rather applies to chemically homogeneous materials/structures of articles/ parts of articles. For example, the limit value should apply to lead containing coatings alone and not to the complete article.
As we understand the restriction proposal it covers a wide range of articles including ammunition and lead-weights used for fishing. However, since there is no special discussion on alternatives for lead in ammunition in the dossier we would like to check if our notion is accurate. 
Musical instruments are exempted from the scope of the proposed restriction. According to the dossier stakeholder claim that lead-containing alloys are needed to maintain the acoustic properties, which cannot be manufactured from the lead-free brass varieties currently available. It is stated that musical instruments do not account for a significant share of children’s mouthing and therefore a restriction is not immediately warranted. 
While musical instruments might not be relevant under the aspect of mouthing by children under the age of 36 months, we think attention should be turned to older children and adolescent person. Usually children start to play brass instruments after second dentition. Brass instruments like trumpets, trombones and the like are played by touching the embouchure with the lips. This is done regularly. Usually daily practice is recommended. According to the dossier “the central nervous system is still under development well over a decade after birth” which means that children playing brass instruments may well be affected by the associated lead uptake. Since lead is needed for the acoustic properties of the instruments we propose to restrict the lead content in the embouchures, only.
It should be checked if some of the derogations made in the restriction on lead in jewellery should also be made in the proposed restriction, e.g. derogations for precious and semiprecious stones and articles on the second hand market.
● Information on hazard and risk (B)
Section B.1
1st paragraph: It should be already mentioned here, that all compounds listed in Annex I should be covered by this restriction.
Section B.1.1
In view of the different nature of the substances targeted by this restriction it is misleading to mention only elemental lead.
Section B.1.1 should be deleted, only text given in section B.1.2 should be given instead.
Section B.2.2
The use of lead in stabilisers is mentioned. However, industries’ efforts to voluntarily phase out lead in PVC completely until 2015 are not mentioned. We think this self-commitment is worth mentioning when assessing the overall risk of uses of lead.
Page 23, 4th para, 2nd line: should read “silicium” instead of “silicon”.
Section B 5.8 
More recent epidemiological studies and their outcomes should be integrated here (Southard et al. 2012, Bofetta et al. (2011), Bhatti et al. (2009), Ilychova und Zaridze (2012), van Bemmel et al. (2011).
Section B.6
What does the heading mean?
Section B.9.3.1
Clarification which of the described data in section “B.9.3.1 General Information” (e.g. market share of articles contributing to lead exposure, lead concentrations, mouthing frequencies of different article groups, mouthing times) are used in which step of the assessment and in which part of the report (e.g. section B.9.3.2.2 Consumers Exposure”, section “E.1.1 Risk to be addressed – the baseline) would contribute to a better readability. Also, more cross-references between these chapters would help to understand that assuming a daily exposure time of 20 minutes in the “realistic exposure case” (Tables 20, 21 and 24) is not an overestimation but a situation that affects 5% of the European children in the respective age groups.
Section B.9.3.2.2 
This section describes the exposure assessment based on the repeated chronic exposure of small children from mouthing lead-containing items and a migration of released lead into saliva. It could perhaps be additionally mentioned that children chew on things such as non-paper stationery products and could swallow exfoliated lead-containing particles or surface layers which would then result in a migration of lead under gastric-acid conditions in the stomach. This would be a further exposure scenario in addition to the mentioned scenarios on licking and the hand-to-mouth behaviour which contributes to a still higher exposure and gives further support to the restriction proposal.
Section B.11
It could be discussed more in detail why the proposed threshold limit value of 0.05% is based on the realistic worst case with a maximum mouthing time of 64 minutes. Also, a cross reference to chapter E.2.1.1.1 “Risk reduction capacity” could be helpful.
● Available Information on alternatives (C)
Section C.4.3.
The statement made in this section should be explained in more detail.
● Why a restriction is the most appropriate EU-wide measure (E)
Section E.1.1
See comment to section B.9.3.1 “General Information”.
● Socio-economic Assessment of proposed restriction (F)
We noted that the socioeconomic assessment of the proposed restriction of lead in consumer articles which can be mouthed by children closely follows the reasoning of the restriction of lead in jewellery, which is based on US studies. Because of the reported influence of socio-demographic factors, there should be some caution if these results are equally valid for the labour market conditions in EU.
● Consultation (G)
Regarding the effects of substitution, the number of stakeholders which responded to the request for information is not presented. This makes it difficult to value the reliability of conclusions based on stakeholder consultation.
● Appendices
Appendix 2 of the Annex XV restriction report describes the existing legal requirements including those according to the new Toy Safety Directive 2009/48/EC. It should be noted that the specific migration limits for lead, which are to be applied from July 2013, are currently under revision (http://ec.europa.eu/enterprise/sectors/toys/public-consultation-lead/), with the objective of a further reduction of the limit values and the exposure of children. A Commision staff working paper impact assessment exists (Document number: ENTR/TOYS/COM/2013/002 as of 22/04/2013) which was recently discussed on the Safety of Toys Committee Meeting. These activities give further support to the proposal by SE to restrict lead in other non-regulated consumer articles which are accessible to young children.


	DS response


	
275. Comment from the CS: “one link is provided leading to a French newspaper article, but this link does not work anymore” 
Response from DS: There was unfortunately a linebreak in the weblink. Without this linebreak the article is still available at the same address.
http://www.courrierinternational.com/article/2007/08/02/les-dechets-toxiques-font-le-tour-du-monde

275. Comment from the CS: “Weidenhammer and Clarent are quoted. However, these only regard the use of recycled lead in jewellery”  “In light of the fact that on page 84 it is mentioned that also in the Far East there are developments that push for elimination of lead we feel that a generalised assumption about potential increase of lead in consumer articles because of these recycling efforts – without supplying more relevant literature references – is very misleading. Therefore, we would like to ask you to provide further evidence for this proposed trend.”
Response from DS: The good ambitions behind the recycling efforts are not questioned, they are welcomed. The basis for the reasoning is a mass balance of lead used for manufacturing and recycling of lead batteries. 85% of the world use of lead is for batteries and 15% for other products, Table 6, page 22. In China 32% of the lead batteries are produced from recycled sources. This recycling rate is higher in the EU and US. The recycled lead not used for batteries, may be used in other products. If the demand is just 15% of the total lead market, there will be an excess of recycled lead. 
There is an incrase in the produced volumes of batteries, which is higher in China than in the western countries. Given the increased production volumes, there is still an excess of lead falling outside the product range reported in the statistics (the 15% other products). It is reasonable to assume that these quantities of materials are used to something and not just end up as waste if it has a monetary value. 
The argumentation is not meant to point at the Far East countries of any other reason than the fact that this is the region where the use of lead batteries have the fastest growing rate at the moment. The same reasoning can be applied to the EU market, since there seem to be an excess of lead out from the mass balance in EU too. It is not in anyone's interest that the recycled lead by accident ends up in common consumer articles. (References: http://www.ila-lead.org/lead-facts, http://www.ipe.org.cn/Upload/Report-Battery-II-EN.pdf)

Comment from the CS: “After all, substitution with non-lead technologies as well as recycling efforts may be expected to gradually reduce the amount of lead on the European market, also for consumer products (e.g. PVC products).” 
Response from DS: The DS agrees that this seems be a probable scenario for articles manufactured in the EU. The scenario for imported articles may be different. Other submitters of comments describe the possible outcome from recycling in a different way, e.g. Commentators 277, 255, 236.

Comment from the CS: “ … that all broad Annex XVII entries might not only intentionally reduce the use of lead but might also unintentionally reduce the rate of recycling (plastic products, brasses, etc.) in the European community which clearly contradicts sustainability efforts.”
Response from DS: The DS do not agree that this specific restriction will harm the rate of recycling as it is of minor interest to the total volume of materials on the market. Recycled material can be directed to several other products with a demand for higher total volumes of material. There are not any available recycling systems for consumer articles today, only for packaging materials and some articles not covered by the scope.  

	Rapporteurs RAC response


	Articles made from recycled based items do not seen from a risk assessment point of view differ from articles made of “virgin” material(s) and should therefore be restricted in the same way as these. We do, however, recognise that there could be important SEA related issues.  


	Rapporteurs SEAC response


	We agree with the DS response.



b. Items based on recycled PVC
	Ref.
	Date/Country/Org./
Related to section
	Comment

	277
	2013/09/20 17:10

Belgium

Industry or trade association





	Comment:
In addition to comments submitted on 31 May (reference 6363b2ed-808a-4221-a3ee-6535dc2c8cc1), VinylPlus wishes to submit additional information. See attached document

	255
	2013/08/07 12:44

Austria

Industry or trade association

(A)


Attachment 
(Available from General comments table above)


	Comment:
Some of our member companies are recycler, whose products can contain lead as an impurity in excess of the proposed 0,05% limit. Our member companies (up-stream industry) mainly produce metals in the form of raw products and semi-finished products, which are no consumer articles. But at the end of the value chain, the metal produced is processed to finished goods and might end up in consumer articles, which can be placed in the mouth by children. 
One example is the Aluminium recycling industry. Austrian refiners produce aluminium sows/pigs or liquid aluminium, which are mixtures under REACH. Customers of our members often require these mixtures to be produced in accordance to technical standards, regulated in EN 601 and EN 1676. The Pb limits prescribed in these technical standards (EN 601 and EN 1676) are higher (0,10 % or 0,15%) than those under the proposed restriction (0,05%). Austrian aluminium remelters produce rolling slabs, which are further processed to aluminium sheets and plates. These sheets and plates are articles under REACH. Some of these articles are used in the electronic industry for electronic and electrical articles. In this case our member firms are required by their customers to comply with the RoHS directive which sets a higher limit value (0,1%). Similarly, the ELV (End of Life Vehicles) Directive limits the permissible Pb concentration to 0.4% by weigh. 
For our member companies compliance with the proposed 0.05% limit would entail significant adaptation cost, loss of margin and loss of competitiveness (resulting from the cost for adaptation and the limited ability to sell its metal to certain customers). This is disproportionate to the benefits resulting from the proposal. The adaptation of a 0.1% by weight limit as used in RoHS would still be protective and would be less burdensome for our industry as it is in line with already existing legislation (RoHS).
For a successful implementation of this restriction we urge the competent ECHA committees 
•	to re-phrase the wording of the restriction by narrowing down its scope in order to exclude those consumer articles, which are covered unintentionally by the restriction and to enable a clear and unambiguous interpretation as to which articles fall under the restriction and
•	to align the restriction under REACH with existing legislation such as RoHS Directive or technical standards by adapting a limit value of 0.1% instead of 0.05%.

	243
	2013/05/31 08:02

Belgium

European institution

(A) (B) (D) (E) (F)


 







	Comment:
The PVC supply chain welcomes the objective of reducing the exposure of children to lead through articles available to consumer and which present a probability for mouthing.
The PVC supply chain stresses that lead-based stabilisers, which are used in certain PVC articles, are subject to an industry Voluntary Commitment to phase out their use in the EU 27 by the end of 2015.  Today more than 80 % of the initial volume of lead-based stabilisers has already been phased out and the remainder will soon disappear totally from articles produced in the EU 27.
Some residual (“legacy”) lead may still be present in articles made from recycled PVC, at levels exceeding the proposed limit of 0.05 % w/w. After 2015 this will be the only source of lead in PVC articles produced in the EU-27. However as explained in the Annex XV report (page 47, 1st paragraph):
“Lead in articles poses a risk only if the release of lead ions and the frequency of exposure in combination are high enough”.
More robust data on actual leaching levels from polymers are desirable in order to document that a restriction threshold as low as 0.05 % Pb in plastic articles is needed to be protective for children.  
Hence, considering that:
•	lead embedded in a PVC plastic matrix has a very low availability
•	most PVC recycling is done into construction or infrastructure products which are either affixed or which have dimensions exceeding  the mouthability limits
•	some articles available to consumers and qualifying as mouthable because they  have one dimension <5 cm (definition in Appendix A) may have in reality only a low probability of exposure because they are not normally present inside houses (e.g. a garden hose)
we ask the EU authorities to consider exempting a short list of articles from the scope of the proposed restriction (see list in Appendix B.
Whilst the PVC supply chain adheres to the objective of the proposed restriction, restricting lead in some applications not likely to contribute to the exposure would work against the EU efforts to promote recycling of plastics.
In addition we would like to clarify/correct some of the assertions made in the Annex XV report.  Our corresponding comments are listed in Appendix C.


	236
	2013/05/29 17:18

United Kingdom

Industry or trade association

(A) (B) (D) (E) (F)


Attachment 1 (available from H 01)


Privacy comment:
The data contained within the reports is proprietary and owned by the European Copper Institute (ECI) and/or International Lead Zinc Research Organisation (ILZRO). It is provided to allow Member States and RAC access to migration data relevant to mouthing of articles containing lead.


	Comment:
We do not think the dossier has adequately considered the implications on use of recovered and recycled metals and plastics for manufacturing consumer articles.  Recycled PVC and several metals contain lead at levels in excess of 0.05% and the implications of this are not explored in the report or considered in relation to socio-economic impacts

	DS response


	The DS is aware of the voluntary commitment to phase out lead-based stabilisers within the EU. Some of the submitters of comments seem not to have recognised this in the Annex XV report, e.g. section C4.5, page 77; section E.1.1, page 83. The intention of the proposed restriction is to also cover imported PVC articles, where, as far as the DS is aware, no world wide voluntary commitment exists to phase out lead-based stabilisers in PVC articles for consumers. The market share of imported articles within the scope of the proposal is above three quarters of the total number of supplied articles.

The DS has got information from the stakeholder consultation that 20% of the PVC volumes in EU are produced by manufacturers that do not take part in the Vinyl Plus commitment.

Recycling of plastics can still be done for production of articles not covered by the scope of the proposed restriction. Recycled lead-containg PVC can be used for (i) construction or infrastructure articles covered by other EU sector specific legislation (and therefore exempted from the proposed restriction) and/or (ii) articles that are not expected to be mouthed by children during proper use or reasonably foreseasble improper use.and therefore not covered by the scope of the proposed restriction. Information on recovered and recycled metals and plastics has been included in the report, e.g. in section B.2.1.

It is the DS´s point of view that children do mouth garden hoses and that shoe soles can be made of lead-free materials. Garden hoses may also be used for drinking water in cottages as well as watering of vegetable crops in private gardens. Considering the volountary action on phasing out lead stabilisers by 2015, an exemption for garden hoses and shoe soles seems unneccesary. There is no statement in the proposal that articles for outdoor activities are exempted. 


It is not neccesary to list exempted articles that, for example due to their shape or non-accesibility for children, are not covered by the scope.

The DS thanks the comment submitter for the extra information included in appendic C in the attached document. Information on non-use of lead-based stabilisers and non-use of recycled material in plastisols is appreciated.

The comment on tin-organic compounds is noted. Though not the most commonly used compounds they were important to mention due to their hazards profile.

The DS agrees on the unclear phrasing of “producers of PVC … “ on p 77.

The comment on migration of lead noted. It is the DS´s point of view that all additional exposure must be avoided, see section B in the report. 
277. The low availability of lead embedded in PVC used for consumer articles has not been verified by the stakeholders. Studies on water pipes has been provided from earlier consultation, but the data presented in the documents do not coincide with the statements about the results from those studies.


	Rapporteurs RAC response


	We agree with the argumentation used by the DS, also regarding articles for outdoor use. However, we do recognise that there might be SEA issues involved, and highlight that where Pb is regulated under other EU-legislation it is exempted from the current proposed restriction (see § 5, (vi), in the proposal for scope/legal text.


	Rapporteurs SEAC response


	Articles produced from recycled materials are included in the scope of the proposed restriction. The purpose is that adverse effects on the development of the nervous systems of children will be avoided irrespective of the exposure source being made of raw or recycled material. SEAC appreciates the Commission having created an Action Plan for recycling as a part of the implementation of the Lead Market Initiative, and notes that the Commission has, e.g., recently adopted Regulation (EU) No 494/2011 whereby the concentration limit for cadmium in Annex XVII entry 23 was raised to 0,1 % for certain product groups. However, this raise was done in order to allow placing recycled PVC containing cadmium on the market for use in certain construction products. The scope of the presently proposed restriction is very much different and comprises articles that children can mouth. Thus a strictly health based restriction limit for lead without a general derogation for recycled materials can be justified in this case.
The list of PVC based articles for which IND requested an exemption from the proposed restriction is currently under evaluation. The proposed wording will be revised to better reflect the scope. The example lists included in the BD also clarify the issue.



[bookmark: _Toc369587599]c. Items based on recycled material
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Content:

General
Key and locks
Musical instruments

a. General

	Ref.
	Date/Country/Org./
Related to section
	Comment

	242
	2013/05/30 22:04

Belgium

International organisation

(A) (B) (C) (F)



Attachment (available from H 01)



	In its Annex XV Dossier, the Swedish Chemicals Agency already identified the need for exemptions for individual products. According to the proposal, keys, locks and music instruments should be exempted. The Commission is requested to review these exemptions after 5 years.
We strongly support the proposed exemptions. For these applications mainly lead containing, free cutting nickel silver and lead containing free cutting brasses are used. It is our firm view that on one side there are no technological alternatives to these materials available and on the other side that the risk from these specific products is lower than calculated in the generic risk assessment which was done in the Annex XV Dossier.

Keys, locks and music instruments are using metallic components which require a high precision geometry together with a high surface quality. As explained above, only lead containing nickel silver alloys and brasses are presently able to fulfill these requirements in combination with a high level of machinability performance.

	DS response


	Thank you for the reply and for the information. One uncertainty remains however whether or not lead is used in parts of music instruments that children can put in their mouth. This has not been confirmed during the stakeholder consultation carried out by the DS. A derogation would not be needed for the use of lead in music instruments in parts that cannot be mouthed by children. Such uses would be outside of the scope of the proposed restriction.

Lead containing brasses and nickel silver are not the only metallic materials that are used in various parts of music instruments.

	Rapporteurs RAC response


	Keys and padlocks and (some few) musical instruments are considered by RAC to pose a risk; however the DS chose to propose an exemption for these articles in their original proposal and therefore it is not legally possible to include them in the restriction.

	Rapporteurs SEAC response


	We agree with the DS and RAC responses.



b. Key and locks
	Ref.
	Date/Country/Org./
Related to section
	Comment

	280
	2013/09/20 21:53

Sweden

International NGO

(A) (D) (E) (F)


	Comment:
ChemSec supports the Swedish restriction proposal on Lead and its compounds in articles intended for consumer use. We consider the Annex XV as a robust dossier justifying the restriction. We thank KEMI and the Swedish government for their engagement in environmental and human health protection.
Scope: Lead and its compounds are already restricted in various sectors because of its intrinsic hazardous properties i.e. EEE, Cosmetics, Toys, Food contact material, paints, fuels and packaging.
It is classified as Reprotox 1A, Acute Tox 4, STOT Repeated Exposure Cat 2, Aquatic Acute 1 and Aquatic Chronic 1. There are also evidence on mutagenicity and carcinogeniticity (IARC 2006) and lead acetate is classified as Carc. 2 according to CLP. Industry has proposed self-classification as Reprotox 1A (H360) “may damage fertility or the unborn child” and STOT Repeated Exposure Cat 1 (H372) “Causes damage to organs: the central nervous system and systems for reproduction”. It therefore qualifies as a group of Substances of Very High Concern (SVHC) according to REACH. On that basis 21 lead compounds have been proposed for listing to the candidate list as SVHC upon request by the European Commission. 
Further REACH contains a restriction entry (no 63) for Lead and its compounds relating to jewellery articles, with a large scope which comforts that there is an unacceptable risk posed by Lead and its compounds which needed to be addressed at EU level. 
Specific Lead substances (compounds) have already been officially recognized as SVHC and have been prioritized for inclusion in the Authorisation List (Annex XIV): Lead chromate (EC No 231-846-0), Lead sulfochromate yellow (EC No 215-693-7), Lead chromate molybdate sulphate red (EC No 235-759-9) with sunset dates set for 21 May 2015.
The new restriction proposal constitutes an obvious complementary action to close gaps for other articles and in regards to imported articles containing those 3 lead compounds to the EU (which are not adequately covered by the authorization procedure under REACH). The proposed restriction will bring an even level playing field for the supply chain within Europe vis-à-vis non EU importers and manufacturers. It will also indirectly achieve human health and environmental protection at a global level. 
The same effect will be achieved for lead contained in paints, plastics, pigments or metal parts which are produced abroad and imported to the EU. Considering that about 72% of the targeted articles are imported to the EU from third countries, a broad restriction is indeed the most appropriate control measure.
The proposed restriction refers to articles “which can be placed in the mouth by children, and which are made available for consumers or intended for consumer use”. In order to cover all relevant articles we would prefer to cover all articles made available for consumers, i.e. covering also involuntary or not intended uses. It is established that Lead and compounds are non-threshold substance since the 1970ies, and that any exposure should be avoided in particular for children.
The scope of articles “intended for consumer use” may pose problems in terms of legal certainty, since it implies voluntary use and would not cover indirect exposure, with the risk of setting specific time windows of exposure assumptions depending on what would be a “normal use” of the article in question. A broader scope (“articles which are placed on the market”) would thereof be the preferred approach and would be in line with the scope of the authorisation scope. 
Further it has been established that harmful effects are caused by the lead ion itself. Considering the high amount of various compounds of Pb present in consumer articles, existing analytical methods are not fit for purpose to enforce the individual compound based restrictions adequately. 
.
The registration data of ECHA finds high volumes of use (up to 1 Million tonnes per annum) with following identified uses in articles within the EU:
AC 0: Other: Metal powders 
AC 1: Vehicles 
AC 2: Machinery, mechanical appliances, electrical/electronic articles 
AC 3: Electrical batteries and accumulators 
AC 6: Leather articles 
AC 7: Metal articles 
AC 10: Rubber articles 
AC 13: Plastic articles.
	
However no further specifications on precise use and information on “uses advised against” or “consumer use” has been provided by the registrants.
A focus should be brought to cover the uses registered in the EU where potential consumer use is expected. These concern uses as metal alloys, pigments and stabilizers in plastic but also clothes and interior decoration objects or furniture leading to multiple exposure routes and additive effects (cocktail effects). The ECHA registration information confirms the following uses of Pb and its compounds
- lead ammunition
- lead sheets 
- batteries and accumulaters (highest market share)
- electrical / electronical articles
- other metal articles (external lead sheet) 
- solder
RAPEX has also confirmed the presence of Pb and its compounds in non-food products pre-cited intended for consumer use. Presence in clothing, accessories and interior decorations have been identified with an average concentration of around 1% weight/ weight. Further the report contains robust data and representative samples of testing done by the Swedish Competent Authorities which confirm presence of Lead and its compounds in articles made available to consumers. 
Exemptions / review clause
The proposal for restriction will exclude keys, locks and music instruments which would be re-evaluated 5 years after entry into force. 
ChemSec would favor a review clause for these specific exemptions 2 years after entry into force in order to drive for substitution for the remaining applications and to be in line with the objective to prevent any additional exposure of Lead and its compounds.
The exclusion of keys may pose a gap in the aim to protect small children since it is recognized that they can play / chew on key rings / keys and because release potential is expected to be higher (abrasion through the use of the key and considering its high lead content). Despite the DTI 2002 study suggesting that the mouthing frequency for keys is rather lower than other objects,  one should consider that key rings also contain the highest average lead content (above 50.000ppm) in the tested consumer articles. 
It is not clear on whether the impurity threshold of 0,05% W/W would significantly affect the key / key rings manufacturing process. On this aspect the report states that there is an on-going work in the industry to substitute lead from the alloys used for keys. In order to drive ongoing innovation for substitution we would either prefer to remove the exemption (giving a strong signal to industry with a transition time of 2 years before the new entry will come into force) / or to reduce the revision clause to 2 years after entry into force.
Migration rates and exposure assessment
Although the report does provide solid background data for migration rates, uncertainties do remain in relation to exposure assessments: average mouthing time has been set at 15-20 minutes / day (which is not realistic for kids during their teething period and parents know that this involves rather intense biting for long time periods!). 
Migration scenario are based on 4h migration values that may constitute an underestimation if most lead migration occurs during the initial phase of migration. 
Wipe testing done by the Center for Environmental Health suggest that lead can be wiped off from vinyl through touching, which then is likely to get ingested by hand to mouth activity (additional oral exposure). 
Considering cocktail effects through multiple exposure pathways and emission sources ChemSec would advocate that worst case assumptions should be used, in line with the precautionary decision making process foreseen according to REACH, in order to safeguard a high level of human health protection. 
Further environmental exposure pathways have not been factored in this restriction proposal, but it is estimated by EFSA (2010) that exposure of lead via food, water and air is in the range of 1-6 µg/kg/bw/day. 
The actual baseline body burden of lead in children is estimated at 15-20µg/L in blood of children, which exceeds already the highest tolerable exposure with respect to the neurodevelopment effects of lead. Any source of potential additional exposure shall therefore be prevented. As a result we support the proposal since it will reduce the overall additional exposure and resulting body burden of man- made chemical cocktails in vulnerable groups.
The restriction report also highlights that targeted action in the waste recycling sector should be taken, as several studies (Weidenhamer and Clement 2007 / Fairclough et al 2007) indicate that lead waste material such as batteries (from cars) and solder materials might be recycled for downgraded use in consumer products with worrying (increasing) trends in volumes. The European Commission and ECHA FOrum should look into this issue.


	278
	2013/09/20 18:18

Belgium

International NGO

(A) (B) (C) (D) (E) (F)





	Comment:
The EEB and ClientEarth support the restriction of lead in articles proposed by Sweden. However, we would like to submit comments on the scope of the restriction and provide further evidence in support of the restriction.

	262
	2013/09/05 17:07

Austria

National Authority

(B) (H)


	Comment:
We strongly support the inclusion of lead in Annex XVII.

	
	
	Specific comment:
The MAK Commission of the Deutsche Forschungsgesellschaft concludes that there is strong evidence lead being carcinogenic but there is unfortunately not enough new data available. This conclusion is based on the knowledge that genotoxicity has been demonstratsd for metallic lead and furthermore lead ions are released also from metallic lead.
“As the release of lead ions is responsible for the toxic effects of all forms of lead, and genotoxicity has been demonstrated both for metallic lead as well as for its inorganic compounds, a carcinogenic effect of lead itself and its inorganic compounds must be assumed. The data available at present from epidemiological studies provide evidence for a possible carcinogenic effect of lead. They are, however, not sufficient to classify lead as a human carcinogen.” “As the release of lead ions is responsible for the toxic effects of all forms of lead, and genotoxicity has been demonstrated both for metallic lead as well as for its inorganic compounds, a carcinogenic effect of lead itself and its inorganic compounds must be assumed. Therefore, lead and its inorganic compounds are classified in Carcinogen category 2.”
(Lead and its inorganic compounds (inhalable fraction) [MAK Value Documentation, 2009]) http://onlinelibrary.wiley.com/doi/10.1002/3527600418.mb743992e0025/full 
Concerning the exception in para 4 the following shall be considered:
1. Keys seem to be highly attractive to young children and very often misused as toys.
2. Is there really a need that beginners learning an instrument have to use ones that contain lead?


	256
	2013/08/14 12:13

Austria

Industry or trade association


	Comment:
Der schwedische Antrag sieht eine Ausnahmeregelung für Schlüssel, Schlösser und Musikinstrumente vor. Wenn Schlüssel von der Beschränkung ausgenommen sind, dann muss diese naheliegenderweise auch für sämtliche andere an einem Schlüsselbund befindliche Konsumgüter gelten! Immerhin werden nach unserer Einschätzung Schlüssel in zumindest 90 % aller Fälle in Kombination mit einem Schlüsselanhänger verwendet! Dabei ist der Schlüssel mit seinen Ecken und Kanten der für ein Kind sicherlich gefährlichere Bestandteil eines Schlüsselbundes, als ein Schlüsselanhänger (siehe dazu auch unsere oben angeführte Argumentation betreffen die Ummantelung eines Metallteiles, wodurch kein Blei in kurzer Zeit an die Umgebung abgegeben werden kann)! Schlüsselanhänger sind daher von der Beschränkung auszunehmen!

(The Swedish request provides for an exemption for keys, locks and musical instruments. If keys are exempted from the restriction, then this must be obvious example also apply to all other consumer goods located on a keychain! After all cases are used in combination with a keychain in our opinion, key in at least 90%! This is the key to its corners and edges of the certainly more dangerous for a child component of a bunch of keys as a key chain (see also our above mentioned arguments concerning the covering of a metal part, so no lead can be discharged in a short time to the environment)! Keychains are therefore exempt from the restriction!)


	242
	2013/05/30 22:04

Belgium

International organisation

(A) (B) (C) (F)


Attachment (available from H 01)



	Keys for automotive applications and keys for high security cylinders are mainly manufactured from nickel silver alloys with lead contents up to 1.5 % lead. It is obvious that a proper functioning of these keys is not possible without strictly adhering tight tolerances for drilled holes or geometric profiles. In this respect it is not possible to replace lead containing alloys for keys.
An additional feature of leaded nickel silver which makes it particularly suited as a material for keys is the preferential wear of the alloy relative to the lock material. This characteristic ensures that in a lock-and-key application the key will generally fail first. This minimizes the cost of maintaining any lock-and-key system since replacement of the key is more straightforward than replacement of the lock.
In the case of keys for automotive applications the lead content provides an important safety feature in addition to the properties already noted above. For safety reasons automotive manufacturers desire keys which break upon impact. The lead content of leaded nickel silver increases the brittleness of the material such that the key will break when there is an impact.
In addition, keys pose a lower health risk than assessed in the generic risk assessment of the Annex XV Dossier. In the Annex XV Dossier the mouthable surface area of the articles was assumed to 10 cm². A typical automotive key would be expected to have a surface area closer to 5 cm2, which would in turn lead to lower lead migration levels than those proposed by KEMI. This difference in surface area would apply to all key types which are likely to be mouthed by children.
It should also be noted that in many modern automotive applications the actual leaded nickel silver key is encased such that the metal is not accessible during use. This removes the potential for the article to be mouthed by children such that there is no risk of lead exposure.

As keys, locks require a high precision geometry together with a high surface quality. No lead copper alloys are available which provide the same level of machinability in combination with the required surface properties. In this respect it is not possible to replace these alloys for locks.
Due to the short time period for the first response we were not able to obtain more detailed technical information from downstream uses or downstream users associations on locks.
This information will be supplied by September.


	DS response


	242. Thank you for this information. Please note that Automotive keys and other electronic keys are restricted by the ELV and RoHS regulations and therefore not covered by the proposed restriction.
256. Key rings are covered by the scope. There is no reason to exempt them. Lead is not needed for functional purposes and very high concentrations of lead was found in some of the tested key rings.

278, 262. The DS is aware of the exposure from keys and the availability of lead free keys. However the function of different keys (and locks) may vary and there are cases where it is doubtful whether lead in the keys can be substituted.

280. The DS suggest the committees to reconsider a review clause and discuss an appropriate review time.


	Rapporteurs RAC response


	Keys and padlocks are considered by RAC to pose a risk; however the DS chose to propose an exemption for these articles in their original proposal and therefore it is not legally possible to include them in the restriction..

	Rapporteurs SEAC response


	We agree with the DS response. 



c. Musical instruments
	Ref.
	Date/Country/Org./
Related to section
	Comment

	278
	2013/09/20 18:18

Belgium

International NGO

(A) (B) (C) (D) (E) (F)





	Comment:
The EEB and ClientEarth support the restriction of lead in articles proposed by Sweden. However, we would like to submit comments on the scope of the restriction and provide further evidence in support of the restriction.

	275
	2013/09/20 16:09

(A) (B) (C) (E) (F) (G) (H)




	Comment:
The German CA supports the approach to further extend the restriction of lead and its compounds in terms of consumer available articles that can be mouthed by children and thereby are a potential source for lead. 
We further agree that restricting the concentration of lead by weight to 0.05% will prevent the import of articles containing lead in a way it can potentially harm the infant brain. 
However, we want to mention some aspects that we see critical and where we would urge the Swedish CA to refine its reasoning:
On pages 13 (Part A.3.1), 84 (Part E.1.1) and 130 (Part E.5) it is stated that recycling and the increase in recycling efforts outside Europe might be a source of increased lead content in consumer articles. This is attributed in part to lower environmental and health standards in non-European countries. Two articles by Weidenhammer and Clarent are quoted. However, these only regard the use of recycled lead in jewellery (covered already by entry 63 of Annex XVII of the REACh regulation). Moreover, one link is provided leading to a French newspaper article, but this link does not work anymore, so we could not check for its content. In light of the fact that on page 84 it is mentioned that also in the Far East there are developments that push for elimination of lead we feel that a generalised assumption about potential increase of lead in consumer articles because of these recycling efforts – without supplying more relevant literature references – is very misleading. Therefore, we would like to ask you to provide further evidence for this proposed trend.
After all, substitution with non-lead technologies as well as recycling efforts may be expected to gradually reduce the amount of lead on the European market, also for consumer products (e.g. PVC products).


	
	
	Specific comment:
● Suggested restriction (A)
The rather broad approach of the wording concerning the proposed Annex XVII entry leaves room for many interpretations and might therefore enclose articles or individual parts of consumer available articles that are not originally in the scope of the restriction. We especially want to point out that a restriction should always add additional benefit to already existing regulations. In case of lead – where many specific regulations are in force already – another broad approach might not necessarily reduce the availability of lead. Furthermore, we think it has to be taken into account, that all broad Annex XVII entries might not only intentionally reduce the use of lead but might also unintentionally reduce the rate of recycling (plastic products, brasses, etc.) in the European community which clearly contradicts sustainability efforts.
The proposed restriction text defines “individual parts of articles” as “such individual parts of articles that are detachable, protruding or by other means accessible to be placed in the mouth by children”. In chapter E 1.2 it is explained why the restriction is not tied to specific materials in the article. It is reasoned that such a restriction is difficult to enforce, because it requires knowledge of where these materials are present in articles. It is not explained why the restriction does not apply to all or all accessible materials of the articles.
In terms of the limit value 0.05% which applies to “articles or individual parts of articles, which can be placed in the mouth by children” the wording of the scope of the restriction should illustrate that that it rather applies to chemically homogeneous materials/structures of articles/ parts of articles. For example, the limit value should apply to lead containing coatings alone and not to the complete article.
As we understand the restriction proposal it covers a wide range of articles including ammunition and lead-weights used for fishing. However, since there is no special discussion on alternatives for lead in ammunition in the dossier we would like to check if our notion is accurate. 
Musical instruments are exempted from the scope of the proposed restriction. According to the dossier stakeholder claim that lead-containing alloys are needed to maintain the acoustic properties, which cannot be manufactured from the lead-free brass varieties currently available. It is stated that musical instruments do not account for a significant share of children’s mouthing and therefore a restriction is not immediately warranted. 
While musical instruments might not be relevant under the aspect of mouthing by children under the age of 36 months, we think attention should be turned to older children and adolescent person. Usually children start to play brass instruments after second dentition. Brass instruments like trumpets, trombones and the like are played by touching the embouchure with the lips. This is done regularly. Usually daily practice is recommended. According to the dossier “the central nervous system is still under development well over a decade after birth” which means that children playing brass instruments may well be affected by the associated lead uptake. Since lead is needed for the acoustic properties of the instruments we propose to restrict the lead content in the embouchures, only.
It should be checked if some of the derogations made in the restriction on lead in jewellery should also be made in the proposed restriction, e.g. derogations for precious and semiprecious stones and articles on the second hand market.
● Information on hazard and risk (B)
Section B.1
1st paragraph: It should be already mentioned here, that all compounds listed in Annex I should be covered by this restriction.
Section B.1.1
In view of the different nature of the substances targeted by this restriction it is misleading to mention only elemental lead.
Section B.1.1 should be deleted, only text given in section B.1.2 should be given instead.
Section B.2.2
The use of lead in stabilisers is mentioned. However, industries’ efforts to voluntarily phase out lead in PVC completely until 2015 are not mentioned. We think this self-commitment is worth mentioning when assessing the overall risk of uses of lead.
Page 23, 4th para, 2nd line: should read “silicium” instead of “silicon”.
Section B 5.8 
More recent epidemiological studies and their outcomes should be integrated here (Southard et al. 2012, Bofetta et al. (2011), Bhatti et al. (2009), Ilychova und Zaridze (2012), van Bemmel et al. (2011).
Section B.6
What does the heading mean?
Section B.9.3.1
Clarification which of the described data in section “B.9.3.1 General Information” (e.g. market share of articles contributing to lead exposure, lead concentrations, mouthing frequencies of different article groups, mouthing times) are used in which step of the assessment and in which part of the report (e.g. section B.9.3.2.2 Consumers Exposure”, section “E.1.1 Risk to be addressed – the baseline) would contribute to a better readability. Also, more cross-references between these chapters would help to understand that assuming a daily exposure time of 20 minutes in the “realistic exposure case” (Tables 20, 21 and 24) is not an overestimation but a situation that affects 5% of the European children in the respective age groups.
Section B.9.3.2.2 
This section describes the exposure assessment based on the repeated chronic exposure of small children from mouthing lead-containing items and a migration of released lead into saliva. It could perhaps be additionally mentioned that children chew on things such as non-paper stationery products and could swallow exfoliated lead-containing particles or surface layers which would then result in a migration of lead under gastric-acid conditions in the stomach. This would be a further exposure scenario in addition to the mentioned scenarios on licking and the hand-to-mouth behaviour which contributes to a still higher exposure and gives further support to the restriction proposal.
Section B.11
It could be discussed more in detail why the proposed threshold limit value of 0.05% is based on the realistic worst case with a maximum mouthing time of 64 minutes. Also, a cross reference to chapter E.2.1.1.1 “Risk reduction capacity” could be helpful.
● Available Information on alternatives (C)
Section C.4.3.
The statement made in this section should be explained in more detail.
● Why a restriction is the most appropriate EU-wide measure (E)
Section E.1.1
See comment to section B.9.3.1 “General Information”.
● Socio-economic Assessment of proposed restriction (F)
We noted that the socioeconomic assessment of the proposed restriction of lead in consumer articles which can be mouthed by children closely follows the reasoning of the restriction of lead in jewellery, which is based on US studies. Because of the reported influence of socio-demographic factors, there should be some caution if these results are equally valid for the labour market conditions in EU.
● Consultation (G)
Regarding the effects of substitution, the number of stakeholders which responded to the request for information is not presented. This makes it difficult to value the reliability of conclusions based on stakeholder consultation.
● Appendices
Appendix 2 of the Annex XV restriction report describes the existing legal requirements including those according to the new Toy Safety Directive 2009/48/EC. It should be noted that the specific migration limits for lead, which are to be applied from July 2013, are currently under revision (http://ec.europa.eu/enterprise/sectors/toys/public-consultation-lead/), with the objective of a further reduction of the limit values and the exposure of children. A Commision staff working paper impact assessment exists (Document number: ENTR/TOYS/COM/2013/002 as of 22/04/2013) which was recently discussed on the Safety of Toys Committee Meeting. These activities give further support to the proposal by SE to restrict lead in other non-regulated consumer articles which are accessible to young children.


	272
	2013/09/19 18:29

Austria

Other contributor

(A) (D) (F) (G) (H)





	Comment:
Please, see document attached.

	242
	2013/05/30 22:04

Belgium

International organisation

(A) (B) (C) (F)


Attachment (available from H 01)



	Lead containing nickel silver with up to 2,5 % lead and lead containing free cutting brasses with up to 3,5 % lead are used in particular for components of music instruments, like for example the complex rod and join mechanism of clarinets.
As for keys, no lead free nickel silver or brass alloys are available which provide the same level of machinability in combination with the required surface properties. In this respect it is not possible to replace these alloys for music instruments.
Metallic components of music instruments are often coated with e.g. a silver layer and/or with an organic lacquer. In order to achieve the surface appearance after the coating which is desired by the customer, surface qualities as obtained from machining lead containing copper alloys are necessary.
The risk arising from music instruments is lower than accessed in the generic risk assessment. First, music instruments relevant to this restriction proposal are not intended to be used by small children and they are normally not accessible to them or cannot be handled by them. Music instruments intended for children are already covered by other regulations, like e.g. the toys directive.
Second, the lead release from the materials is significantly reduced due to the coating. One of our downstream users informed us on migration tests in which the lead release from a silver coated trumpet mouthpiece in saliva was investigated. To access also worst case conditions an intact and a damaged mouthpiece were tested. Low lead migration rates were reported. It is our understanding that, by September, the German Music Instruments Manufacturers Association will provide an own response to the restriction proposal giving more detailed justification on the need to exempt music instruments.

	DS response


	242. Thank you for the detailed information about the use of lead in parts of the clarinets. More detailed information about the migration tests and lead release from silver coated trumpet mouthpieces is welcomed as well as more information about brass instruments for adults and children (not within the scope of the toys directive). We have not yet received sufficient information to clearly justify or reject an exemption for musical instruments. As a temporary solution the DS suggests SEAC to keep the proposed derogation and combine it with a review clause.

275, 278. There are comment submitters asking for an inclusion or partly inclusion of music instuments in the scope. Although availability of more information, the need to resctrict lead in accessible parts of music instruments is still unclear. As a temporary solution the DS suggests SEAC to consider a review clause in parallel with the similar discussion on keys.

275: Older children and adolescent persons are not part of the exposuree scenario and use by those groups of persons is thus diffcult to justify. 

	Rapporteurs RAC response


	A few musical instruments are considered by RAC to pose a risk; however the DS chose to propose an exemption for these articles in their original proposal and therefore it is not legally possible to include them in the restriction.


	Rapporteurs SEAC response


	(Non-toy) musical instruments are considered as out of scope items because they are typically not accessible to children during normal or reasonably foreseeable conditions of use. Most of these items are also typically expensive and get broken easily.
Concerning exposure of older children we agree with the DS response.





[bookmark: _Toc369587601][bookmark: _Toc358963447]H 09 Comments  concerning Risk assessment-exposure 
Content:
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Mouthing times
Migration rates/content 

a. General

	Ref.
	Date/Country/Org./
Related to section
	Comment

	275
	2013/09/20 16:09

(A) (B) (C) (E) (F) (G) (H)




	Comment:
The German CA supports the approach to further extend the restriction of lead and its compounds in terms of consumer available articles that can be mouthed by children and thereby are a potential source for lead. 
We further agree that restricting the concentration of lead by weight to 0.05% will prevent the import of articles containing lead in a way it can potentially harm the infant brain. 
However, we want to mention some aspects that we see critical and where we would urge the Swedish CA to refine its reasoning:
On pages 13 (Part A.3.1), 84 (Part E.1.1) and 130 (Part E.5) it is stated that recycling and the increase in recycling efforts outside Europe might be a source of increased lead content in consumer articles. This is attributed in part to lower environmental and health standards in non-European countries. Two articles by Weidenhammer and Clarent are quoted. However, these only regard the use of recycled lead in jewellery (covered already by entry 63 of Annex XVII of the REACh regulation). Moreover, one link is provided leading to a French newspaper article, but this link does not work anymore, so we could not check for its content. In light of the fact that on page 84 it is mentioned that also in the Far East there are developments that push for elimination of lead we feel that a generalised assumption about potential increase of lead in consumer articles because of these recycling efforts – without supplying more relevant literature references – is very misleading. Therefore, we would like to ask you to provide further evidence for this proposed trend.
After all, substitution with non-lead technologies as well as recycling efforts may be expected to gradually reduce the amount of lead on the European market, also for consumer products (e.g. PVC products).


	
	
	Specific comment:
● Suggested restriction (A)
The rather broad approach of the wording concerning the proposed Annex XVII entry leaves room for many interpretations and might therefore enclose articles or individual parts of consumer available articles that are not originally in the scope of the restriction. We especially want to point out that a restriction should always add additional benefit to already existing regulations. In case of lead – where many specific regulations are in force already – another broad approach might not necessarily reduce the availability of lead. Furthermore, we think it has to be taken into account, that all broad Annex XVII entries might not only intentionally reduce the use of lead but might also unintentionally reduce the rate of recycling (plastic products, brasses, etc.) in the European community which clearly contradicts sustainability efforts.
The proposed restriction text defines “individual parts of articles” as “such individual parts of articles that are detachable, protruding or by other means accessible to be placed in the mouth by children”. In chapter E 1.2 it is explained why the restriction is not tied to specific materials in the article. It is reasoned that such a restriction is difficult to enforce, because it requires knowledge of where these materials are present in articles. It is not explained why the restriction does not apply to all or all accessible materials of the articles.
In terms of the limit value 0.05% which applies to “articles or individual parts of articles, which can be placed in the mouth by children” the wording of the scope of the restriction should illustrate that that it rather applies to chemically homogeneous materials/structures of articles/ parts of articles. For example, the limit value should apply to lead containing coatings alone and not to the complete article.
As we understand the restriction proposal it covers a wide range of articles including ammunition and lead-weights used for fishing. However, since there is no special discussion on alternatives for lead in ammunition in the dossier we would like to check if our notion is accurate. 
Musical instruments are exempted from the scope of the proposed restriction. According to the dossier stakeholder claim that lead-containing alloys are needed to maintain the acoustic properties, which cannot be manufactured from the lead-free brass varieties currently available. It is stated that musical instruments do not account for a significant share of children’s mouthing and therefore a restriction is not immediately warranted. 
While musical instruments might not be relevant under the aspect of mouthing by children under the age of 36 months, we think attention should be turned to older children and adolescent person. Usually children start to play brass instruments after second dentition. Brass instruments like trumpets, trombones and the like are played by touching the embouchure with the lips. This is done regularly. Usually daily practice is recommended. According to the dossier “the central nervous system is still under development well over a decade after birth” which means that children playing brass instruments may well be affected by the associated lead uptake. Since lead is needed for the acoustic properties of the instruments we propose to restrict the lead content in the embouchures, only.
It should be checked if some of the derogations made in the restriction on lead in jewellery should also be made in the proposed restriction, e.g. derogations for precious and semiprecious stones and articles on the second hand market.
● Information on hazard and risk (B)
Section B.1
1st paragraph: It should be already mentioned here, that all compounds listed in Annex I should be covered by this restriction.
Section B.1.1
In view of the different nature of the substances targeted by this restriction it is misleading to mention only elemental lead.
Section B.1.1 should be deleted, only text given in section B.1.2 should be given instead.
Section B.2.2
The use of lead in stabilisers is mentioned. However, industries’ efforts to voluntarily phase out lead in PVC completely until 2015 are not mentioned. We think this self-commitment is worth mentioning when assessing the overall risk of uses of lead.
Page 23, 4th para, 2nd line: should read “silicium” instead of “silicon”.
Section B 5.8 
More recent epidemiological studies and their outcomes should be integrated here (Southard et al. 2012, Bofetta et al. (2011), Bhatti et al. (2009), Ilychova und Zaridze (2012), van Bemmel et al. (2011).
Section B.6
What does the heading mean?
Section B.9.3.1
Clarification which of the described data in section “B.9.3.1 General Information” (e.g. market share of articles contributing to lead exposure, lead concentrations, mouthing frequencies of different article groups, mouthing times) are used in which step of the assessment and in which part of the report (e.g. section B.9.3.2.2 Consumers Exposure”, section “E.1.1 Risk to be addressed – the baseline) would contribute to a better readability. Also, more cross-references between these chapters would help to understand that assuming a daily exposure time of 20 minutes in the “realistic exposure case” (Tables 20, 21 and 24) is not an overestimation but a situation that affects 5% of the European children in the respective age groups.
Section B.9.3.2.2 
This section describes the exposure assessment based on the repeated chronic exposure of small children from mouthing lead-containing items and a migration of released lead into saliva. It could perhaps be additionally mentioned that children chew on things such as non-paper stationery products and could swallow exfoliated lead-containing particles or surface layers which would then result in a migration of lead under gastric-acid conditions in the stomach. This would be a further exposure scenario in addition to the mentioned scenarios on licking and the hand-to-mouth behaviour which contributes to a still higher exposure and gives further support to the restriction proposal.
Section B.11
It could be discussed more in detail why the proposed threshold limit value of 0.05% is based on the realistic worst case with a maximum mouthing time of 64 minutes. Also, a cross reference to chapter E.2.1.1.1 “Risk reduction capacity” could be helpful.
● Available Information on alternatives (C)
Section C.4.3.
The statement made in this section should be explained in more detail.
● Why a restriction is the most appropriate EU-wide measure (E)
Section E.1.1
See comment to section B.9.3.1 “General Information”.
● Socio-economic Assessment of proposed restriction (F)
We noted that the socioeconomic assessment of the proposed restriction of lead in consumer articles which can be mouthed by children closely follows the reasoning of the restriction of lead in jewellery, which is based on US studies. Because of the reported influence of socio-demographic factors, there should be some caution if these results are equally valid for the labour market conditions in EU.
● Consultation (G)
Regarding the effects of substitution, the number of stakeholders which responded to the request for information is not presented. This makes it difficult to value the reliability of conclusions based on stakeholder consultation.
● Appendices
Appendix 2 of the Annex XV restriction report describes the existing legal requirements including those according to the new Toy Safety Directive 2009/48/EC. It should be noted that the specific migration limits for lead, which are to be applied from July 2013, are currently under revision (http://ec.europa.eu/enterprise/sectors/toys/public-consultation-lead/), with the objective of a further reduction of the limit values and the exposure of children. A Commision staff working paper impact assessment exists (Document number: ENTR/TOYS/COM/2013/002 as of 22/04/2013) which was recently discussed on the Safety of Toys Committee Meeting. These activities give further support to the proposal by SE to restrict lead in other non-regulated consumer articles which are accessible to young children.
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United Kingdom

Industry or trade association






	Comment:
As highlighted in previous comments we believe that a high degree of conservatism has been adopted in consideration of risks represented by mouthing of lead containing consumer articles by children. We present as an attachment an analysis undertaken by the International Lead Zinc Research Organisation (a not for profit research management organisation funded by the International Lead Association) of the inherent/embedded conservatism adopted in consideration of hazard and risk. We believe that by selecting a point of departure of 1 IQ point deficit, applying a 10x MoE and using a BMDL for 5-10 year old children (rather than the age group targeted by the restriction) a 65 fold level of conservatism has been build into the assessment of hazard. Use of a migration rate derived from the Danish EPA study on jewelry (rather than a more realistic rate derived from saliva migration testing on lead containing alloys)and not accounting for the probability that an item a child mouths will contain lead adds a further 87 fold degree of conservatism. Thus, even discounting whether a realistic or worst case assessment of mouthing time should be used we estimate that a composite conservatism of >5000 fold has been adopted.
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	The restriction proposal suggests that children are already thought be exposed to lead at levels that exceed the DMEL from food and drink and that restriction of additional exposure is necessary and justified. Even so, we point out that the results of socioeconomic analysis for a given restricted product may not indicate a net societal benefit. An alternative course of action would be to allow producers of products targeted for restriction to provide product-specific data that will allow refinement of socioeconomic benefit calculations while simultaneously extending the exposure database.

One of the justifications offered for this proposed restriction is a net (approximately 10 fold) socioeconomic benefit to society due the estimated costs of implementation being overwhelmed by the estimated value of loss of IQ. However, inherent in the calculation and use of socioeconomic benefit arguments is the acceptance that an amount of risk be shouldered by individuals that is at least equivalent to that at which a “breakeven” point is reached between societal benefit and the cost of implementation. Indeed, when the source of lead in many of the products of concern is not known, we question whether accurate breakeven points can be estimated. It is completely possible (and we provide an example in these comments in Table 1) that an appreciable net socioeconomic benefit will not be realized for some products. Therefore, we propose that since the product exposure database used to justify this restriction cannot reasonably capture the universe of lead-containing products or their relative market prevalence and child exposure patterns, that companies be allowed to submit product-specific information. This will allow refinement of the socioeconomic analysis for real-world products while also increasing the comprehensiveness of the exposure database.

The DMEL of 0.05 μg/kg bw/day in the restriction proposal is derived from application of a 10X safety factor on top of a BMDL01 in order to protect against IQ losses of 0.1 IQ point. When using BMD and BMDL’s in the standard setting process, the selection of a BMR is generally indexed to the severity of the health endpoint of concern. For subtle endpoints, the BMDL is often judged to afford adequate protection relative to the BMD. For reasons outlined below, ILZRO believes that both the BMD and BMDL selected for use in the assessment and the application of a 10-fold safety factor are inappropriate. Existing precedents from other regulatory agencies are also noted which indexed

BMD’s and BMDL’s based upon IQ to population based shifts in IQ that would increase the prevalence of individuals in the population judged to be mentally deficient, which is an alternative approach.
ILZRO is aware that the DMEL of 0.05 μg/kg bw/day is consistent with that proposed by EFSA. ILZRO is also aware that it is not uncommon that risk assessments for food incorporate conservatisms that are absent in risk assessments for other consumer products, particularly with regard to children, given the relative certainty of exposure in food compared to other products. The BMD01 and BMDL01 used by EFSA correspond to the loss of 1 IQ point, a decrement far smaller than the measurement error of +/- 5 IQ points associated with modern IQ tests. Significance is thus being attributed to IQ decrements that cannot be detected at the level of the individual. For subtle effects of this nature, use of the BMDL (the lower 95th percentile bound of the BMD) in the derivation of exposure standards would normally be judged to afford adequate protection since it would essentially define an exposure level (with 95% certainty) at which IQ point decrements were less than 1 IQ point. In the application of a further safety factor of 10, significance is being attached to smaller decrements in IQ (< 0.1 IQ points) that essentially have no meaning in outcome measures for psychometric testing .

With respect to the specific BMD and BMDL selected for use in the restriction proposal, ILZRO would first like to note that the EFSA BMD and BMDL are applicable to the concurrent blood lead level of children aged 6 – 10 evaluated in the pooled analysis of Lanphear et al (2005). In contrast, the restriction proposal is concerned with exposures mediated by the sucking of non-food objects by children in the early years of life. The blood lead levels of children vary as a function of age with exposures generally being higher in the early years of life. The background documentation for EFSA (Budtz-Jorgensen et al., 2010) calculated the BMD and the BMDL for the age range of concern to the restriction proposal, estimating a BMD and BMDL of 3.8 and 1.6 μg/dL lead in blood. The restriction proposal has thus applied age inappropriate BMD estimates in the calculation of exposure limits and this should be corrected. We further note that the age specific BMD germane to this restriction proposal is higher than the average blood lead level of children in many EU member states, thereby removing much of the rationale for adopting unusually stringent exposure limits.

ILZRO’s suggestion that single or fractional IQ point losses are not an appropriate endpoint for BMD modelling is in line with the recommendations of US EPA and other scientific bodies that utilize a response level for BMD modelling of 5% or 10%, (depending upon the severity of the effect). US EPA, which has pioneered the use of benchmark dose modelling in risk assessment, usually selects response (BMR) level of 10%, reserving 5% or lower for frank effects (see page 21 of the June 2012 publication EPA/100/R-12/001, Benchmark Dose Technical Guidance at http://www.epa.gov/raf/publications/pdfs/benchmark_dose_guidance.pdf). Interestingly, the use of a 5% benchmark response level, even in the absence of the 10Xsafety factor would correspond roughly to a loss of 5 IQ points, which is at the limit of discrimination of current IQ tests and thus the limit of discrimination of a frank effect. Societal consequences would, however, still have to be considered. Indeed, a 5% benchmark dose response levels for impacts upon IQ are currently the basis of limits established for human exposures to mercury. This level of effect is one for which the application of safety factors would be appropriate.

Precise calculation of the blood lead levels associated with the BMD5 and the BMDL5 is beyond the scope of these comments but would roughly be expected to be associated with blood lead levels fivefold higher than those for a BMD1 and BMDL1.

Central to the calculation of benefits to be accrued from restrictions upon the presence of lead in consumer products are valuations assigned to IQ points lost or gained. While it is true that estimates have been made of the value of an IQ point, the current restriction proposal, and indeed the preceding restriction upon lead in jewellery, extended valuations to fractional IQ point losses that undermine the credibility of the exercise being undertaken. In the jewellery restriction dossier, worst case valuations of large numbers of children exposed only briefly to lead were assigned to estimated IQ point decrements of 0.00003 IQ points per child. Other estimations focused upon smaller numbers of children sucking upon lead containing jewelry with higher frequency and longer duration resulting in estimated IQ point decrements of 0.09 IQ points - to which valuations were assigned. In the current restriction proposal, valuations are assigned to calculated IQ decrements that appear to range from 0.002 to 0.4 IQ points per exposed child. Whereas IQ decrement of 0.1 IQ points are deemed to be insignificant at various points in the restriction proposal, smaller decrements appeared to be assigned value.
ILZRO respectfully suggests that there should be some point, or perhaps several alternate points, at which the size of predicted IQ decrements cannot reasonably be assigned valuations. While it may be mathematically possible to calculate benefits associated with small fractional changes in IQ, at some point the question must be asked as to whether the calculations are based on effect estimates that are of a size to be biologically relevant. Benefits that accrue from reducing lead exposure would thus be calculated based upon IQ decrement effect sizes that have some meaning to psychometric testing. For example, what benefits are accrued if valuations were restricted to changes in IQ greater than 1 IQ point or 0.05 IQ points? By focusing on effect sizes more likely to have biological relevance, estimates of socioeconomic benefits associated with lead exposure reduction will be far more plausible.
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Attachment  (available from H 01)


Privacy comment:
The data contained within the reports is proprietary and owned by the European Copper Institute (ECI) and/or International Lead Zinc Research Organisation (ILZRO). It is provided to allow Member States and RAC access to migration data relevant to mouthing of articles containing lead.


	We agree that the main route of exposure to children from consumer articles is likely to be from chewing or sucking but dispute the assumption made that around 10% of all consumer articles not covered by other regulations and frequently placed in the mouth of children can be found to contain lead at around 1%. There is insufficient data reported in the dossier to support these values across the EU (see table 17 on p 49 of the dossier) and we would request that a further evaluation of the assumptions made is undertaken.

We believe a DMEL of 0.05µg/kg bw is over precautionary and that if the BMDL01 selected by EFSA is used as the point of departure then an additional 10x Uncertainty Factor is not necessary. Additionally, there are alternative approaches to describing a point of departure to protect against childhood IQ effects of lead  that we would like RAC to consider

Use of an over precautionary DMEL of 0.05µg/kg bw and a migration rate higher than can be expected for articles subject to the restriction  significantly over-estimates the risk presented by this scenario and leads to a tolerable lead content that is not scientifically justified.

	DS response


	The assessment from EFSA* uses a factor 10 to safe guard the effects of lead on children. This is a reasonable measure to insure the safety of children and is a commen precaution when assessing the risk for children.

*) The full reference is available in the Annex XV report.

275: Comment from CS: “Section B.9.3.2.2. This section describes the exposure assessment based on the repeated chronic exposure of small children from mouthing lead-containing items and a migration of released lead into saliva. It could perhaps be additionally mentioned that children chew on things such as non-paper stationery products and could swallow exfoliated lead-containing particles or surface layers which would then result in a migration of lead under gastric-acid conditions in the stomach. This would be a further exposure scenario in addition to the mentioned scenarios on licking and the hand-to-mouth behaviour which contributes to a still higher exposure and gives further support to the restriction proposal.”
Response from DS: Thank you for this additional proposal. We agree that this scenario would strengthen the case, but would also enlarge and complicate the report and the evaluation process.

275: Comment from the CS: Section B 5.8. More recent epidemiological studies and their outcomes should be integrated here (Southard et al. 2012, Bofetta et al. (2011), Bhatti et al. (2009), Ilychova und Zaridze (2012), van Bemmel et al. (2011).
Response from DS: The DS leaves to RAC to decide on a possible update of the BD.

252: The CS states that the quantification of the described risks for children 5600-fold aggregates conservatism. Unfortunately the CS has mixed data and used quantitative parameters related to one child in the worst case scanario and the realistic (average) estimate for impact of the restriction at an EU level. The presented mixed aggregate of parameters can to our understanding not be used for modelling of any relevant exposure scenario. 

252: The CS question the relevance of comparing the IQ effects at a one unit level and to use a 10-fold margin of exposure. This is not parameters that are introduced by the DS, but part of the method used by EFSA in the EFSA Scientific opinion on Lead in Food, pages 104-105. That assessment lead to the conclusion that a possible effect in some children from exposure of lead in food cannot be excluded. 

252. Migration rate: It may be a misunderstanding that brass is the most used metal alloy in consumer articles. Brass is addressed in the Annex XV report because it is a material that normally contains lead. Several other metals, as well as other materials, are used for manufacturing of consumer articles.The Danish EPA study is not made for brass containing articles only. This makes it relevant to still use a migration rate of 0,7 ug/cm2/hr. 
It is not clear if the brass alloys used in the submitted test report are relevant qualities in the manufacturing of consumer articled within the scope of the proposed restriction. They are all intended for machining production, while many consumer articles are made by casting processes.

252. Comment from CS: “Not accounting for the probability that the item a child mouths will contain lead”. 
Response by DS: The assumption is not correct. The CS may have misunderstood the assessment in the Annex XV report. This part has been clarified in the updated BD. The market share is not used in the WC scenarion, but is needed in the benefit analysis. In addition, it is probably a typing error in the table submitted by the commentator. We think that they intended to write 10% and not 1%.

252. Mouthing time. Thanks for supporting an average time of 20 minutes. According to our understanding, WC and average mouthing times will be assessed by RAC.



	Rapporteurs RAC response


	The DMEL of 0.05 μg/kg bw/day, which is derived from application of a 10X safety factor on top of a BMDL01 in order to protect against IQ losses of 0.1 IQ point the RAC refers to its previous opinion on lead in jewellery. There this DMEL is justified as follows:
“In order to use a risk-based approach, RAC judged it more appropriate to consider the
EFSA BMDL (01) value (0.5 mg Pb/kg bw/d) and to apply a MoE of 10, which according to
EFSA (2010) is sufficiently low to ensure no appreciable risk. This exposure of 0.05 mg Pb/kg
bw/d correlates with an IQ reduction in children of 0.1 points.“
This approach has been used in the previous opinion on lead in jewellery. Since then there is no additional information which allows to justify a deviation from the previous evaluation by RAC.
The average (20 min) mouthing times and the realistic worst case mouthing tome (1 hr) for the articles in question are well documented in the opinion and the BD. There are no additional data, which may question these estimates.

	Rapporteurs SEAC response


	We agree with the DS response. 

Altough recognising the difficulties with evaluating IQ changes  due to changes in lead blood leveles. SEAC find the method plausible enough to base it’s opinion on. It is important to stress that altough the difficulties of measuring IQ on an indvidual level exist, the scale of the analysis is that of the entire European population where the small changes are aggregated into a larger figure that has a valid meaning for this analysis.



b. Mouthing times

	Ref.
	Date/Country/Org./
Related to section
	Comment
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	2013/08/22 20:25

Belgium

International organisation

(A) (B)





	Comment:
In addition to the comments provided in May 2013 and as a follow-up on the discussions on adequate mouthing time to be considered for the restriction, some additional information was found, confirming  that  a mouthing time of 20 minutes is an adequate reasonable worst case mouthing time for the restriction of non-toy99999  metallic materials.

	242
	2013/05/30 22:04

Belgium

International organisation

(A) (B) (C) (F)


Attachment (available from H 01)



	Considering the information on mouthing time, applying a mouthing time of 80 min/day seems “overly conservative” or “not realistic”. When assessing mouthing times, we believe it is also important to consider that the annex XV report shows that 13% of the articles contain lead. Therefore, to be relevant for the targeted health benefit, the mouthing time should reflect the exposure time of “mouthable lead-containing articles” instead of “all mouthable articles”. The assessment indicates that a mouthing time of 20 min/day would still represent a realistic reasonable worst case situation.

Considering both approaches a realistic reasonable worst case mouthing time of 20 minutes/day for lead-containing consumer articles is proposed. This corresponds to the 95th percentile mouthing time (60 minutes/day), while considering that 30% of mouthed consumer articles contain lead (3 times the value reported in annex XV). This also corresponds to the mean daily mouthing time, assuming all mouthed consumer articles contain lead.

The content of lead in metal alloys, such as copper, is a challenging issue that has resulted in several European directives. It is proposed to keep these outside of the scope of this new, proposed restriction.
ECI agrees on restrictions based on a reasonable risk approach towards children who come into contact with consumer articles during mouthing. To determine a “reasonable worst risk”, the mouthing time needs further consideration.

	DS response


	
In response to the comments on the reasonable worst case mouthing times being “overly conservative” our comment is the following: the times are taken from the DTI study* for the maximum mouthing times. In addition, the mouthing times used in the report are consistent with those from other restriction dossiers such as the Phatalates dossier. 

Regarding that 13% of all articles contain lead is not a justification for reducing the reasonable worst case mouthing time. This is already considered and corrected for in the socio-economic assessment. Thus this does not affect the mouthing times. 

278. The suggested reference (Tulve, 2002) supports the mouthing scenario in general. However, the subcategories studied were not recorded at a level that is useful for evaluation of objects within the scope of the current restriction proposal. Quoted from Tulve: “Observers were instructed to record mouth and tongue contacts with hands, other body parts, natural objects, surfaces, and toys every 15 s for a minimum of 15 min.”


	Rapporteurs RAC response


	We agree with the DS response in general. However, considering the limitations and discrepancies in the data to derive the reasonable worst case mouthing times, RAC is re-evaluating the available information. The assumption of ~1 hour mouthing time per day is a more appropriate value for a reasonable worst case scenario for mouthing of articles (independently of the age group). This value is consistent to the lead in jewellery selected value as well as with the section B.11 of the report, stating that a 65 minutes is felt as the most realistic worst case mouthing time. 
As stated above the average (20 min) mouthing time and the realistic worst case mouthing tome (1 hr) for the articles in question are well documented in the opinion and the BD. There are no additional data, which may question these estimates.




	Rapporteurs SEAC response


	We agree with RAC response.
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	Ref.
	Date/Country/Org./
Related to section
	Comment
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Germany
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(A) (B) (C) (D) (F) (G)


Attachment (available from H 01)

	Data on the migration of Lead out of articles used by Sweden are not reflecting the state of the art knowledge. We would like to point out that the migration rate used in the exposure assessment was derived from the Lead in jewellery restriction and was estimated from a single study on release of Lead from jewellery in artificial sweat undertaken by the Danish EPA in 2008. This study suffered from significant methodological challenges that were acknowledged by RAC already during the review of the Annex XV Dossier proposing restrictions in jewellery in 2011. The Danish EPA survey had also been reviewed by the EU's Scientific Committee on Health and Environmental Risks (SCHER) in 2010 and they found the work to be unreliable for drawing conclusions about the Lead content: "Based on the study results, a scientifically justified limit for Pb in jewellery cannot be derived". In addition the European Copper Institute/ Copper Alliance recently (April 25, 2013) presented data to KEMI that examined the migration rate of lead ions from massive Lead as well as from brass and tin alloys containing different amounts of Lead. This data will be submitted as well in the context of this restriction proposal. The data clearly show that alloys differ dramatically in migration rates. Based on the alloy with the highest migration rate (brasses containing up to 3,5 % Lead) they found Lead releases 10-fold lower than estimated by KEMI. We emphasize that this great overestimations should be corrected in order to realistically evaluate the socio-economic benefits of this restriction.
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	2013/05/31 16:14

(A) (B) (E)

	E 2.1 Restriction option 1: We also support that the restriction should be given as the total content and not on migration.
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	2013/05/30 22:04

Belgium

International organisation

(A) (B) (C) (F)


Attachment (available from H 01)



	ECI appreciates the integration of lead migration values in the derivation of restriction limits and the lead restriction management plan. When assessing the assumptions made, for deriving the restriction limit values ‘as % and migration limit values’, some issues were observed:

The derivation of the safe threshold value of 0.05 μg Pb/kg bw.d may be over-conservative. It is however not the mandate of ECI to assess this value.

Considering this daily mouthing time (20 min) for the model (0.05 μg Pb/kg bw.d*9.2 kg)/(10cm2*(20min/day)), a lead migration limit value below 0.14μg Pb release/h. cm2 would result in tolerable lead exposures (below 0.05 μg Pb/kg bw.d) for the most vulnerable group (children aged 6-12 months). This value is proposed as the reasonable worst case migration limit value to be used across all materials. 
Considering the reliability and relevance of various migration data, it is proposed to use the “saliva migration data” instead of the “sweat migration data” (0.7μg Pb/cm2.h%) as input into the risk based calculation model. The worst case alloy-specific saliva release data (0.08 μg Pb/cm2.h% for brasses) can be used as input into the risk-based assessment.

The appropriate use of migration data is critical and will clearly show what content of lead is acceptable for each end-use product. This will help regulators, industry and consumers to look for the appropriate solution, rather than a substantial, across the board cut.

A tiered approach, including a lead content limit (%) and a lead migration limit (μg lead/cm2/h) should therefore be considered as alternative approach to the 4 potential options proposed. Indeed, if the lead migration data in saliva are recognised, and an appropriate reasonable worst case scenario is adopted, most lead-free alloys, with demonstrated lead releases below 0.136 μg Pb/cm2/hr, could be considered as safe for humans and would allow the EU to continue to maximise the use of recycled alloys. A tiered approach, including a lead content limit (%) and a lead migration limit (µg lead/cm2/h) should therefore be considered as alternative approach to the 4 potential options proposed
Indeed, if the lead migration data in saliva are recognised, and an appropriate reasonable worst case scenario is adopted, most lead-free alloys, with demonstrated lead releases below 0.14 µg Pb/cm2/hr, could be considered as safe for humans and would allow the EU to continue to maximise the use of recycled alloys.
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Attachment (available from H 01)



	 “E.2.1 Restriction option 2: Lead migration in articles that can be mouthed
This restriction option is tailored to be identical to restriction option 1 in terms of scope, but
apply to lead migration instead of lead content. Thus, it targets the exposure more directly, but might be more difficult to work with in practice. 

Compared to a content restriction, the principal advantage of a migration restriction is its
direct relation to the actual exposure. As only migratable lead is bioavailable and hence
capable of causing harm, a migration restriction will always be directly proportionate to the
risk. Moreover, it will likely be more accurate than a content restriction, as the relation
between content and migrations are not always linear.”
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United States
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(A) (B) (C) (D) (E) (F) (G) (H)


Attachment (available from H 09)


	mouthing of non-food objects. This opens the possibility that validated methods will yield different results for the calculation of concentration limits and socioeconomic benefits. This restriction proposal is broad in scope and far reaching in impact and validation of the test methods required for implementation should be a pre-condition of regulatory decision making. Until such time as validated methods are available to support implementation of the proposal, delayed or phased implementation of lead concentration limits in consumer products is a reasonable alternative course of action to consider.
The underlying jewellery migration data from the Danish EPA that is used to support proposed restriction values provide a derived ate that has been reviewed by RAC, but has not been validated for its utility in predicting the extraction of lead from non-food items by children’s saliva. Validation is a scientific exercise, distinct from technical review that addresses the relevance, reproducibility and standardization of experimental conditions for a test method. This restriction proposal is anticipated to have a large impact upon a broad range of consumer products which, with a few notable exceptions, contain lead in low to moderate concentrations from sources that have not (in many instances) been identified. Moreover, little empirical data is available to suggest that the low-level content of lead in most consumer products makes a significant contribution to the exposure of young children. Indeed, and especially in the absence of data indicating a problem exists, the use of un-validated methods to support the restriction of lead in consumer products is inconsistent with regulatory policy frameworks within the EU and world-wide in which the availability of validated methods is considered a pre-condition for use in regulatory decision-making.
Industry will require access to validated migration test methods if migration is to be used as a justification for exemptions from restriction. Finally, the development and application of validated saliva extraction methods may indicate that the currently proposed restriction limits are not in fact scientifically defensible. The implementation of broad regulatory frame-works based upon hypothetical exposure concerns and uncertain test methods is premature and does not constitute sound public health policy. Delaying implementation of strict limits upon the lead content of consumer articles until validated migration and exposure assessment methods are available is suggested as the most responsible course of action. The majority of concerns (and known exposure case studies) would be obviated by interim exposure limits that focus upon the inappropriate use of lead and its compounds at high concentrations in consumer products.

At the request of RAC during the jewellery restriction discussions, ILZRO and other industry sectors initiated development of saliva extraction protocols to study the release of lead from metal alloys commonly applied in the production of jewellery. This new data, though not generated by what we would yet view to be a rigorously validated test protocol, does address what are likely the key variables and so serves to reinforce our concerns over use of the Danish EPA sweat extraction data and further indicates that materials differ in the release rate of the lead ion into simulated saliva by nearly 10-fold. The release of lead ions (at least from metal alloys) is also much lower than that assumed in the current restriction proposal, the release differential being sufficient to eliminate the net socioeconomic benefit associated with the restriction of lead in metal alloys. These data indicate that the assumption of a release rate of 0.7 μg/cm2/hr/% lead content is not applicable to all materials and suggest material or product-specific testing as a reasonable, alternative course of action.

Sweden’s proposed restriction limits cover a diverse universe of materials (e.g. textiles, glass, that alloys, etc.) that would be expect to differ in lead ion migration rates due to differences in physicochemical properties (e.g. chemical composition, surface area, bonding and other interactions of lead within the material matrix), yet the socioeconomic calculations are all based on a migration rate of lead from jewellery of 0 .7 μg/cm2/hr/% lead content. New data show that lead-containing alloys differ dramatically in both the rate of lead ion release and in the shape of the curves describing lead ion release versus time, indicating that the differing physicochemical properties materials indeed impact lead ion release, and that a “one size fits all” approach is not appropriate. In the specific case of brass alloys containing lead, the migration rate is expected to be approximately one order of magnitude lower than that presently assumed or 0.08 μg/cm2/hr/% lead content.

The scientific inputs that drive the socioeconomic analysis.  There are alternative interpretations of these inputs that will alter the results.  These are summarized below:
•	ILZRO’s comments demonstrate that alternate scientifically sound assumptions are possible that would impact upon both the DMEL’s and concentration limits that are contained in the Restriction Proposal.  The following brief summary demonstrates the cumulative impacts of alternate assumptions on key aspects of the restriction proposal.
1.	Saliva extraction testing of alloys containing low levels of lead suggest lead migration rates of 0.08 µg /cm2/hr/% lead content are more likely to be observed.  Assumption of a lower migration rate (at least for alloys) indicates concentration limits triggers for restriction specific to metal alloys could be raised from 0.05% to approximately 0.5%.
2.	The restriction proposal should have used BMD calculations pertinent to the age of the at risk group of children of concern.  The BMD1 and BMDL1 for this age group are associated with blood lead levels of 3.8 and 1.6 µg/dL lead in blood, respectively.  The BMD is above the average blood lead level of children in the EU, reducing the imperative to impose strict limits upon exposure.  The higher BMDL1 indicates that the DMEL for this age group of children should be increased from 0.05 µg Pb/kg bw to 0.067 µg Pb/kg bw.  This change in the DMEL would thus further increase the concentration limits used as the trigger for restriction from 0.5% to 0.67%.
3.	The nature of the BMDL1  is such that a safety factor of 10 is not indicated.  Elimination of the safety factor would increase the DMEL to 0.67 µg Pb/kg bw.  Alternatively one could calculate a BMDL5 in accordance with precedents set for other neurotoxins and then apply a safety factor of 10.  This would yield an alternate DMEL of approximately 0.34 µg Pb/kg bw.  The product concentration limits would be incrementally increased by these DMEL changes to a range of 3.4 to 6.7% lead.  Note that these numbers are rough estimates – precise BMD and pharmacokinetic modeling would be required to produce more precise and scientifically rigorous conclusions.  However, these calculations indicate that alternate assumptions, fully consistent with analogous risk assessment precedents for the impact of neurotoxins upon IQ, yields conclusions significantly different from those of the current restriction proposal.
4.	It should further be noted that the lower end of this concentration range, while significantly higher than that proposed in the Restriction Proposal, is actually in agreement with the frequently cited Danish studies of lead extraction from jewelry by artificial sweat.  Although RAC derived relationships between lead concentration and release from this study in previous deliberations, the study authors actually concluded that: “The results from the migration analysis did not show any direct relation between migration and content of the metal, i.e. it cannot be assumed that a high concentration of the metal in the jewellery causes a high migration. However, it shall be noted that nearly no migration of lead has taken place for jewelleries where the content of lead is below approximately 1%.”
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Privacy comment:
The data contained within the reports is proprietary and owned by the European Copper Institute (ECI) and/or International Lead Zinc Research Organisation (ILZRO). It is provided to allow Member States and RAC access to migration data relevant to mouthing of articles containing lead.


	We believe that the use of a migration rate of 0.7µg/cm2/h per % Pb that is based upon a limited Danish study on Jewellery is not appropriate to describe migration of Pb from consumer articles in the scope of this restriction. Data we present for migration of Pb from alloys using a saliva protocol more representative of field experience indicates that the migration rate currently cited in the dossier is at least 10x greater than would be expected from at least one target substance (metal alloys). Moreover no data is presented in the dossier on which to base migration rates from other non-metal articles, such as plastics, textiles etc. We believe that this is a significant deficiency. The mere presence of lead in an article does not automatically mean that under normal conditions of use there will be (high) migration, and thus (high) exposure.
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Germany

Industry or trade association

(A) (B) (C) (D) (F) (G)


Attachment (available from H 01)

	Lead is found as a trace impurity in many materials which often results from use of recycled material. This might result finally in consumer articles that – although fulfilling International or European standards with respect to the alloy composition at production level - contain residual Lead at concentrations between 0.1-1 percent. We would like to
highlight the potential implications for the EU’s recycling strategy and the industry’s obligation to increase the reuse of recycled material as much as possible.



	DS response



	242. Thank you for the information concerning the migration rates from the Copper and Tin industry. 
The DS is of the opinion that the samples used for testing are not representative for the articles included on the scope of the proposal. The 3 brass qualities in the test (M57, Z33 and Z45) seem all to be qualities intended for machining. No tests are reported on cast alloys, which is expected to be a relevant raw material for manufacturing of buttons, buckles, key rings and other metal parts in consumer articles. If possible due to the on-going process, the DS welcomes a clarification about the choice of samples.

The sample preparation applied in the test method may not be suitable for alloys containing lead. In the description of the test method in Annex 4 and Annex 5, the metal surface is washed at least four times with ethanol and dried, and possibly ultrasonicated 2x6 min in aceton and isopropylalcohol respectively. Combined with the fact that lead is distributed as insoluble droplets at the grain boundaries in the brass alloy, it cannot be excluded that a large proportion of the lead in the material is washed off before the measurements starts. See also comment from 278 below.
The analyses seem properly conducted according to the given method. The question is how the data can be used.

The number of samples tested is very low (n=3, for brass alloys). Therefore we still prefer to use the data on migration rates provided by the Danish EPA since it contains more data points. In addition, the information in the Appendices Annex of the Annex XV report contains data regarding the migration of lead from various non-metallic sources. These measurements indicate that the migration of lead from non-metallic sources is larger than from metallic sources. 

For practical reasons we still maintain our position that the proposed restriction should be based on lead content (%), for reasons of better implementability and enforceability (as explained in section E.2 of the BD). 



Articles produced industrially and sold on the market normally have a completely different finish compared to the test samples from machinable brass as discussed above. The surfaces may have a rougher texture which means that the available surface on a micro scale is much larger than the surface that can be measured with a ruler and seen with our eyes. Therefore, we have reasons to believe that both tests submitted in the public consultation and those made by the Danish EPA are correct. Those from the Danish EPA represents better articles used in our everyday life, with a texture that is normal for that type of items.

Technically one could use standardised tests to determine a migration rate for smooth surfaces, if the sample preparation is suitable for the following analysis. For consumer articles, the migration rate could then be adjusted by a correction factor, to take into account that the surface is larger at a micro scale. However, we find this approach to be impractical to apply.

Information on recovered and recycled metals and plastics has been included in the report, section B.2.1 and E.2.1.2.1 (Implementability and manageability). 

278. Thank you for the description of mobility of lead in alloys and the EPA reference. 
The reasoning regarding the nature of lead in alloys is consistent with our assessment that there may be a systematic error in the sample preparation of the analyses presented by the commentator above (242). The facts behind our conclusion are
Lead is insoluble in copper-zinc alloys
Lead precipitates and forms a dispersion of second phase particles or globules both at the grain boundaries and within the matrix.
Cast alloys have less smooth surfaces and higher porosity compared to wrought products.
If lead is insoluble and highly movable in the matrix of the alloy, it will also be more easy to remove than other alloy constituents by washing and wiping, as described in the sample preparation of the method used by commentator 242.

	Rapporteurs RAC response



	We agree with the DS response in general. 

The migration studies provided by Industry have been evaluated. RAC concluded that based on the assumptioin of 1 hr mouthing time the limit value for brass alloys is 0.5%. 
Regarding the proposal for having a tiered approach in the restriction (a lead content limit as well as a lead migration limit) we have already proposed an addition of the migration limit; also in order to be consistent with the RAC opinion for lead in jewellery.  




	Rapporteurs SEAC response



	This is a RAC relevant issue and SEAC will consider the input of RAC opinion.
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a. Cost 

	Ref.
	Date/Country/Org./
Related to section
	Comment

	275
	2013/09/20 16:09

(A) (B) (C) (E) (F) (G) (H)




	Comment:
The German CA supports the approach to further extend the restriction of lead and its compounds in terms of consumer available articles that can be mouthed by children and thereby are a potential source for lead. 
We further agree that restricting the concentration of lead by weight to 0.05% will prevent the import of articles containing lead in a way it can potentially harm the infant brain. 
However, we want to mention some aspects that we see critical and where we would urge the Swedish CA to refine its reasoning:
On pages 13 (Part A.3.1), 84 (Part E.1.1) and 130 (Part E.5) it is stated that recycling and the increase in recycling efforts outside Europe might be a source of increased lead content in consumer articles. This is attributed in part to lower environmental and health standards in non-European countries. Two articles by Weidenhammer and Clarent are quoted. However, these only regard the use of recycled lead in jewellery (covered already by entry 63 of Annex XVII of the REACh regulation). Moreover, one link is provided leading to a French newspaper article, but this link does not work anymore, so we could not check for its content. In light of the fact that on page 84 it is mentioned that also in the Far East there are developments that push for elimination of lead we feel that a generalised assumption about potential increase of lead in consumer articles because of these recycling efforts – without supplying more relevant literature references – is very misleading. Therefore, we would like to ask you to provide further evidence for this proposed trend.
After all, substitution with non-lead technologies as well as recycling efforts may be expected to gradually reduce the amount of lead on the European market, also for consumer products (e.g. PVC products).


	
	
	Specific comment:
● Suggested restriction (A)
The rather broad approach of the wording concerning the proposed Annex XVII entry leaves room for many interpretations and might therefore enclose articles or individual parts of consumer available articles that are not originally in the scope of the restriction. We especially want to point out that a restriction should always add additional benefit to already existing regulations. In case of lead – where many specific regulations are in force already – another broad approach might not necessarily reduce the availability of lead. Furthermore, we think it has to be taken into account, that all broad Annex XVII entries might not only intentionally reduce the use of lead but might also unintentionally reduce the rate of recycling (plastic products, brasses, etc.) in the European community which clearly contradicts sustainability efforts.
The proposed restriction text defines “individual parts of articles” as “such individual parts of articles that are detachable, protruding or by other means accessible to be placed in the mouth by children”. In chapter E 1.2 it is explained why the restriction is not tied to specific materials in the article. It is reasoned that such a restriction is difficult to enforce, because it requires knowledge of where these materials are present in articles. It is not explained why the restriction does not apply to all or all accessible materials of the articles.
In terms of the limit value 0.05% which applies to “articles or individual parts of articles, which can be placed in the mouth by children” the wording of the scope of the restriction should illustrate that that it rather applies to chemically homogeneous materials/structures of articles/ parts of articles. For example, the limit value should apply to lead containing coatings alone and not to the complete article.
As we understand the restriction proposal it covers a wide range of articles including ammunition and lead-weights used for fishing. However, since there is no special discussion on alternatives for lead in ammunition in the dossier we would like to check if our notion is accurate. 
Musical instruments are exempted from the scope of the proposed restriction. According to the dossier stakeholder claim that lead-containing alloys are needed to maintain the acoustic properties, which cannot be manufactured from the lead-free brass varieties currently available. It is stated that musical instruments do not account for a significant share of children’s mouthing and therefore a restriction is not immediately warranted. 
While musical instruments might not be relevant under the aspect of mouthing by children under the age of 36 months, we think attention should be turned to older children and adolescent person. Usually children start to play brass instruments after second dentition. Brass instruments like trumpets, trombones and the like are played by touching the embouchure with the lips. This is done regularly. Usually daily practice is recommended. According to the dossier “the central nervous system is still under development well over a decade after birth” which means that children playing brass instruments may well be affected by the associated lead uptake. Since lead is needed for the acoustic properties of the instruments we propose to restrict the lead content in the embouchures, only.
It should be checked if some of the derogations made in the restriction on lead in jewellery should also be made in the proposed restriction, e.g. derogations for precious and semiprecious stones and articles on the second hand market.
● Information on hazard and risk (B)
Section B.1
1st paragraph: It should be already mentioned here, that all compounds listed in Annex I should be covered by this restriction.
Section B.1.1
In view of the different nature of the substances targeted by this restriction it is misleading to mention only elemental lead.
Section B.1.1 should be deleted, only text given in section B.1.2 should be given instead.
Section B.2.2
The use of lead in stabilisers is mentioned. However, industries’ efforts to voluntarily phase out lead in PVC completely until 2015 are not mentioned. We think this self-commitment is worth mentioning when assessing the overall risk of uses of lead.
Page 23, 4th para, 2nd line: should read “silicium” instead of “silicon”.
Section B 5.8 
More recent epidemiological studies and their outcomes should be integrated here (Southard et al. 2012, Bofetta et al. (2011), Bhatti et al. (2009), Ilychova und Zaridze (2012), van Bemmel et al. (2011).
Section B.6
What does the heading mean?
Section B.9.3.1
Clarification which of the described data in section “B.9.3.1 General Information” (e.g. market share of articles contributing to lead exposure, lead concentrations, mouthing frequencies of different article groups, mouthing times) are used in which step of the assessment and in which part of the report (e.g. section B.9.3.2.2 Consumers Exposure”, section “E.1.1 Risk to be addressed – the baseline) would contribute to a better readability. Also, more cross-references between these chapters would help to understand that assuming a daily exposure time of 20 minutes in the “realistic exposure case” (Tables 20, 21 and 24) is not an overestimation but a situation that affects 5% of the European children in the respective age groups.
Section B.9.3.2.2 
This section describes the exposure assessment based on the repeated chronic exposure of small children from mouthing lead-containing items and a migration of released lead into saliva. It could perhaps be additionally mentioned that children chew on things such as non-paper stationery products and could swallow exfoliated lead-containing particles or surface layers which would then result in a migration of lead under gastric-acid conditions in the stomach. This would be a further exposure scenario in addition to the mentioned scenarios on licking and the hand-to-mouth behaviour which contributes to a still higher exposure and gives further support to the restriction proposal.
Section B.11
It could be discussed more in detail why the proposed threshold limit value of 0.05% is based on the realistic worst case with a maximum mouthing time of 64 minutes. Also, a cross reference to chapter E.2.1.1.1 “Risk reduction capacity” could be helpful.
● Available Information on alternatives (C)
Section C.4.3.
The statement made in this section should be explained in more detail.
● Why a restriction is the most appropriate EU-wide measure (E)
Section E.1.1
See comment to section B.9.3.1 “General Information”.
● Socio-economic Assessment of proposed restriction (F)
We noted that the socioeconomic assessment of the proposed restriction of lead in consumer articles which can be mouthed by children closely follows the reasoning of the restriction of lead in jewellery, which is based on US studies. Because of the reported influence of socio-demographic factors, there should be some caution if these results are equally valid for the labour market conditions in EU.
● Consultation (G)
Regarding the effects of substitution, the number of stakeholders which responded to the request for information is not presented. This makes it difficult to value the reliability of conclusions based on stakeholder consultation.
● Appendices
Appendix 2 of the Annex XV restriction report describes the existing legal requirements including those according to the new Toy Safety Directive 2009/48/EC. It should be noted that the specific migration limits for lead, which are to be applied from July 2013, are currently under revision (http://ec.europa.eu/enterprise/sectors/toys/public-consultation-lead/), with the objective of a further reduction of the limit values and the exposure of children. A Commision staff working paper impact assessment exists (Document number: ENTR/TOYS/COM/2013/002 as of 22/04/2013) which was recently discussed on the Safety of Toys Committee Meeting. These activities give further support to the proposal by SE to restrict lead in other non-regulated consumer articles which are accessible to young children.


	269
	2013/09/18 12:42

Canada

Company

(A) (C) (F)





	Comment:
Comments with respect to section A and C (alternatives) and section F (socio economic impact) are listed in the attached document.

	252
	2013/07/18 11:53

United Kingdom

Industry or trade association


Attachment (available from H 09)



	Comment:
We also present information in the attachment on analytical testing  (gained from experience in the US on use of XRF for compliance testing). This suggests that costs associated with analytical testing of articles may be substantially higher than that originally indicated in the Annex XV report

	242
	2013/05/30 22:04

Belgium

International organisation

(A) (B) (C) (F)


Attachment (available from H 01)



	The socio economic and environmental impact assessment indicates that the proposed restriction scenario will increase the economic and environmental EU community burden. The downward pressure on copper scrap recovery and recycling would have a negative impact on achieving the EU’s resource efficiency and greenhouse gas targets. The expected steady growth in EU copper demand would need to be met through increased copper concentrate or finished metal imports. Copper concentrates typically contain 0.15% lead in mineral form. Therefore, this intended restriction may actually result in an increase in lead imports (via the concentrates) and will therefore not result in a net decrease in environmental concentrations. The higher cost of “lower lead” in copper alloy products would end up being paid by consumers.

Based on the data available, it is unlikely that the proposed restriction scenario will have health benefits that exceed the additional economic and environmental costs for the EU community. The downward pressure on the economics of copper scrap recovery and recycling would be very negative for EU resource efficiency and greenhouse gas targets. Considering the expected increased need for copper concentrate imports, the proposal is unlikely to result in any decrease in the levels of lead present in the EU environment. Finally, the higher cost of “lower lead” copper alloy products would end up being paid by consumers.

	237
	2013/05/29 17:53

United States

International organisation

(A) (B) (C) (D) (E) (F) (G) (H)

Attachment (available from H 09)


	This clearly shows that estimate of 0.7 μg/cm2/hr/% lead content cannot be generalized to all materials. Furthermore, when this value is used in socioeconomic assessments, the percentage of total children mouthing more than 20 minutes per week is 3.7% (see Table 1, below). The magnitude of the net benefit realized is 4.7% divided by the percentage of total children mouthing more than 20 minutes per week (see page 137 of the proposed restriction). For a migration rate of 0.7 μg/cm2/hr/% lead content , this difference is 11.75 fold (4.7%/0.4%). However, for a migration rate of 0.08 μg/cm2/hr/% lead content based on data from brasses up to 3.5% lead content, the magnitude of the net benefit is only 4.7%/3.7%, or 1.27-fold, which is not nearly as impressive. Thus, for some brasses , the calculated gain in benefit to society nearly disappears. This might well be the case for other lead-containing materials as migration data become available. If so, a “one size fits all” approach is not appropriate.

Even so, we point out that the results of socioeconomic analysis for a given restricted product may not indicate a net societal benefit.    An alternative course of action would be to allow producers of products targeted for restriction to provide product-specific data that will allow refinement of socioeconomic benefit calculations while simultaneously extending the exposure database.  
One of the justifications offered for this proposed restriction is a net (approximately 10 fold) socioeconomic benefit to society due the estimated costs of implementation being overwhelmed by the estimated value of loss of IQ.    However,  inherent in the calculation and use of socioeconomic benefit  arguments is the acceptance that  an amount of risk be shouldered by individuals that is at least equivalent to that at which a “breakeven” point is reached between societal benefit and the cost of implementation.

Indeed, when the source of lead in many of the products of concern is not known, we question whether accurate breakeven points can be estimated.  It is completely possible (and we provide an example in these comments in Table 1) that an appreciable net socioeconomic benefit will not be realized for some products.  Therefore, we propose that since the product exposure database used to justify this restriction cannot reasonably capture the universe of lead-containing products or their relative market prevalence and child exposure patterns, that companies be allowed to submit product-specific information.  This will allow refinement of the socioeconomic analysis for real-world products while also increasing the comprehensiveness of the exposure database.



	DS response


	242.
Less than 1% of the market for copper alloys is directly affected by this restriction. Low lead alloys – which can be directed towards these uses – are available on the market.
Information about the price differences between these types of materials and alloys with a higher lead content have been requested by the DS and is still welcome.

Not only the imported raw material, but the materials in imported articles need to be considered to protect children from excessive lead exposure. The market share of imported articles within the scope of the proposal is above three quarters of the total number of supplied articles.

237.
The derived values of exposure, impacts on cognitive ability, compliance costs, and socio-economic benefits used in the break-even calculations should be viewed as indicative rather than exact. The economic analysis of the proposed restriction provides a general overview of the expected costs and benefits. This is in line with the general approach – covering all articles for consumer use that can be mouthed by children, and that are not already regulated – chosen in the restriction proposal. This approach is partly motivated by practicality and implementability reasons. The approach does however allow for exemption of specific article groups if it can be shown that this is motivated. The DS encourages any sector representatives to provide such motivations if deemed necessary.

275. Comment from CS:  We noted that the socioeconomic assessment of the proposed restriction of lead in consumer articles which can be mouthed by children closely follows the reasoning of the restriction of lead in jewellery, which is based on US studies. Because of the reported influence of socio-demographic factors, there should be some caution if these results are equally valid for the labour market conditions in EU.
Response from DS:We agree that some caution should be take in relation to US vs EU studies. However the same reasoning as of the restriction of lead in jewellry was found to be justified and feasible. The proposal can only be based on available studies. The caution can be recognised as one uncertainty and further handled in the sensitivity analysis. 

252: An adjustment of the additional costs for tests and verification of lead content due to a new restriction on lead in consumer articles is proposed by the comment submitter with arguments regarding of destroyed articles, number tests, duplicate test methods, certificates. The DS do not agree with the proposed adjustments for the following reasons:

In the Annex XV report testing of the articles has been assessed as the first and only option to verify compliance. In reality manufacturers and sales organisations will as a first action – request information from their suppliers in order to make sure that their products are in compliance. If such information is not available another option is to test some article samples. 
As an example from companies that supply articles covered by a restriction today, only around 14% of companies supplying toys test their articles. This was reported in a recently published report from enforcement activities performed by The Swedish CA, see link below. If this observation is representative to other article groups, it means that testing costs of the restriction proposal have been overestimated by a factor of 7.

http://www.kemi.se/Documents/Publikationer/Trycksaker/Tillsyn/Tillsyn6-13-leksaker-2012-2013.pdf
English summary is available, See third paragraph. Figure 2, page 15. “Egna tester” means “Own testing”.

When chemical testing is used, it is also recommended, when possible, to do the testing in the beginning of the supply chain, e.g. test the materials used instead of the final articles.

In the cost calculations, section E.2.1.1.2, in the Annex XV report, a system for quality control (AQL) is described. As an example, 1.5–8% of a batch of 1,000–20,000 species, is suggested as a reasonable sample size for quality control. This refers to quality control, i.e. control of the function of the product. Chemical content control is likely carried out significantly less often according to information from contacts with stakeholders during the work with Annnex XV report. As more articles are used for functional testing, than for chemical testing and parts from the articles used for functional testing can be used for chemical testing, no extra items are needed for those analyses. It is thus not relevant to add any extra cost of destroyed articles due to new requests for chemical testing.

Regarding the comments on administrative burdens for certificates; Certificates are not a requirement in the proposed restriction. Thus, it is not relevant to include such costs in the assessment. If certificates are used for other reasons, e.g for use on the US market, they can probably be reused in business to business communication in the supply chain in the EU.


	Rapporteurs RAC response


	Regarding the recycling issue this is a SEA issue, from a RAC point of view there is no difference in exposure/effects based on whether or not the article is made by recycled material. The other issues raised are also SEA related.


	Rapporteurs SEAC response


	We generally agree with the DS response. 

SEAC also would like to remark that the cost analysis has been largely extended since the start of the Public Consultation of the Annex XV dossier to better reflect the actual cost.  Approach to substitution cost analysis has been changed, input data for testing cost has been revised, the value of articles destroyed due to testing has now been taken into account, and costs associated with product redesign have been considered.
Also in order to avoid the creation of disproportionate cost to actors a conditional exemption for articles comprising brass alloys has been proposed.

 



b. Benefits

	Ref.
	Date/Country/Org./
Related to section
	Comment

	280
	2013/09/20 21:53

Sweden

International NGO

(A) (D) (E) (F)


	Comment:
From a procedural point of view, any opinion of the SEAC and the RAC are not necessary for this specific restriction proposal according to REACH. The mere fact Pb and its compounds are  classified as Reprotox Cat 1B and present in articles that may be used by consumers warrants for a fast-track restriction procedure according to Article 68.2 where a Socio-Economic Assessment is not necessary.
The scope is to be regarded as of limited impact for new sectors but will deliver equal treatment for EU producers and supply chain with production / imports for the same articles abroad.
The report further finds that the use of lead in different metal parts (made from alloys) in consumer articles is often unintentional, and has NO specific function but is rather an unintended impurity in the material, except for brass where it acts as a lubricating agent. However for this specific article, (brass) the industry concerned does not raise any technical hindrance for substitution of lead additives since proven alternative processes are available.
Substitution of lead in stabilizers for PVCs is technically feasible (Fatty Acids, Calcium or Zinc based stabilizers) and has been implemented by the EU industry.  There is a commitment by Vinyl 2012 to replace lead in PVC by 2015, so it will not have any impact on the EU PVC industry.
A reduction of compliance costs for the competent authorities because of synergies with the enforcement of the jewellery restriction and the 3 Pb compounds subject to authorization with sunset dates by 2015 is to be expected. This needs to be factored in the benefits equation of the proposal.
KEMI has concluded that the restriction would deliver overall health benefit (related to cognitive abilities as measured by IQ) 9 times higher than compliance costs.
The added value of “smarter human beings” cannot be monetised, but we would consider that it is beneficial for society and the well being of this planet. The report finds that between 5-18 % of European children between 6-36 months may be affected, but it also concerns children outside of the EU. Exposure can have severe and irreversible impacts on the development of children’s central nervous systems, which is not acceptable to tolerate in any case. Finally the proposal is in line with accepted principles such as the polluter prevention and pays principle.





	278
	2013/09/20 18:18

Belgium

International NGO

(A) (B) (C) (D) (E) (F)






	Comment:
The EEB and ClientEarth support the restriction of lead in articles proposed by Sweden. However, we would like to submit comments on the scope of the restriction and provide further evidence in support of the restriction.

	DS response


	280. Thanks for the comments and support.

278: We appreciate the submission of additional references. The DS has indicated that there are additional benefits ,e.g. in section F.1.2 pp. 139-140 of the Annex XV report. Further evaluations may be made by SEAC if they find that it is needed, e.g. to add new information or new calculations to the BD.

252, 269: The CS question the relevance of comparing the IQ effects at a one unit level and to use a 10-fold margin of exposure. These are not parameters that are introduced by the DS, but part of the method used by EFSA in the EFSA Scientific opinion on Lead in Food, pages 104-105. That assessment lead to the conclusion that a possible effect in some children from exposure of lead in food cannot be excluded. The IQ value is not meant to be used for assessment of one individual child, only at a population level. Thus the reasoning about overestimated benefits has no relevance.  Note that the 10-fold MoE is not used in the benefit assessment, only in the assessment of the worst case scenario in Section B.9 in the restriction report.

	Rapporteurs RAC response


	We agree with the DS concerning the IQ issues and the same arguments are used in the opinion together with some further argumentation.

	Rapporteurs SEAC response


	We agree with the DS response. 

The assessment of benefits has been revised during opinion making to make the estimate describe the reality as closely as possible and to avoid any overestimation.
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	Ref.
	Date/Country/Org./
Related to section
	Comment

	250
	2013/06/28 15:17

Germany

Company





	Comment:
The restriction option favored by the report authors can cause an unnecessary shortage of natural resources. Our proposal is to favorite the restriction option 2 „Lead migration in articles that can be mouthed“  instead of restriction option 1 „ Lead content in articles that can be mouthed “. As described in the report the option 2 has the same safety- level like option 1 and additionally some further advantages.  Materials are always at the beginning of a production chain. The restriction report focusses on intentionally addition of Lead- materials and recycled material. But there are a lot of other materials, for example minerals. By including this materials it is shown, that restriction option 2 „Lead migration in articles that can be mouthed“ fulfill the requirements of the REACH- Regulation in a better way. (see attachment)

	DS response


	250: Comment from CS: “ So with respect to economic and socio-economic effects a lot of concerned articles are not considered.”
Response from DS: This conclusion is not correct. The entire Prodcom list was examined. Every single section and sometimes every row in Prodcom has been evaluated in the light of possible consumer articles within the scope.

Comment from CS:  “For example: Paper is classified not containing lead (page 44). But: According CEN Report CR 13695-1 ( “Packaging- Requirements for measuring and verifying the four heavy metals... Part1”; page 38) the lead content is remarkable caused by natural minerals like Kaolin, clay, Calciumcarbonate.”
Response from DS: The exclusion of paper from the assessment was checked by a search for data on lead content in different kinds of paper grades. Natural kaolin sources with high levels of lead content is still below the proposed limit of 0,05%. Since the coating mixture used for highly coated papers is mixed with other constituents, the natural content of lead in kaolin will not be a problem. The maximum lead levels measured in papers are well below the proposed limit of 500 ppm, at least with a factor of 10.

Plumbogummit is a rare mineral. Monazite may be radioactive. It is doubtful if the mentioned minerals are real alternatives for use in consumer articles.

The DS is of the opinion that non intentional content of lead in recycled material and in primary extracted minerals can be regarded in the same way. We agree that option 2 is a better choice from a risk reduction perspective, but in the assessment we need to weight different parameters together. Thus our opinion is that option 1 is the altogether most favourable RMO when all parameters are taken into account. This is also the result of the comparison in the Annex XV report, table 50, and page 126.

272. The CS states that the responsibility of the parents should be sufficient to protect the children from lead exposure. This option is included in the Annex XV report, subheading “Labelling and other information”, page 94, but regarded not sufficient to address the risk. This option will result in high costs for repeated information campaigns. Experience from communication with consumers show that there will be strong requests from the parents to regulate the use of the substance. The opinion of the DS is further that it can’t be considered to be the parents responsibility if the information about and the use of lead content in consumer articles is not known or even available. Sharp and flammable articles cannot be compared with lead containing articles as the first categories are common knowledge while only an extremely limited part of the population has knowledge enough about chemical substances. In a recent study it is shown that consumers don´t get enough information to act in a safe way.
http://www.sverigeskonsumenter.se/documents/internationellt/beuc/beuc_broschyr_kemi.pdf

272. Labelling of lead free articles is not a realistic alternative since it would mean that both the 90% lead free articles within the scope as well as articles outside the scope would be affected. Such a proposal tends to be disproportionate. A better option for labelling should be labelling of all lead containing articles. This is still a less effective option in terms of risk reduction than the proposed restriction.

273. The CS proposes to use Article 68.2. as an alternative option to implement a REACH restriction. This option was discussed in the Annex XV report, page 92. Some of the arguments against this option are: 
Elemental lead is not yet classified; such a restriction would only apply to lead compounds and not to lead metal.
The shorter implementation time also means higher conversion costs
The procedure for such a restriction is not yet clarified
Theoretically, the procedure is faster as no Annex XV dossier has to be submitted, but based on experience from practice, the Article 68(2) route has not yet been recognized as a “fast track”.


	Rapporteurs RAC response


	On the RA related issues we agree with the DS

	Rapporteurs SEAC response


	We agree with the DS response
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	Ref.
	Date/Country/Org./
Related to section
	Comment

	272
	2013/09/19 18:29

Austria

Other contributor

(A) (D) (F) (G) (H)





	Comment:
Please, see document attached.

	269
	2013/09/18 12:42

Canada

Company

(A) (C) (F)





	Comment:
Comments with respect to section A and C (alternatives) and section F (socio economic impact) are listed in the attached document.

	280
	2013/09/20 21:53

Sweden

International NGO

(A) (D) (E) (F)


	Comment:
From a procedural point of view, any opinion of the SEAC and the RAC are not necessary for this specific restriction proposal according to REACH. The mere fact Pb and its compounds are  classified as Reprotox Cat 1B and present in articles that may be used by consumers warrants for a fast-track restriction procedure according to Article 68.2 where a Socio-Economic Assessment is not necessary.
The scope is to be regarded as of limited impact for new sectors but will deliver equal treatment for EU producers and supply chain with production / imports for the same articles abroad.
The report further finds that the use of lead in different metal parts (made from alloys) in consumer articles is often unintentional, and has NO specific function but is rather an unintended impurity in the material, except for brass where it acts as a lubricating agent. However for this specific article, (brass) the industry concerned does not raise any technical hindrance for substitution of lead additives since proven alternative processes are available.
Substitution of lead in stabilizers for PVCs is technically feasible (Fatty Acids, Calcium or Zinc based stabilizers) and has been implemented by the EU industry.  There is a commitment by Vinyl 2012 to replace lead in PVC by 2015, so it will not have any impact on the EU PVC industry.
A reduction of compliance costs for the competent authorities because of synergies with the enforcement of the jewellery restriction and the 3 Pb compounds subject to authorization with sunset dates by 2015 is to be expected. This needs to be factored in the benefits equation of the proposal.
KEMI has concluded that the restriction would deliver overall health benefit (related to cognitive abilities as measured by IQ) 9 times higher than compliance costs.
The added value of “smarter human beings” cannot be monetised, but we would consider that it is beneficial for society and the well being of this planet. The report finds that between 5-18 % of European children between 6-36 months may be affected, but it also concerns children outside of the EU. Exposure can have severe and irreversible impacts on the development of children’s central nervous systems, which is not acceptable to tolerate in any case. Finally the proposal is in line with accepted principles such as the polluter prevention and pays principle.
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Sweden

International NGO

(A) (D) (E) (F)


	Comment:
ChemSec supports the Swedish restriction proposal on Lead and its compounds in articles intended for consumer use. We consider the Annex XV as a robust dossier justifying the restriction. We thank KEMI and the Swedish government for their engagement in environmental and human health protection.
Scope: Lead and its compounds are already restricted in various sectors because of its intrinsic hazardous properties i.e. EEE, Cosmetics, Toys, Food contact material, paints, fuels and packaging.
It is classified as Reprotox 1A, Acute Tox 4, STOT Repeated Exposure Cat 2, Aquatic Acute 1 and Aquatic Chronic 1. There are also evidence on mutagenicity and carcinogeniticity (IARC 2006) and lead acetate is classified as Carc. 2 according to CLP. Industry has proposed self-classification as Reprotox 1A (H360) “may damage fertility or the unborn child” and STOT Repeated Exposure Cat 1 (H372) “Causes damage to organs: the central nervous system and systems for reproduction”. It therefore qualifies as a group of Substances of Very High Concern (SVHC) according to REACH. On that basis 21 lead compounds have been proposed for listing to the candidate list as SVHC upon request by the European Commission. 
Further REACH contains a restriction entry (no 63) for Lead and its compounds relating to jewellery articles, with a large scope which comforts that there is an unacceptable risk posed by Lead and its compounds which needed to be addressed at EU level. 
Specific Lead substances (compounds) have already been officially recognized as SVHC and have been prioritized for inclusion in the Authorisation List (Annex XIV): Lead chromate (EC No 231-846-0), Lead sulfochromate yellow (EC No 215-693-7), Lead chromate molybdate sulphate red (EC No 235-759-9) with sunset dates set for 21 May 2015.
The new restriction proposal constitutes an obvious complementary action to close gaps for other articles and in regards to imported articles containing those 3 lead compounds to the EU (which are not adequately covered by the authorization procedure under REACH). The proposed restriction will bring an even level playing field for the supply chain within Europe vis-à-vis non EU importers and manufacturers. It will also indirectly achieve human health and environmental protection at a global level. 
The same effect will be achieved for lead contained in paints, plastics, pigments or metal parts which are produced abroad and imported to the EU. Considering that about 72% of the targeted articles are imported to the EU from third countries, a broad restriction is indeed the most appropriate control measure.
The proposed restriction refers to articles “which can be placed in the mouth by children, and which are made available for consumers or intended for consumer use”. In order to cover all relevant articles we would prefer to cover all articles made available for consumers, i.e. covering also involuntary or not intended uses. It is established that Lead and compounds are non-threshold substance since the 1970ies, and that any exposure should be avoided in particular for children.
The scope of articles “intended for consumer use” may pose problems in terms of legal certainty, since it implies voluntary use and would not cover indirect exposure, with the risk of setting specific time windows of exposure assumptions depending on what would be a “normal use” of the article in question. A broader scope (“articles which are placed on the market”) would thereof be the preferred approach and would be in line with the scope of the authorisation scope. 
Further it has been established that harmful effects are caused by the lead ion itself. Considering the high amount of various compounds of Pb present in consumer articles, existing analytical methods are not fit for purpose to enforce the individual compound based restrictions adequately. 
.
The registration data of ECHA finds high volumes of use (up to 1 Million tonnes per annum) with following identified uses in articles within the EU:
AC 0: Other: Metal powders 
AC 1: Vehicles 
AC 2: Machinery, mechanical appliances, electrical/electronic articles 
AC 3: Electrical batteries and accumulators 
AC 6: Leather articles 
AC 7: Metal articles 
AC 10: Rubber articles 
AC 13: Plastic articles.
	
However no further specifications on precise use and information on “uses advised against” or “consumer use” has been provided by the registrants.
A focus should be brought to cover the uses registered in the EU where potential consumer use is expected. These concern uses as metal alloys, pigments and stabilizers in plastic but also clothes and interior decoration objects or furniture leading to multiple exposure routes and additive effects (cocktail effects). The ECHA registration information confirms the following uses of Pb and its compounds
- lead ammunition
- lead sheets 
- batteries and accumulaters (highest market share)
- electrical / electronical articles
- other metal articles (external lead sheet) 
- solder
RAPEX has also confirmed the presence of Pb and its compounds in non-food products pre-cited intended for consumer use. Presence in clothing, accessories and interior decorations have been identified with an average concentration of around 1% weight/ weight. Further the report contains robust data and representative samples of testing done by the Swedish Competent Authorities which confirm presence of Lead and its compounds in articles made available to consumers. 
Exemptions / review clause
The proposal for restriction will exclude keys, locks and music instruments which would be re-evaluated 5 years after entry into force. 
ChemSec would favor a review clause for these specific exemptions 2 years after entry into force in order to drive for substitution for the remaining applications and to be in line with the objective to prevent any additional exposure of Lead and its compounds.
The exclusion of keys may pose a gap in the aim to protect small children since it is recognized that they can play / chew on key rings / keys and because release potential is expected to be higher (abrasion through the use of the key and considering its high lead content). Despite the DTI 2002 study suggesting that the mouthing frequency for keys is rather lower than other objects,  one should consider that key rings also contain the highest average lead content (above 50.000ppm) in the tested consumer articles. 
It is not clear on whether the impurity threshold of 0,05% W/W would significantly affect the key / key rings manufacturing process. On this aspect the report states that there is an on-going work in the industry to substitute lead from the alloys used for keys. In order to drive ongoing innovation for substitution we would either prefer to remove the exemption (giving a strong signal to industry with a transition time of 2 years before the new entry will come into force) / or to reduce the revision clause to 2 years after entry into force.
Migration rates and exposure assessment
Although the report does provide solid background data for migration rates, uncertainties do remain in relation to exposure assessments: average mouthing time has been set at 15-20 minutes / day (which is not realistic for kids during their teething period and parents know that this involves rather intense biting for long time periods!). 
Migration scenario are based on 4h migration values that may constitute an underestimation if most lead migration occurs during the initial phase of migration. 
Wipe testing done by the Center for Environmental Health suggest that lead can be wiped off from vinyl through touching, which then is likely to get ingested by hand to mouth activity (additional oral exposure). 
Considering cocktail effects through multiple exposure pathways and emission sources ChemSec would advocate that worst case assumptions should be used, in line with the precautionary decision making process foreseen according to REACH, in order to safeguard a high level of human health protection. 
Further environmental exposure pathways have not been factored in this restriction proposal, but it is estimated by EFSA (2010) that exposure of lead via food, water and air is in the range of 1-6 µg/kg/bw/day. 
The actual baseline body burden of lead in children is estimated at 15-20µg/L in blood of children, which exceeds already the highest tolerable exposure with respect to the neurodevelopment effects of lead. Any source of potential additional exposure shall therefore be prevented. As a result we support the proposal since it will reduce the overall additional exposure and resulting body burden of man- made chemical cocktails in vulnerable groups.
The restriction report also highlights that targeted action in the waste recycling sector should be taken, as several studies (Weidenhamer and Clement 2007 / Fairclough et al 2007) indicate that lead waste material such as batteries (from cars) and solder materials might be recycled for downgraded use in consumer products with worrying (increasing) trends in volumes. The European Commission and ECHA FOrum should look into this issue.


	DS response


	272: Pans, aluminium foil and electrical apparatus are not relevant articles in the scope of the proposal. However it is important to notice that brass and copper alloys are not the only, and probably not the most common, metal materials relevant in small consumer articles.

269: We appreciate the new information about alternative colouring agents/pigments. Other lead containing colouring agents without chromium were in focus in the assessment in the Annex XV report. However we find the submitted information to be relevant as well and can see that an inclusion in chapter C would improve the information in the BD. 

280. Comment from CS: “Substitution of lead in stabilizers for PVCs is technically feasible (Fatty Acids, Calcium or Zinc based stabilizers) and has been implemented by the EU industry. There is a commitment by Vinyl 2012 to replace lead in PVC by 2015, so it will not have any impact on the EU PVC industry.” 
Response by DS: This is in accordance with the information given in section C.4. in the Annex XV report.


	RAC Respsonse
	We agree with the DS response. 

	SEAC Respsonse
	We agree with the DS response.
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	Comment:
The German CA supports the approach to further extend the restriction of lead and its compounds in terms of consumer available articles that can be mouthed by children and thereby are a potential source for lead. 
We further agree that restricting the concentration of lead by weight to 0.05% will prevent the import of articles containing lead in a way it can potentially harm the infant brain. 
However, we want to mention some aspects that we see critical and where we would urge the Swedish CA to refine its reasoning:
On pages 13 (Part A.3.1), 84 (Part E.1.1) and 130 (Part E.5) it is stated that recycling and the increase in recycling efforts outside Europe might be a source of increased lead content in consumer articles. This is attributed in part to lower environmental and health standards in non-European countries. Two articles by Weidenhammer and Clarent are quoted. However, these only regard the use of recycled lead in jewellery (covered already by entry 63 of Annex XVII of the REACh regulation). Moreover, one link is provided leading to a French newspaper article, but this link does not work anymore, so we could not check for its content. In light of the fact that on page 84 it is mentioned that also in the Far East there are developments that push for elimination of lead we feel that a generalised assumption about potential increase of lead in consumer articles because of these recycling efforts – without supplying more relevant literature references – is very misleading. Therefore, we would like to ask you to provide further evidence for this proposed trend.
After all, substitution with non-lead technologies as well as recycling efforts may be expected to gradually reduce the amount of lead on the European market, also for consumer products (e.g. PVC products).


	
	
	Specific comment:
● Suggested restriction (A)
The rather broad approach of the wording concerning the proposed Annex XVII entry leaves room for many interpretations and might therefore enclose articles or individual parts of consumer available articles that are not originally in the scope of the restriction. We especially want to point out that a restriction should always add additional benefit to already existing regulations. In case of lead – where many specific regulations are in force already – another broad approach might not necessarily reduce the availability of lead. Furthermore, we think it has to be taken into account, that all broad Annex XVII entries might not only intentionally reduce the use of lead but might also unintentionally reduce the rate of recycling (plastic products, brasses, etc.) in the European community which clearly contradicts sustainability efforts.
The proposed restriction text defines “individual parts of articles” as “such individual parts of articles that are detachable, protruding or by other means accessible to be placed in the mouth by children”. In chapter E 1.2 it is explained why the restriction is not tied to specific materials in the article. It is reasoned that such a restriction is difficult to enforce, because it requires knowledge of where these materials are present in articles. It is not explained why the restriction does not apply to all or all accessible materials of the articles.
In terms of the limit value 0.05% which applies to “articles or individual parts of articles, which can be placed in the mouth by children” the wording of the scope of the restriction should illustrate that that it rather applies to chemically homogeneous materials/structures of articles/ parts of articles. For example, the limit value should apply to lead containing coatings alone and not to the complete article.
As we understand the restriction proposal it covers a wide range of articles including ammunition and lead-weights used for fishing. However, since there is no special discussion on alternatives for lead in ammunition in the dossier we would like to check if our notion is accurate. 
Musical instruments are exempted from the scope of the proposed restriction. According to the dossier stakeholder claim that lead-containing alloys are needed to maintain the acoustic properties, which cannot be manufactured from the lead-free brass varieties currently available. It is stated that musical instruments do not account for a significant share of children’s mouthing and therefore a restriction is not immediately warranted. 
While musical instruments might not be relevant under the aspect of mouthing by children under the age of 36 months, we think attention should be turned to older children and adolescent person. Usually children start to play brass instruments after second dentition. Brass instruments like trumpets, trombones and the like are played by touching the embouchure with the lips. This is done regularly. Usually daily practice is recommended. According to the dossier “the central nervous system is still under development well over a decade after birth” which means that children playing brass instruments may well be affected by the associated lead uptake. Since lead is needed for the acoustic properties of the instruments we propose to restrict the lead content in the embouchures, only.
It should be checked if some of the derogations made in the restriction on lead in jewellery should also be made in the proposed restriction, e.g. derogations for precious and semiprecious stones and articles on the second hand market.
● Information on hazard and risk (B)
Section B.1
1st paragraph: It should be already mentioned here, that all compounds listed in Annex I should be covered by this restriction.
Section B.1.1
In view of the different nature of the substances targeted by this restriction it is misleading to mention only elemental lead.
Section B.1.1 should be deleted, only text given in section B.1.2 should be given instead.
Section B.2.2
The use of lead in stabilisers is mentioned. However, industries’ efforts to voluntarily phase out lead in PVC completely until 2015 are not mentioned. We think this self-commitment is worth mentioning when assessing the overall risk of uses of lead.
Page 23, 4th para, 2nd line: should read “silicium” instead of “silicon”.
Section B 5.8 
More recent epidemiological studies and their outcomes should be integrated here (Southard et al. 2012, Bofetta et al. (2011), Bhatti et al. (2009), Ilychova und Zaridze (2012), van Bemmel et al. (2011).
Section B.6
What does the heading mean?
Section B.9.3.1
Clarification which of the described data in section “B.9.3.1 General Information” (e.g. market share of articles contributing to lead exposure, lead concentrations, mouthing frequencies of different article groups, mouthing times) are used in which step of the assessment and in which part of the report (e.g. section B.9.3.2.2 Consumers Exposure”, section “E.1.1 Risk to be addressed – the baseline) would contribute to a better readability. Also, more cross-references between these chapters would help to understand that assuming a daily exposure time of 20 minutes in the “realistic exposure case” (Tables 20, 21 and 24) is not an overestimation but a situation that affects 5% of the European children in the respective age groups.
Section B.9.3.2.2 
This section describes the exposure assessment based on the repeated chronic exposure of small children from mouthing lead-containing items and a migration of released lead into saliva. It could perhaps be additionally mentioned that children chew on things such as non-paper stationery products and could swallow exfoliated lead-containing particles or surface layers which would then result in a migration of lead under gastric-acid conditions in the stomach. This would be a further exposure scenario in addition to the mentioned scenarios on licking and the hand-to-mouth behaviour which contributes to a still higher exposure and gives further support to the restriction proposal.
Section B.11
It could be discussed more in detail why the proposed threshold limit value of 0.05% is based on the realistic worst case with a maximum mouthing time of 64 minutes. Also, a cross reference to chapter E.2.1.1.1 “Risk reduction capacity” could be helpful.
● Available Information on alternatives (C)
Section C.4.3.
The statement made in this section should be explained in more detail.
● Why a restriction is the most appropriate EU-wide measure (E)
Section E.1.1
See comment to section B.9.3.1 “General Information”.
● Socio-economic Assessment of proposed restriction (F)
We noted that the socioeconomic assessment of the proposed restriction of lead in consumer articles which can be mouthed by children closely follows the reasoning of the restriction of lead in jewellery, which is based on US studies. Because of the reported influence of socio-demographic factors, there should be some caution if these results are equally valid for the labour market conditions in EU.
● Consultation (G)
Regarding the effects of substitution, the number of stakeholders which responded to the request for information is not presented. This makes it difficult to value the reliability of conclusions based on stakeholder consultation.
● Appendices
Appendix 2 of the Annex XV restriction report describes the existing legal requirements including those according to the new Toy Safety Directive 2009/48/EC. It should be noted that the specific migration limits for lead, which are to be applied from July 2013, are currently under revision (http://ec.europa.eu/enterprise/sectors/toys/public-consultation-lead/), with the objective of a further reduction of the limit values and the exposure of children. A Commision staff working paper impact assessment exists (Document number: ENTR/TOYS/COM/2013/002 as of 22/04/2013) which was recently discussed on the Safety of Toys Committee Meeting. These activities give further support to the proposal by SE to restrict lead in other non-regulated consumer articles which are accessible to young children.
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United Kingdom

Member State

(A) (B) (C) (E) (F)


	Comment:
The scope of the evidence presented on risk and socioeconomic impact is very limited given the potentially wide scope of articles included in the restriction. As such it is not clear that a risk has been demonstrated, or the proportionality of the restriction demonstrated, across the scope of the restriction.

The level of analysis is largely based on the lead in jewellery restriction dossier, which was relatively limited in scope and possible impacts and is not proportional to this proposal.

There is a large amount of repetition of the same information, e.g. Pb exposure might lead to a decrease in children’s IQ, which is unnecessary and only serves to extend the length of the document. The dossier would benefit from further editing in terms of both clarity and length.

A large number of assertions are made without reference to their source, e.g. pages 12, 13 and 14.

The constructs ‘it is assumed to be’ and ‘it is thus not unlikely’ are often used throughout the document. Their use does not add to the confidence in the analysis presented. 

The dossier would be helped by a better description and analysis of the uncertainties related to all of the proposed options to help understand the consequences of the proposal.

	DS response


	Comment from CS: “Section B.1.1 In view of the different nature of the substances targeted by this restriction it is misleading to mention only elemental lead. “
Response by DS: The DS submitter has written the section about the Substance ID in agreement with the ECHA secretariate. If the description is unclear, we assume that ECHA can clarify this.

Comment from CS: “Section B.1.1 should be deleted, only text given in section B.1.2 should be given instead.”
Response by DS: We believe that the report is written in accordance with the current Annex XV template.

Comment from CS: “Section B.2.2, page 23, 4th para, 2nd line: should read “silicium” instead of “silicon”.
Response by DS: For ECHA/RAC/SEAC to consider..

Comment from CS: Section B.9.3.1 Clarification which of the described data in section “B.9.3.1 General Information” (e.g. market share of articles contributing to lead exposure, lead concentrations, mouthing frequencies of different article groups, mouthing times) are used in which step of the assessment and in which part of the report (e.g. section B.9.3.2.2 Consumers Exposure”, section “E.1.1 Risk to be addressed – the baseline) would contribute to a better readability. Also, more cross-references between these chapters would help to understand that assuming a daily exposure time of 20 minutes in the “realistic exposure case” (Tables 20, 21 and 24) is not an overestimation but a situation that affects 5% of the European children in the respective age groups.
Response by DS: This has been further clarified by the DS in the BD.

275: Comment from CS: “Section B.6 What does the heading mean?”
Response by DS: This was a misspelling due to some kind of bug from Microsoft Word. The DS failed to remove this text, while several others of the same kind were deleted.

Comment from CS: “Consultation (G) Regarding the effects of substitution, the number of stakeholders which responded to the request for information is not presented. This makes it difficult to value the reliability of conclusions based on stakeholder consultation.”
Response by DS: The information in chapter G has been extended by the DS in a new Appendix (no 15) in the BD.

249 Repetition of information depends on the template used for the Annex XV reports.

249. Chapter A, which includes pages 12-14, contains summaries of the Annex XV report at different levels. This chapter is not meant to contain references. The references are available in the following chapters i.e. B-H.

249. The uncertainties has been refined in the updated BD, e.g. by minor adjustments in section B.4, introduction of parameters for use in sensitivity analyses in section B.10.1.1.2. and several clarifications where parameters are introduced in the various sections in the BD.
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Public consultation: Lead and lead compounds in articles intended for consumer use


Comment for the substances:


Table 1— Lead compounds concernin~ TIB Chemicals AG


CAS# EC# Name


13814-96-5 237-486-0 Lead bis(tetrafluoroborate)


17570-76-2 401-750-5 Lead(II) bis(methanesulfonate)


Dear Sirs,


The Swedish Chemical Agency developed a proposal for restriction of lead and lead compounds in


articels intened for consumer use.


Lead bis(tetrafluoroborate) and lead(II) bis(methanesulfonate) are used in the electronic and engine


building Industrie as an intermediate for lead alloys and lead layers. A consumer contact with this


resulting lead alloys and lead layers is Weither intended nor possible. In addition, the content of lead


in the final product is less than 0.1 percent.


Discussion of the different uses:


1 Bearing Shells


a) Short description of the process the lead compound is used in:


Electrochemical precipitation of lead from a solution as part of a galvanic layer (See


Figure 1)


b) Conversion of the lead Salt into lead or a lead allov:


Electrochemical conversion of the lead (2+) into metallic lead
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Aufsichtsratsvorsitzender: Prof. Dr. Hans-Joachim Kollmeier ~ Vorstandsvorsitzender: Kai Lohmann, Vorstand: Joachim Giersberg







c) Content of lead, lead alloys and lead compounds in the final product:


The lead content in the later construction patt is less than 0.01


d) Possible contact of professional worker and consumer with lead of the construction


pa rt:


There is no later contact with the lead layer of the bearing Shell possible, in due to


the fact; a layer of Tin would be precipitated an the lead layer (See Figure 1)


Figure 1— Lead in bearing Shells — process flow Chart
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2 Bush bearing


aj Short description of the process the lead compound is used in:


Electrochemical precipitation of lead from a solution as part of a galvanic layer an a


supporting shell (Figure 2)


Figure 2 — Lead in bush bearing


Bush bearing


Supporting shell


Kearing layer


Sliding layer (Pb)


b) Conversion of the lead satt into lead or a lead allov:


Electrochemical conversion of the lead (2+) into metallic lead


c) Content of lead, lead allovs and lead compounds in the final product:


The lead content of a bush bearing is approximate one percent, in a motor 15 ppm


and in relation to a passenger car 1 ppm.


d) Possible contact of professional worker and consumer with lead of the construction


Part:


There is only a contact with the lead in the buch Shells possible while demounting of


the motor. A demounting of the motor of a modern car is by consumer is Weither


intended by the manufacture of car nor possible.


Lead abrasion resistance is very low. The abrasion is possible detectable in the motor


oll and the oll filter. The used motor oll and the oll filters are to dispose as hazard


waste. Measurements relating to the lead content in oll and filters are not available.







3 Tin alloys in Chip Capacitors & Diodes


a) Short description of the process the lead compound is used in:


Electrochemical conversion in to a tin-lead-alloy


b) Conversion of the lead satt into lead or a lead allov:


Electrochemical conversion of the lead (2+) into metallic lead as part a tin-lead-alloy


c) Content of lead, lead allovs and lead compounds in the final product:


The lead content in the later construction part is less than 0.1


d) Possible contact of professional worker and consumer with lead of the construction


part:


There is no contact with the lead alloy in the chip capacitors and diodes intended.


There is only a contact possible with the lead alloy by destruction of electronic parts.


Malfunction or "old" chip capacitors and diodes are to dispose as electronic waste.







4 High Performance Batteries : (copper grids and connectors)


a) Short description of the process the lead compound is used in:


Electrochemical precipitation of lead from a solution as part of a galvanic layer an


copper


b) Conversion of the lead Salt into lead or a lead allov:


Electrochemical conversion of the lead (2+) into metallic lead


c) Content of lead, lead allovs and lead compounds in the final product:


The lead content in the later construction part is less than 0.1


d) Possible contact of professional worker and consumer with lead of the construction


Part:


There lead is still in corrosive sulphuric acid while the lifetime of the battery. Based


an this fact there is not contact of professional worker and consumer with lead of the


battery possible. Due to the fact that lead accumulators run in a closed recycling


loop, the environmental Impact is low, but the ecological benefits are much higher.


e) Technical function, si~nificance


To ensure an Optimum current distribution in the big sized battery cells they use


copper grids instead of lead grids inside due to the better conductivity of copper. On


the other hand copper acts as a poison for the process of charging and decharging


the lead accumulator cell. Therefore it must be kept out of this cycle. This issue is


solved by plating the copper grids with a dense fayer of lead. The density cannot be


achieved by only use of copper paste. Furthermore connectors to combine lead cells


of those batteries are manufactured from copper also for conductivity reasons and


plated with lead for corrosion protection against sulfuric acid. With increasing


Jemand of high performance accumulators by "electromobility" the use of Lead


methanesulfonate for both applications needs to be continued and may even further


increase







Lead and RoHS II:


The prior discussed uses are covered by an exemption in the regulation 2011/65/EC


Annex III (RoHS II):


Table 2 — Lead in 2011/65/EC Annex III


No. Description of exemption


6 (a) Lead as an alloying element in steel for machining purposes and in


galvanised steel containing up to 0,35 % lead by weight


6 (b) Lead as an alloying element in aluminium containing up to 0,4 % lead by


weight


6 (c) Copper alloy containing up to 4 % lead by weight


7 (a) Lead in high melting temperature type solders (i.e. lead- based alloys


containing SS % by weight or more lead)


7 (b} Lead in solders for Servers, storage and storage array Systems, network


infrastructure equipment for switching, signalling, transmission, and


network management for telecommunications


7 (cj -I Electrical and electronic components containing lead in a glass or


ceramic other than dielectric ceramic in capacitors, e.g. piezoelectronic


devices, or in a Blass or ceramic matrix compound


7 (c) —11 Electrical and electronic components containing lead in a Blass or


ceramic other than dielectric ceramic in capacitors, e.g. piezoelectronic


devices, or in a Blass or ceramic matrix compound


15 Lead in solders to complete a viable electrical connection between


semiconductor die and carrier within integrated circuit flip Chip


packages


17 Lead halide as radiant agent in high intensity discharge (HID) lamps used


for professional reprography applications


24 Lead in solders for the soldering to machined through hole discoidal and


planar array ceramic multilayer capacitors


I case of additional question or need for ciarification please contact us.


Kind regards


:,~ ~ iiv'
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Mr. Geert Dancet  
Executive Director 
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Annankatu 18 
00120 Helsinki 
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Brussels, 9 September 2013 


 
 
Ref: Stakeholder consultation on the Swedish restriction proposal of lead and its 
compounds in articles intended for consumer use  
 
 
Dear Mr. Dancet, 
 
Sweden has recently submitted a REACH Annex XV dossier, thus tabling a restriction proposal on 
the placing on the market or use of lead and its compounds in articles or individual parts of articles, 
which are supplied to the general public and which can be placed in the mouth by children. The 
Annex XV restriction report1 highlights that electrical and electronic equipment would not be in the 
focus of this initiative, since already subject to sector legislation, namely the RoHS II Directive 
(2011/65/EU) that regulates the use of lead in such equipment. Electrical and electronic equipment 
should indeed not be targeted by this restriction proposal. However, the suggested legal wording of 
the proposed restriction itself does not properly reflect the envisaged exclusion of electrical and 
electronic equipment.  
 
The report acknowledges that the use of lead is already regulated in several articles and consumer 
products, such as electric and electronic equipment, toys and packaging2. The focus of the 
Swedish initiative would therefore be on the “remaining risk of lead exposure resulting from 
children’s use of articles not in scope of the existing requirements.”3 In addition, the report specifies 
that the uses targeted by the restriction proposal would be lead contained in “metal parts, 
pigments, painted surfaces and to some extent also stabilisers in polymers”4. Given examples of 
targeted products are clothes, shoes, accessories, interior decorations, articles for sports and 
leisure, stationery and keys.5  


                                                           


1
Annex XV restriction report submitted by Sweden: http://echa.europa.eu/documents/10162/80f7edca-b6c1-4433-8734-


854594530db2  
2
 the Annex XV report acknowledges (pages 42-43 and 171-172) that several EU legislation regulate the use of lead in 


articles and consumer products, such as electric and electronic equipment (Directive 2011/65/EU), cosmetics products 
(Regulation 1223/2009), cars and goods transport vehicles (Directive 2000/53/EC) and toys (Directive 2009/48/EC). 
3
 Annex XV restriction report, page 78 


4
 Annex XV restriction report, page 13: “Lead and lead compounds, also as carbonates and sulphates in paints, are 


however still used in the manufacturing of articles outside the EU and imported into EU contained in metal parts, 
pigments, painted surfaces and to some extent also stabilisers in polymers. These are the uses that will be targeted in 
this report.” 
5
 Annex XV restriction report, pages 19 & 23 
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Accordingly, the product testing has been limited to certain article categories, mainly metal parts of 
clothing. Furthermore, the KEMI background document6 stated that the restriction proposal “targets 
non-jewellery articles for consumer use which are not restricted in any other legislative acts”.  
 
In order to properly implement the exclusion of electrical and electronic equipment, we urge 
the Commission, ECHA and its advisory Committees (RAC and SEAC) to modify the 
suggested legal text of the potential new restriction under the REACH Regulation by 
explicitly stating that the restriction proposal shall not apply to electrical and electronic 
equipment covered by the RoHS II Directive (2011/65/EU).  
 
More particularly, paragraph 4 of the restriction proposal should read as follows:  
“By way of derogation, paragraph 1 shall not apply to:  


(i) keys and locks, including padlocks 
(ii) musical instruments  
(iii) Electrical and electronic equipment within the scope of Directive 2011/65/EU” 


 
Our request is supported by the fact that restrictions of other substances under the REACH 
Regulation already acknowledge the case of electrical and electronic equipment being subject to 
sector specific legislation and foresee a similar exclusion for such equipment. For example, we cite 
Annex XVII entry 45 on the use of diphenylether octabromo derivative 7 and the former Annex VXII 
entry 44 on the use of diphenylether pentabromo derivative 


8.  
 
Should lead in electrical and electronic equipment be further restricted under the REACH 
Regulation, producers of such equipment will increasingly face overlapping and conflicting 
requirements. It would create legal uncertainty and consequently disruption in our highly complex 
global supply chains, unnecessary duplication of administrative burdens and costs, as well as 
knock-on effects on our clients. Whereas providing clarity on requirements is of utmost importance 
for manufacturers of electrical and electronic equipment and components, it is also a necessity for 
Member States, in order to ensure a proper enforcement and market surveillance of the EU 
substance restrictions under both REACH and sector specific legislation. Facilitating enforcement 
and market surveillance is the key to providing a level playing field for all actors.  
 
Finally, we reiterate our call for a truly complementary and consistent implementation of the 
REACH Regulation and the RoHS II Directive as outlined in our position paper: “Ensuring a truly 
complementary, coherent and consistent implementation of REACH and RoHS II”.9 
 
We thank you in advance for taking these comments into account and remain available for any 
further information.  
 
Yours sincerely,  
 
Adrian Harris  
(Electronically signed)  


                                                           


6
 KEMI background information for stakeholder consultation on the restriction of lead and lead compounds in articles 


intended for consumer use (H12-00789), 7 May 2012, available at:   
http://www.kemi.se/Documents/AIKK/Samr%c3%a5d/Enclosure%202%20Background%20Paper%20Lead%20in%20Arti
cles%20for%20Consumer%20use.pdf   
7
 Commission Regulation 552/2009 of 22 June 2009:  


http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2009:164:0007:0031:EN:PDF  
8
 Commission Regulation 207/2011 of 2 March 2011:   


http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:058:0027:0028:EN:PDF  
9
 Orgalime provides concrete suggestions in its position paper available on the Orgalime website at the following 


address: http://www.orgalime.org/sites/default/files/position-papers/PP_Complementarity_REACH_and_RoHS_Mar13 
.pdf  



http://www.kemi.se/Documents/AIKK/Samr%c3%a5d/Enclosure%202%20Background%20Paper%20Lead%20in%20Articles%20for%20Consumer%20use.pdf

http://www.kemi.se/Documents/AIKK/Samr%c3%a5d/Enclosure%202%20Background%20Paper%20Lead%20in%20Articles%20for%20Consumer%20use.pdf

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2009:164:0007:0031:EN:PDF

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:058:0027:0028:EN:PDF

http://www.orgalime.org/sites/default/files/position-papers/PP_Complementarity_REACH_and_RoHS_Mar13%20.pdf

http://www.orgalime.org/sites/default/files/position-papers/PP_Complementarity_REACH_and_RoHS_Mar13%20.pdf
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Hintergrund 


 


Ziel des schwedischen Dossiers ist der Schutz vor gesundheitlichen Schäden bei Kindern, 


welche bleihältige Gegenstände in den Mund nehmen oder verschlucken könnten. Das 


Vorhaben, eine Bleibeschränkung auf sämtliche Konsumgüter auszudehnen, erscheint 


jedoch viel zu weit gegriffen, da Eltern und Erwachsene eine – natürliche - Aufsichtspflicht 


gegenüber Kindern haben. Diese wird mit einer derart überschießenden Regelung völlig in 


Frage gestellt. Eine Überwälzung der Verantwortung auf Dritte durch den 


Beschränkungsvorschlag erscheint daher keinesfalls geeignet und ist unseres Erachtens 


auch nicht vollziehbar. 


 


Definitionsrahmen 


 


Generell ergibt sich die Notwendigkeit, genau zu definieren, auf welche Konsumgüter sich 


eine derartige Beschränkung überhaupt beziehen soll. Eine „Generalklausel“ für sämtliche 


bleihältige Konsumgüter ist jedenfalls abzulehnen. Konsequent weitergedacht müssten in 


der Folge auch z.B. Feuerzeuge, Zündhölzer, Messer, Scheren und andere „möglicherweise 


für Kinder gefährliche“ Konsumgüter umfassend verboten werden. Dabei können diese 


Gegenstände - bei Vernachlässigung der Aufsichtspflicht der Erwachsenen – einen viel 


größeren und weitreichenderen gesundheitlichen und materiellen Schaden anrichten, als 


bleihältige Konsumgüter. Um das Anliegen Schwedens zu spezifizieren, würde man sich 


wohl auf diejenigen Konsumgüter konzentrieren müssen, bei welchen begründet 


anzunehmen ist, dass sie – in einem ordentlichen und Kindern gegenüber 


verantwortungsvoll geführten Haushalt - lose auf dem Boden liegen oder sich in einer 


allgemein üblich zu erwartenden Reichweite von Kleinkindern befinden. Dabei wären nur 


diejenigen Produkte in Betracht zu ziehen, welche aufgrund ihrer Größe überhaupt 


verschluckt werden könnten. Zu beachten ist, dass kleinere – theoretisch verschluckbare - 


Artikel nicht unter eine mögliche Beschränkung fallen, wenn diese fix (also durch Annähen, 


Nieten, Splinten, Kleben) mit einem größeren, nicht verschluckbaren Teil (Textil, Schuh, 


Gebrauchsgegenstand) verbunden sind (wie Gürtelschließen, Knöpfe, Nieten etc.). 


Derartige Gegenstände können nämlich von einem Kind nicht - und wenn dann nur unter 







 


langwierigem Manipulieren (und spätestens hier sollte die Aufsichtspflicht der Eltern 


greifen) - voneinander getrennt und damit verschluckt werden. 


 


Präzisere Formulierung erforderlich 


 


Nach unserer Information hat die schwedische Chemicals Agency am 30.10.2012 in einem 


Schreiben Folgendes festgehalten (H12-00789-39 – lead in consumer articles, Reference 


number H12-00789): 


 


„To clarify our intentions, there are no plans to propose changes to articles in 


areas where there is existing regulations or standards at EU level. For example this 


applies to jewelry where a REACH restriction was established earlier this year and 


articles intended for food contact“. 


 


Es mag sein, dass die schwedische Chemikalienagentur zwar nicht beabsichtigt bestehende 


Regelungen oder EU-Standards zu verändern und geltende Ausnahmeregelungen 


unverändert zu lassen, allerdings ist für uns diese „intention“ nicht ausreichend. 


Letztendlich erlangt Rechtskraft, was in Normen geregelt wird und nicht das, was die 


ursprüngliche „intention“ war. 


 


Aus diesem Grund muss das Vorhaben Schwedens viel präziser formuliert werden. Der 


derzeit vorliegende Wortlaut  


 


„lead and its compounds shall not be placed on the market or used in articles or 


individual parts of articles, which are supplied to the general public and which can 


be placed in the mouth by children, if the concentration of lead (expressed as 


metal) in that article or part of article is equal to or greater than 0,05 % by 


weight“, 


 


ist zu unbestimmt. Mit dieser Formulierung ist nämlich nicht absehbar, welche – 


unbeabsichtigten - Folgewirkungen auf Consumer Products ausgelöst werden könnten, die 


gar nicht im Fokus der Beschränkung liegen: Es ist nicht auszuschließen, dass außerhalb 


von REACH liegende und bereits bestehende Ausnahmeregelung für bestimmte 


Konsumgüter ausgehebelt und ungültig werden. 


 


So gibt es z.B. eine Regelung für Verpackungsglas, welche in Artikel 11 der Verpackungs-


Richtlinie 94/62 EG eine bestimmte Bleikonzentration  zulässt. Es ist in jedem Fall dafür zu 


sorgen, dass diese Ausnahmeregelung aufrecht bleibt und in keiner Weise berührt wird. 


Nämlich auch dann nicht, wenn z.B. durch eine Novelle die Bleigrenzwerte verändert 


werden. Dasselbe gilt für alle anderen bestehenden Ausnahmeregelungen für Blei (z.B. in 


der RoHS-RL), und vor allem dann, wenn sich die Ausnahmeregelungen auf die 


Kristallkennzeichnungsrichtlinie (69/493/EWG) beziehen. 


 


Beschränkungen für „bioverfügbares“ Blei 


 


Betreffend das Lutschen oder Saugen von Kleinkindern an diversen Artikeln ist zu 


beachten, dass dadurch grundsätzlich kein Blei aus dem Metall gelöst werden kann: 


Metallteile sind üblicherweise mit einer entsprechenden Schutzschicht (Galvanisierung, 







 


Lackierung) überzogen. Somit kann kein Blei aus dem Grundmaterial abgegeben werden. 


Sollte ein derartiger Metallteil tatsächlich von einem Kleinkind verschluckt werden, ist die 


Gefahr einer Erstickung oder inneren Verletzung weitaus größer, als die einer Vergiftung: 


Ein verschluckter Metallteil verbleibt nämlich  üblicherweise nicht so lange im Körper, da 


er entweder innerhalb kürzester Zeit von Ärzten entfernt oder auf natürlichem Weg aus 


dem Körper ausgeschieden wird. Innerhalb dieser Zeitspanne kann die erwähnte 


Schutzschicht (Galvanoschicht) auch durch die Magensäure nicht zerstört werden. Das Blei 


bleibt unter der Schutzschicht und gelangt nicht in den menschlichen Körper. 


 


Der Antrag Schwedens sollte sich demnach nur auf diejenigen Konsumgüter beziehen, 


welche keine derartige Ummantelung haben und aus welchen Blei tatsächlich innerhalb 


kurzer Zeit herausgelöst und vom menschlichen Körper nachweislich aufgenommen werden 


kann. Eine simple Regelung, wonach „Blei durch Lutschen nicht an die Umgebung 


abgegeben werde darf“ wäre praxisgerechter und sinnvoller als den absoluten Bleianteil im 


Material zu reglementieren. 


 


Nicht konsequente Ausnahmeregelungen  


 


Das schwedische Dossier sieht eine Ausnahmeregelung für Schlüssel, Schlösser und 


Musikinstrumente vor. Konsequenterweise, wenn Schlüssel von der Beschränkung 


ausgenommen sind, muss eine solche Ausnahme auch für sämtliche andere an einem 


Schlüsselbund befindlichen Konsumgüter und vergleichbare Güter, die nicht für den 


Gebrauch durch Kleinkinder bestimmt sind, gelten. Immerhin werden nach unserer 


Einschätzung Schlüssel in zumindest 90 % aller Fälle in Kombination mit einem 


Schlüsselanhänger verwendet. Dabei ist der Schlüssel mit seinen Ecken und Kanten der für 


ein Kind sicherlich gefährlichere Bestandteil eines Schlüsselbundes, als ein 


Schlüsselanhänger (siehe dazu auch unsere oben angeführte Argumentation betreffen die 


Ummantelung eines Metallteiles, wodurch kein Blei in kurzer Zeit an die Umgebung 


abgegeben werden kann). Schlüsselanhänger und andere ähnliche Güter, die nicht für den 


Gebrauch durch Kleinkinder bestimmt sind, sind daher ebenfalls von der Beschränkung 


auszunehmen. 


 


Wirtschaftliche Nachteile und Kostensteigerungen 


 


Eine Ausweitung der Bleibeschränkung auf sämtliche Konsumgüter wäre für die Erzeuger 


vieler Produkte ein enormer wirtschaftlicher Nachteil. Die Verwendung von alternativen 


Materialien würde nach unserer Information allein bei Herstellern von Gürtelschnallen, 


Knöpfen, Nieten und ähnlichen Produkten eine Preissteigerung von rund 30 % bedeuten. Da 


sich Produkte aus österreichischer Herstellung ohnehin bereits im oberen Preissegment 


befinden, würde diese erneute Preiserhöhung bei vielen (Industrie-) Kunden nicht mehr 


akzeptiert werden. Derzeit können sich österreichische Produzenten gegenüber 


Mitbewerbern aus Billiglohnländern noch aufgrund ihrer Flexibilität, Qualität und wegen 


ihres starken Kundenservices behaupten. Allerdings ist dazu jedes Jahr harte 


Überzeugungsarbeit notwendig, um Kunden weiter halten zu können und ein abwandern zu 


preisgünstigeren, ausländischen Mitbewerbern zu verhindern. Eine Preissteigerung von 30 


%, ohne einen für den Kunden nachvollziehbaren Mehrwert, würde für viele Branchen den 


Verlust existentiell notwendiger Kunden bedeuten. 


 







 


Bereits Regelungen für Blei in Modeschmuck 


 


Sämtliche Gegenstände im näheren Umfeld von Kindern und Kleinkindern (Pflegeartikel, 


Spielzeug, Geschirr etc.) sind bereits strengen Regelungen unterworfen. Zudem wurde bei 


der kürzlich beschlossenen Beschränkung für „Blei in Modeschmuck“ die gesamte Thematik 


nochmals ausreichend beleuchtet, diskutiert und abschließend geregelt. Dem wurde das 


Argument zugrundegelegt, dass Modeschmuck aufgrund seiner glitzernden und funkelnden 


Eigenschaften zu den Artikeln zählt, welche von Kleinkindern am ehesten in den Mund 


genommen werden könnten. Damit sollte die gesamte Thematik rund um das 


gesundheitsgefährdende in den Mund nehmen oder verschlucken von bleihältigen 


Gegenständen durch Kleinkinder vertiefend diskutiert und in Folge abgeschlossen sein.  


 


Indirekte Betroffenheit durch z.B. recyceltes Aluminium 


 


Das Beschränkungsvorhaben betrifft auch Recycler. In der Aluminiumindustrie wird z.B. aus 


Schrotten Aluminium erzeugt, das im Einzelfall einen Blei-Gehalt über 0,05 Gewichts% 


aufweisen kann. Die Mitgliedsunternehmen der Nichteisenmetallindustrie erzeugen nach 


eigenen Angaben nur Aluminium in Rohform, Aluminium-Legierungen und Halbfertigwaren, 


jedoch keine Produkte für Endverbraucher. Allerdings stehen am Ende der 


Verarbeitungskette selbstverständlich Konsumartikel wie etwas Kochtöpfe oder Alufolien 


oder Elektrogeräte. Die Betriebe sind daher indirekt betroffen. 


 
Betroffenheit kleinster Kunsthandwerksbetriebe 
 
Blei findet in vielen Bereichen des Handwerks und Kunsthandwerks Anwendung. Dieser 
Bereich ist typischerweise durch kleinste Unternehmen dominiert, deren Existenz auf 
einigen wenigen Produkten beruht, die eben manchmal auch Blei enthalten. Die 
Verwendung von Blei erfolgt auf Grund bestimmter Eigenschaften, die für die Produkte 
unbedingt notwendig sind. Der Umgang mit Blei erfolgt jedoch stets mit Vorsicht und 
Vorsorge für den Konsumenten, so dass Exposition mit Blei bei sachgemäßem Umgang 
ausgeschlossen werden kann. 
 
Zum Beispiel wird Blei im Bereich des Kunsthandwerks für die Produktion von Kunstfiguren 
bzw. s.g. Erzählfiguren (z.B. in Krippen) verwendet. Diese sind ausschließlich für die 
Verwendung durch erwachsene Personen gedacht bzw. in erster Linie als 
Anschauungsobjekte. Es gilt zu betonen, dass solche Figuren nicht als Spielzeug vorgesehen 
sind. Aus statischen Gründen benötigen diese Figuren schwere Bleischuhe. Blei wird gerade 
wegen seines niedrigen Schmelzpunktes und seines hohen Gewichtes eingesetzt. Die 
Bleischuhe werden in Folge völlig mit Stoff übermantelt, so dass eine Exposition 
ausgeschlossen werden kann und diese Verwendung von Blei auch seitens der Behörden als 
unbedenklich angesehen wird. 
 
Ein weiteres Beispiel sind die s.g. Gablonzer, Hersteller diverser Bijouterie, die bereits 
jetzt durch die bestehende Bleibeschränkung stark betroffen sind. Diese stellen oft als 
weiteres Standbein anderes Accessoire, wie Knöpfe, Schnallen uä. für z.B. Trachten her. 
Dieses kann Blei enthalten und damit würden diese Unternehmen erneut von einer 
Beschränkung in ihrer Existenzgrundlage drastisch beschnitten werden. Selbiges trifft auch 
andere Handwerksbetriebe mit ähnlichen Produkten. Erneut ist auch hinzuweisen, dass bei 
diesen Erzeugnissen darauf geachtet wird, dass diese bei sachgemäßer Verwendung sicher 
sind. Auch muss festgehalten werden, dass die Erzeugnisse im (Kunst-)Handwerk keine 







 


Massenprodukte sind, sondern oft sogar Einzelanfertigungen. Damit sind die Verwendungen 
und Gesamtmengen nur sehr gering. 


 


Andere Rechtsvorschriften – andere Grenzwerte 


 


Die Kunden in der metallerzeugenden Industrie geben oft vor, dass ihre Bestellungen 


bestimmten Normen wie EN 601 oder EN 1676 entsprechen müssen: 


 


 Nach diesen Normen ist im Einzelfall eine höhere Gehaltsgrenze für Blei zulässig 


(z.B. 0,10 % bzw. 0,15 %).  


 Auch die RoHS-Richtlinie schreibt einen Grenzwert von 0,1 Gewichts% vor.  


 Die Altfahrzeug-Richtlinie (ELV) schreibt einen Grenzwert von 0,4 Gewichts% vor. 


 


Der vorliegende Beschränkungsvorschlag ist daher derzeit eindeutig zu weit gefasst. Die 


weite Formulierung umfasst viele Anwendungen, die am Schutzzweck vorbeigehen und 


sogar in direktem Konflikt mit anderen Rechtsmaterien und Normen stehen. 


 


Eine Klarstellung, welche Konsumartikel konkret unter das Verbot fallen und welche nicht, 


wäre dringend geboten. Jene Bereiche, wo es bereits bestehende gesetzliche Vorgaben 


gibt (RoHS, ELV, technische Normen) sollten vom Beschränkungsverbot ausgenommen und 


unnötige Doppelregulierungen vermieden werden, da Anpassungen an verschärfte 


Grenzwerte stets mit teuren und teilweise sogar unerfüllbaren Maßnahmen hinsichtlich 


Beschaffung, interne Produktionsabläufe etc. einhergehen. Der Aufwand für diese 


Umstellungen ist unverhältnismäßig hoch und würde Produkte umfassen, die unter anderen 


Rechtsmaterien als sicher betrachtet werden. Ein Nutzen für den Konsumenten, der aus 


einem marginal niedrigeren Grenzwert resultiert, ist für uns nicht erkennbar. 


 


Zusammenfassend wird daher festgehalten: 


 


 Es muss dafür gesorgt sein, dass bestehende Ausnahmeregelungen (auch außerhalb 


von REACH) bestehen bleiben. 


 


 Bestehende Beschränkungen bzw. Grenzwerte in anderen Rechtsmaterien und 


Normen dürfen nicht konterkariert werden. Doppelregulierung – sogar 


widersprüchliche - muss vermieden werden. 


 


 Eine Ausweitung der Bleibeschränkung auf sämtliche Konsumgüter würde weit über 


das Ziel hinausschießen, ist nicht vollziehbar und wird abgelehnt. 


 


 Produkte, welche von Kleinkindern aufgrund ihrer Größe nicht ohne weiteres 


verschluckt werden können (weil sie mit anderen Gegenständen fest verbunden sind 


und sich nicht von selbst lösen können), sind von jedenfalls von allfälligen 


Bleibeschränkung auszunehmen. 


 


 Produkte, welche durch eine Schutzschicht/Lackierung/Galvanisierung ummantelt 


sind und daher auch durch Lutschen oder Saugen kein Blei an den menschlichen 


Körper abgeben, sind von einer allfälligen Bleibeschränkung jedenfalls 


auszunehmen.  







 


 


 Da unter anderem Schlüssel laut schwedischem Dossier von einer Bleibeschränkung 


ausgenommen sind, muss dies jedenfalls auch für sämtliche andere Produkte 


gelten, welche üblicherweise an einem Schlüsselbund hängen (Schlüsselanhänger, 


etc.) bzw. für alle anderen ähnlichen Güter, die nicht für den Gebrauch durch 


Kleinkinder bestimmt sind. 


 


 Rücksicht muss auf Kleinstunternehmen im Bereich des Handwerks und 


Kunsthandwerks genommen werden. 


 


 Die Aufsichtspflicht von Erwachsenen und Eltern gegenüber Kleinkindern muss 


gewahrt bleiben und darf weder aufgeweicht noch abgeschoben werden. 


 


 Eine Alternative dem schwedischen Anliegen wäre eine sinnvolle und praktikable 


freiwillige Kennzeichnung von bleifreien Produkten. Damit bleibt der 


Endverbraucher mündig und erhält eine entsprechende Transparenz.  


 


Wir ersuchen um Berücksichtigung der von uns formulierten Bedenken und stehen für 


Rückfragen gerne zur Verfügung unter: 


 


Marko Sušnik 


Wirtschaftskammer Österreich 


Abteilung für Umwelt- und Energiepolitik 


Wiedner Hauptstraße 63, 1045 Wien 


T: +43 (0)5 90 900-4393, F: +43 (0)5 90 900-269 


E: marko.susnik@wko.at, W: http://wko.at/reach 


 



mailto:marko.susnik@wko.at

http://wko.at/reach




