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NACD STATEMENT ON THE ROLE OF U.S. CHEMICAL DISTRIBUTORS IN THE EUROPEAN UNION REACH REGULATION

The National Association of Chemical Distributors (NACD) has prepared this Statement to address certain issues relating to the European Union’s recently adopted Registration, Evaluation, Authorization and Restriction of Chemicals (REACH) regulation and the application of this new chemical management scheme to the activities of NACD members. NACD recognizes that the REACH regulation seeks to address a number of important public policy, risk evaluation, and public communication objectives involving chemical substances. At the same time, NACD believes that it is critically important to clarify the role of U.S. chemical distributors under REACH, including the regulatory limitations of their involvement in the program. 
Participation in EU REACH by Non-EU Manufacturers, Formulators, and Distributors Through “Only Representatives”
REACH is a regulation approved by the European Parliament and Council of the European Union for the express purpose of regulating the manufacture, import and use of chemical substances within the member nations of the European Union. By its express terms REACH does not establish any requirements that are directly applicable to businesses with operations located wholly outside the EU, or even businesses that sell chemical substances or chemical-containing products to customers within the EU. Rather, REACH is applicable solely to any “legal person established within the European Community” who is engaged in the manufacture, import and/or use of chemical substances. REACH Regulation (EC) No. 1907/2006, Articles 6(1) and 3(9), (11) (Dec. 18, 2006) (defining “manufacturer” and “importer”). Indeed, in technical guidance the European Chemicals Agency (ECHA) specifically states:
The “non-Community manufacturer” or supplier who is exporting a substance or preparation has no responsibilities under REACH. 

ECHA, Guidance on Registration at 21 (Feb. 2008).
Virtually all NACD members, and the majority of their customers, are primarily based in North America, or at least have a North American business presence. As North American distributors, NACD members typically are neither the manufacturers nor the importers of these chemicals within the EU. Since these North American distributors are not legally established within the European Community they cannot legally directly participate in REACH.
The REACH regulation does allow for non-EU manufacturers and formulators to voluntarily assume the legal obligations that would otherwise fall upon the importers of the regulated chemical substances and products within the EU market. These non-EU manufacturers and formulators are authorized to appoint a so-called “only representative (OR),” who would be responsible for pre-registration and all other registration requirements under REACH for imports of a particular substance or product. When a non-EU manufacturer appoints an OR, this non-EU company must inform the importers of the substance, and these importers would then be subject only to certain limited REACH requirements for “downstream users” of the affected chemical substances or products.  

Regarding non-EU distributors, the ECHA has interpreted the OR provisions such that these distributors typically will not be allowed to appoint an OR on behalf of products or chemical substances sold into the EU market, stating as follows: 

According to Article 8(1) a “non-Community manufacturer” being a natural or legal person that is manufacturing a substance, formulating a preparation or producing an article that is imported into the Community, can appoint an only representative to fulfill the registration obligations of the importers. Distributors are not mentioned in Article 8(1) and can therefore not appoint an only representative. An only representative must be able to document who he is representing and is advised to attach a document from the “non-Community manufacturer” assigning him as only representative in IUCLID under section “1.7 Suppliers.” ECHA, Guidance on Registration at 21 (April 2008) (emphasis added).  
Non-EU distributors who are also manufacturers or formulators are able to appoint an OR to pre-register the substances they manufacture or use in their formulations.
In addition, based on interactions with staff and advisors to the ECHA and the EC, non-EU distributors could potentially have an alternative option that would enable them to retain an OR, but this option would be available only under certain narrowly-defined circumstances. In particular, a non-EU distributor would need to enter into a formal, written agreement with the non-EU manufacturer or formulator of a particular chemical substance that would expressly grant the distributor the right to assume the responsibility for REACH compliance for particular quantities and end-uses of the specified substance. In addition, evidence of this formal agreement – such as a written authorization letter signed on behalf of the non-EU manufacturer – may need to be submitted to the ECHA in order to adequately demonstrate that the distributor is fully-authorized to act on the non-EU manufacturer’s behalf. By essentially assuming the duties and rights of the non-EU manufacturer or formulator, the distributor would be eligible for appointing an OR. Any such contractual arrangements should be made only after a careful consideration of the full scope of the manufacturer/formulator obligations that would be assumed by the distributor under such circumstances. 
Any decision to appoint an OR should be made only after a full consideration of the potential financial and regulatory issues associated with such action, and only after consulting with appropriate legal and technical advisers familiar with REACH compliance. 

Finally, non-EU firms should recognize that ORs will be required to address a number of key regulatory responsibilities. ORs are required to fulfill all of the REACH obligations that would otherwise fall on the importer of a chemical substance produced by a non-EU firm, including the following:

· Preparing and submitting the information required for pre-registration;

· Preparing and submitting the dossier and Chemical Safety Report required for registration;

· Maintaining up-to-date information on the list of EU importers covered by the registration for a particular substance, and the quantities imported into the EU of that substance;

· Maintaining up-to-date documentation about which substances and which imports are covered by the registration of each substance for which the OR submits a registration dossier;

· For each substance, providing written confirmation to importers that identifies the imported quantities and intended uses for which registration is being made by the OR. This documentation generally should provide the importer with the contact person to whom the importer should provide information about known uses of the imported substance, and also provide clear documentation that the chemical substance and quantity imported is indeed covered by the registration of the OR.  

Formulations and substances exported by non-EU firms into the EU often involve complex supply chains, and therefore ORs may face substantial hurdles when attempting to maintain the required documentation to support the registration of substances produced by non-EU manufacturers and formulators. NACD members should bear these practical difficulties in mind when considering the possible retention of an OR.  
Supply Chain Communications Related to REACH
Some chemicals purchased from NACD members are blended into products that are ultimately shipped to the EU. In addition, some NACD members may sell chemical substances or preparations directly to customers within EU market. Consequently, many of these chemicals, upon import or use within the EU, could be subject to the REACH regulation, but the obligations for REACH compliance will fall entirely upon the importers of these substances, preparations and products within the EU market. In some instances, these importers may be customers of NACD members, but more often will be the downstream customers of the North American businesses that purchase services and products from NACD members. 
Given this typical scenario, the primary role for U.S.-based chemical distributors under REACH is to communicate information up and down the supply chain. The information to be shared may vary depending on the particular circumstances of the parties involved and the stage of the REACH implementation process. During 2008, with the pre-registration period running from June 1 through November 30, 2008, NACD members should be prepared to respond to customers’ inquiries by communicating with other members of the supply chain about whether a product and/or the specific chemical substances within the product will be pre-registered with the ECHA and if so, who has assumed this responsibility in Europe. 
It is important to note that because pre-registration is tonnage specific, substance specific and manufacturer specific, a manufacturer’s pre-registration will not automatically cover substances their customers use in downstream products exported to the EU. In order for these substances to be covered by the manufacturer, the customer must have a specific agreement with the manufacturer that its “only representative” (OR) will act on behalf of the customer and that the customer’s tonnage will be included in the manufacturer’s pre-registration. It is unlikely that manufacturers will agree to such arrangements because they would need to know the exact volumes of the substances and the end-uses of the products, which will create potentially excessive transactional costs. Because of these complexities, the EU Commission has specifically recommended that non-EU businesses appoint an OR rather than relying on other parties up non-EU supply chains for REACH compliance. 

During the current pre-registration process, North American distributors may also be asked by their suppliers and/or customers for chemical identity information and related basic physical/chemistry data about the substances contained within products formulated or sold for use/sale in the EU. NACD members should be prepared to respond to these inquiries on a product-specific and case-by-case basis, in a manner that satisfies their contractual obligations but also takes into account the need to protect proprietary information and legal restrictions against anti-competitive behavior. Distributors typically will retain the right to decline invitations to share additional information so long as they satisfy any relevant hazard communication requirements established under applicable North American chemical programs, such as those associated with Material Safety Data Sheets.  

Subsequent to the conclusion of the pre-registration process in late 2008 and throughout the following eleven-year registration period, North American chemical distributors may again receive new or supplemental inquiries from suppliers seeking additional data about the current and possible future end-uses of certain products and chemical substances. These distributors may also be asked by their customers for further information about the availability of technical and scientific studies regarding their chemical products, such as toxicity data, and for information about the potential precautions and risk management measures that may have already been defined for particular substances. This type of information will be sought by parties within the EU that have direct responsibility for REACH compliance. The duty to share any such information will vary depending on a particular company’s contractual obligations and limitations on sharing confidential information. Thus, each request should be evaluated independently, and appropriate confidentiality agreements should be executed as necessary to protect proprietary information.
This Statement has been prepared by NACD based on the best knowledge available as of June 2, 2008. Subsequent regulatory interpretations and judicial determinations may vary the conclusions set forth this Statement. This Statement is not intended to be, nor should it be, used in lieu of appropriate legal and other expert advice specific to the operations of each individual NACD member. 
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