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	What?

	1. Any producer or importer of articles shall submit a registration to the European Chemicals Agency (ECHA) for any chemical substance (as such or in a mixture) contained in those articles if the substance is present in those articles in quantities over 1 t/y per producer or importer and the substance is intended to be released under normal or reasonably foreseeable conditions of use (with regard to the articles) (Art. 7 (1)).

2. The ECHA may take decisions requiring producers or importers to submit a registration if the following conditions are met, if not anyway already an obligation for registration exists according to Art. 7 (1):
a) the substance is present in those articles in quantities totalling over 1 t/y per producer or importer, and
b) the ECHA has grounds for suspecting that the substance is released from the articles and the release of the substance from the articles presents a risk to human health or the environment, and
c) the substance is not subject to registration according to No 1.
3. There is an exemption from the registration obligation for substances that
· in accordance with Art. 2 are generally excluded from the scope of the REACH Regulation: radioactive substances (Art. 2 (1a)), substances which are subject to customs supervision (Art. 2 (1b)), non-isolated intermediates (Art. 2 (1c)), waste (Art. 2 (2));

· in accordance with Art. 2, are not subject to the registration obligation (polymers Art. 2 (9));

· have already been registered for that use by any actor (Art. 7 (6)), the simple pre-registration of the sub​stance is not sufficient according to current member states opinion;

· are not subject to any registration obligation, in accordance with Annex IV and V (Art. 2 (7 a, b));
· have been recovered from waste and have already been registered and for which the information required by Art. 31 ("safety data sheet") or 32 ("safety information") is available (Art. 2 (7d)), the simple pre-re​gistration of the substance is not sufficient according to current member states opinion.

	Who?

	4. Producers and importers, whose articles underlie the above provisions, shall submit a registration.
5. Producers of articles are natural or legal persons who make or assemble an article within the Community (Art. 3 (4)). Importers are natural or legal persons established within the Community who are responsible for import (Art. 3 (11)).

	How?

	6. If the producer or importer of the article is also the manufacturer or importer of the substance to be released on its own or in a mixture, he has to (pre-) register himself. If the article with the substance to be released is imported within the article, the importer of the article has to (pre-) register the substance. If the producer or importer of the article imports the substance separately from the article, he has to (pre-) register the substance as an importer and considers the use of the substance in the article as identified use in the registration. If the producer or importer of the article obtains the substance separately from the article from a supplier within the EU, he has to secure that in the registration the use of the substance is considered. For mixtures it may be necessary to clarify with the suppliers of the chemicals, which ingredients exceed the quantity of 1 t/year.
7. See BDI-Guidance 2.2.1 and 2.2.2 on registration and BDI-Guidance 2.1.1 on preregistration.
8. An obligation exits for notification for the producer or importer of articles containing certain substances that are not intended to be released (Article 7 (2), see BDI guidance 2.2.4). There is no registration requirement.

	When?

	9. Substances that are no phase-in-substances (Art. 3 No 20; see BDI-Guidance 2.2.1) must be registered immediately. If these substances were placed on the market in quantities of > 10 kg/a before 1 June 2008, they must have been notified as new substances and are then deemed to be registered.
10. See registration dates in BDI-Guidance 2.2.1. und 2.2.2 and BDI-Guidance 2.1.1 for preregistration.
11. The duty to notify in the classification and labelling inventory according to the CLP-Regulation may as well be relevant.

	Hints, recommendations, further links

	12. Hints, recommendations:
a) An article is defined in Art. 3 (3) as "an object which during production is given a special shape, surface or design which determines its function to a greater degree than does its chemical composition". The characteristic feature of an object is that it possesses a specific design/shape/surface. If the design/shape/surface of an object is solely related to the manufacturing process and plays no role in its use, then this is not an article in accordance with Art. 3 (3). Deciding whether products are articles within the meaning of REACH is the responsibility of the producer or importer and such decisions are taken in consensus within the branch, if necessary.
· Examples of articles: sheet metal, brake linings, insulation board, wire, fragranced item, elec​tric/electronic product, lighter, film, yarn, polished mineral, fabric, wooden, ceramic, plastic and metal utensils, catalyst component, clothing, cooling element, plastic film, machine, synthetic medical ban​dage, measuring device, shaped metal part (if the shape is significant for use), furniture, paper, cleaning cloth, writing implement, silicon wafer, toy, textile, anti-moisture pad, heat pad.
· The following are not articles, but substances or mixtures (chemicals): aerosol dispensers (as dangerous goods, only designated as an aerosol) and fire extinguishers (both are containers that contain a chemi​cal), granulates, metals in compact form such as aluminium ingots (cf. Directive 67/548/EEC, Annex VI No. 8.3), to the extent that the ingot form is related to the manufacturing process and is not signifi​cant for use.
· The following are also not considered as articles: installations such as fire extinguishing systems, power stations, etc. that contain objects but are not installed until they are on site. Decisions in border​line cases should be consistent within the industry.
· Packaging (cf. Directive 94/62/EC) as such is also considered as an article within the meaning of Art. 3 (3). An integral part of the article and not classed as packaging is an object which is necessary to con​tain, support or preserve that product throughout its lifetime and all elements are intended to be used, consumed or disposed of together (cf. Directive 94/62/EC Art. 3 No 1 i, examples see Annex I).
· Still under discussion is whether solder wire, welding rod and rod electrodes are to be considered as mixtures or articles.
b) Impurities in a substance or substances in a mixture are only recorded above their concentrations limits as defined in Directives 67/548/EEC Annex VI No 1.7.2.1 and 1999/45/EC Art. 3 (3), substance specific concentration limits as defined in Annex I of Directive 67/548/EEC or 0.1 % for PBT and vPvB sub​stances.
c) Art. 7 (1) applies only to cases in which the release of the substance is intentional. The wording “...under normal or reasonably foreseeable conditions of use ..." is the same as in the Product Safety Directive 2001/95/EC, Art. 2 b): “...under normal or reasonably foreseeable conditions of use including duration and, where applicable, putting into service, installation and maintenance requirements ...". In the Equipment and Product Safety Act (German GPSG, § 2 (5)) the intended use is defined as the use for which the article according to the person who brings it into circulation, is suitable or customary use, arising out of the design of the article yields. A foreseeable misuse is to use an article in a manner that the one who brings it into circulation has not considered, but which can be expected from the reasonably foreseeable conduct of the user (German GPSG, § 2 (6)). For determination if there is an article with an intended release of substances see flowchart in Appendix A.
d) Registration in accordance with Art. 7 (6) needs not necessarily have to be done within the supply chain of the producer or importer of the articles. The relevant use (“that use”) is the "use of a substance which is intended to be released under normal or reasonably foreseeable conditions of use". Use of the article categories specified in Annex R.12-4 (articles with no intended release) and Annex R.12-5 (articles with intended release) of the guidance document "Guidance on information requirements and chemical safety assessment - Chapter R.12: Use descriptor system" is recommended, even if these do not contribute to improved occupational health and safety, consumer protection or environmental protection. See Annex B. Model agreements on the granting of a right to refer to registered data and on rights to use individual studies for registration, can be downloaded here.
e) The substance quantities to be registered in accordance with Articles 6 and 7 (1) count separately.
f) Producers and importers of articles with intended release of substances had to preregister if they wanted to register them as phase-in substances, because the reference to an existing registration is currently only possible for the largest volume range. The preregistration is without costs and without obligation to register. A registration would become obsolete if e.g. after the preregistration it becomes apparent that producers or importers intend to register these substances yet. If the substance is provided by a supplier it is has to be clarified with him who will do the registration for this use.
g) The producer or importer of articles that contain certain substances not intended for release has a noti​fication obligation (Art. 7 (2), see BDI-Guidance 2.2.4). There is no registration obligation in this case.
h) Producers or importers of articles with intended release of substances must submit a preregistration for these if they wish to register them as phase-in substances, as reference to an existing registration is inher​ently not possible. Preregistration is free-of-charge and does not entail an obligation to register. Registra​tion would be obsolete, if for example, it became apparent after preregistration that the manufactur​ers/importers of the substances did in fact intend to register these substances. If the substance is procured from a supplier, the question of who is to submit the registration for this use (category) needs to be clari​fied with the supplier.
i) A producer of an article that is intended to release a substance in accordance with Art. 7 (1) recovered by the producer from waste, should preregister that substance in order to benefit from the transitional provi​sions until the substance is registered.
j) Information on materials in articles and details of the safe use of articles are given in “product data sheets", “product safety information," etc., but not in “safety data sheets”, as this is the defined term for information in accordance with Art. 31.
k) It is recommended to document the following in analogy to Art. 36:
· justifications and decisions relating to what is or is not considered to be an article within the meaning of REACH,
· whether the articles in question are such from which a substance is intended to be released under nor​mal or reasonably foreseeable conditions of use,
· the preregistration of these substances,
· the registration of these substances.

13. Further links:
a) ECHA:
· Legally not binding
· Guidance on requirements for substances in articles,

· Guidance on information requirements and chemical safety assessment - Chapter R.12: Use descrip​tor system"
· Further specific guidances as indicated BDI-Guidance 2.2.1 and 2.2.2.


Annex A: Test procedure for establishing intended release in accordance with Art. 7 (1)
This test procedure is designed to help clarify whether there is a case of "intended release of substances from arti​cles under normal or reasonably foreseeable conditions of use "in accordance with Art. 7 (1). Given the complex reality, a case-by-case consideration may however still be necessary. The test procedure below relates only to clas​sification of the facts based on the logic in Art. 7 (1) and does not affect other obligations arising from consumer protection, occupational health and safety or environmental protection. Deviations from the document “Guidance on requirements for substances in articles" are knowingly accepted for cases where the guidance document imposes requirements whose logic is not obvious, as far as industry is concerned, or which do not correspond with the text of the REACH Regulation.
Step 1: Distinction between "article" and "substance or mixture in a container"
Distinction based on factors of "removal" versus "release" using the following criteria:

· removal: removal of the substance or mixture from a container and use of substance or mixture for a specific purpose at a time of one’s own choosing.

· release: the intended use is not removal of a substance or a mixture.

Step 2: Exclusion criteria – Not an article, no intended release
	Exclusion criteria
	Examples

	I. Not an article.
	a) substance or mixture
b) substance or mixture in a container

	II. A substance or a mixture cannot be released from the article by virtue of its design.
	a) substance or mixture is not present in the article in an unbound form, as is the case for example with substances that are bound in a solid glass, metal or plastic matrix.

	III. Under intended conditions of use, including reasonably foreseeable misuse, a substance or a mixture is not intended to be released from the article.
	a) car battery (overfilling does not come within the scope of REACH, instead it comes under the relevant product safety regulations)
b) self-adhesive tape, film and other articles of this type (adhesive residue on surfaces does not con​stitute intentional release, similarly films for per​manent coating do not bring about intentional release)
c) oiled sheet metal, impregnated woods (the oil, the impregnation is intended not for release but to protect the material)


If no "release" or no "product" is given, it can be stopped here.

Examples (not exhaustive):
	Intended release applies
	Intended release does not apply

	a) Fragrances bound to a solid in the form of a lemon for the dishwashing machine (fragrances dissolve out during the washing process) or in a fragranced cushion.
b) Cleaning cloths with cleaning agent
c) Ballpoint pens
d) Printers, color ribbons
e) Windscreen wipers with windscreen wiper fluid
	a) Sawing a shelf, cutting sheet metal or a tile 
b) Abrasion of wear linings (brakes, clutches)
c) Preparation/mixture applied to a chemical or tex​tile fiber which is washed out in the course of subsequent processing.


Note here the clear distinction between release and exposure.

Step 3: Other definitive regulations
In certain cases (e.g. cosmetics, medical products or biocides) registration is not necessary, as other regulations already require notification, see Art. 2 REACH Regulation.
Annex B. Categories according to R.12-4 of „Guidance on information requirements and chemical safety assessment - Chapter R.12: Use descriptor system” for articles without intended substance release:

	Code
	Article category

	AC02
	Passenger cars and motor cycles

	
	Other vehicles: Railway, aircraft, vessels, boats, trucks, and associated transport equipment

	AC03
	Machinery and mechanical appliances thereof

	AC04
	Electrical and electronic products, e.g. computers, office equipment, video and audio recording, communi​cation equipment

	
	Electrical batteries and accumulators

	
	Electrical and electronic products: Household appliances (white ware)

	AC05
	Glass and ceramic products: dinner ware, pots, pans, food storage containers

	AC06
	Fabrics, textiles and apparel: bedding and clothing

	
	Fabrics, textiles and apparel: curtains, upholstery, carpeting/flooring, rugs

	AC08
	Leather products: apparel and upholstery

	AC10
	Metal products: cutlery, cooking utensils, pots, pans

	
	Metal products: toys

	
	Metal products: furniture

	AC11
	Paper products: tissue, towels, disposable dinnerware, nappies, feminine hygiene products, adult inconti​nence products, writing paper

	
	Paper products: newspaper, packaging

	AC13
	Photographic and reprographic articles: cameras, video cameras

	
	Photographic and reprographic articles: films

Printed photographs

	AC15
	Rubber products: tyres

	
	Rubber products: flooring

	
	Rubber products: footwear

	
	Rubber products: toys

	
	Other general rubber products

	AC17
	Wood and wood furniture: flooring

	
	Wood and wood furniture: furniture

	
	Wood and wood furniture: toys

	C18.1
	Constructional articles and building material for indoor use: wall construction material ceramic, metal, plastic and wood construction material, insulating material.

	C18.2
	Constructional articles and building material for outdoor use: wall construction material, road surface material, ceramic, metal, plastic and wood construction material, insulating material.

	C19
	Commercial/consumer plastic products like disposable dinner ware, food storage, food packaging, baby bottles

	
	Plastic products: Flooring

	
	Plastic products: Toys

	C20
	Other*)


Categories for articles with intended substance release:

	Code
	Article category

	AC31
	Clothes (scented)

	AC32
	Eraser (scented)

	AC34
	Toys (scented)

	AC35
	Paper articles (scented)

	AC36
	CD (scented)

	AC37
	Other scented articles*)

	AC38
	Packaging material for metal parts (releasing grease or corrosion inhibitors)

	AC39
	Other articles releasing grease or corrosion inhibitors*)

	AC40
	Other articles with intended release of substances*)


*) To be specified if the article is not covered in any of the categories (using the TARIC terminology).

� BGA = Federation of German Wholesale and Foreign Trade





The basis for this guidance is the version of the Regulation (EC) no. 1907/2006 published on 29.5.2007 in the Official Journal of the European Union L 136. The BDI does not accept any liability for the correctness of the information given here. This guidance will be updated if required in order to make the experience gained in practice immediately available.
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