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Mr Baskut Tuncak

Special Rapporteur on Human Rights and Hazardous Substances and Wastes
UNOG-OHCHR
Palais des Nations

CH-1211 Geneva 10

13 March 2015

Cefic submission on the right of access to information on hazardous substances and wastes

Dear Special Rapporteur,

We thank you for your letter dated 4 February 2015 asking for our input in the preparation of your thematic report to the Human Rights Council on the right of access to information on hazardous substances and wastes.

Cefic, the European Chemical Industry Council, is the Brussels-based organisation representing chemical manufacturers operating in the EU. Created in 1972, Cefic represents 29,000 companies, 96% of which are small and medium-sized enterprises.
Please find enclosed Cefic’s contribution on the above issue. Since Cefic represents the EU-based chemical sector, our submission refers to the general situation in the EU. 
We also herewith provide you with a copy of the Cefic slides presented on the same issue at the meeting of the UNECE Task Force on Access to Information that took place on 3-5 December 2014.
Should you have any questions, please do not hesitate to contact us. 

Yours sincerely, 

Vincent Navez, Director Legal Affairs
Encl.: 
- Cefic contribution to the Special Rapporteur

- Cefic presentation at the Dec. 2014 meeting of the UNECE Task Force on Access to Information
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Cefic Contribution to the Special Rapporteur

Right of Access to Information on Hazardous Substances & Wastes in the EU
Introduction
The principle that the public should have access to information produced by government authorities has long been recognized in EU law (See Art. 15 TFEU and Art. 42 Charter of Fundamental Rights of the EU). This right is not absolute and has to be balanced with the right to confidentiality, professional secrecy and protection of property rights (Art. 339 TFEU and Art. 7, 15, 16, 17 and 41(2)(b) Charter of Fundamental Rights of the EU).
The principles, conditions and limits governing the right of access to documents held by EU authorities have been laid down in the EU Access to Documents Regulation (No 1049/2001) and – with regard to environmental information – the EU Aarhus Regulation (No 1367/2006). 
In several pieces of EU legislation, such as the REACH Regulation (No 1907/2006), the Biocidal Product Regulation (No 528/2012) and the Plant Protection Products Regulation (No 1107/2009), the EU legislature has applied these principles to specific contexts, providing for specific dissemination, public access and confidentiality regimes (see Section II below). 
The EU chemicals industry supports balanced transparency and calls for a fair and predictable approach towards public access to regulatory data (i.e. data submitted by companies to government authorities), implementing EU Access to Documents Regulation (No 1049/2001) and the EU Aarhus Regulation (No 1367/2006) in a manner that stimulates innovation and industry’s competitiveness.
In Cefic’s view, any initiative or practice to increase transparency of regulatory data held by EU authorities should observe the following principles:
· Predictability. Chemical companies need to know in advance whether, how and when the data it submits to EU authorities will be disclosed to third parties.  
· Fairness. A fair balance must be achieved between the right of the public to have access to information produced by government authorities and the right to confidentiality, professional secrecy and protection of property rights. 
· Proportionality. The scope and manner in which data is disclosed (access upon request vs access via the Internet) should be proportional to the interests at stake.
· Coherence. Implementation of the Access to Documents and Aarhus Regulations should be coherent with sector-specific EU legislation and with the TRIPS Agreement.

I. Data submission requirements under EU chemicals legislation
Chemical companies are required to submit very detailed data packages to EU authorities under various regulatory procedures, often requiring significant investments on the part of the companies. You will find below an indicative listing of such requirements:

· Registration of Chemicals: the REACH Regulation (No 1907/2006) requires that all chemical substances manufactured or imported in the EU above 1 ton per year – whether on their own, in preparations or in articles - have to be registered with the EU Chemicals Agency (ECHA) by 2018. REACH registration provisions require manufacturers and importers to generate data on the substances they manufacture or import, to use these data to assess the risks related to these substances and to develop and recommend appropriate risk management measures. All this information has to be submitted by the relevant companies to the ECHA, who subsequently checks the dossiers and evaluates the substances. 
· Notification of Hazardous Chemicals: under the Classification, Labelling and Packaging Regulation (No 1272/2008), companies have to notify to the ECHA the classification and labelling of any hazardous substance placed on the market. The information is subsequently included in the C&L inventory, accessible online (see link). 
· Authorization of Biocides & Pesticides: the Biocidal Product Regulation (No 528/2012) establishes detailed data requirements for the approval of biocidal active substances and the making available on the market and use of biocidal products in the EU. If the active substance is hazardous according to the Classification, Labelling and Packaging Regulation (No 1272/2008), additional data has to be provided by the company to the competent authority (Cf. the risk from exposure is negligible; the substance is essential to prevent or control a serious danger to human health, animal health or the environment; insufficient availability of suitable alternatives). Similarly, the Plant Protection Products Regulation (No 1107/2009) establishes specific data requirements for the approval of active substances used in pesticides and the making available on the market of plant protection products in the EU.
· Authorization of Substances of Very High Concern: Substances of Very High Concern (SVHCs) may be subject to authorisation under the REACH Regulation (No 1907/2006). Once they are on the REACH Authorization List, these substances cannot be placed on the market or used after a given date, unless an authorisation is granted for their specific use, or the use is exempted from authorisation. To obtain an authorization, companies have to submit an application to the ECHA demonstrating that the risk from the use of the substance is adequately controlled or that the socio-economic benefits of using the substance outweigh the risks and there are no suitable alternative substances or technologies.
II. The right of access to information under EU chemicals legislation
EU Chemicals Legislation strikes a delicate balance between the general public’s right to information and companies’ rights to have their confidential business information protected. 
The REACH Regulation (No 1907/2006) and the Biocidal Product Regulation (No 528/2012) create two channels for the ECHA to provide access and to decide on the (non) disclosure of business information held in its databases (registration dossiers, etc.): 
(1) ECHA will “disseminate”, i.e. make publicly available over the Internet, free of charge, all the information identified in Art. 119(1)-(2) REACH, subject however to a system of confidentiality claims (Article 10(a)(xi)) REACH; and in Art. 67(1)-(4) Biocidal Product Regulation, subject to a similar system of confidentiality claims. 
(2) ECHA will make the other information available on request in accordance with Art. 118 REACH and Art. 66 Biocidal Product Regulation respectively, which contain exceptions for the protection of confidential business information.

Information accessible over the Internet on chemical substances registered under REACH includes for instance:

· the classification and labelling of the substance
· results of each toxicological and eco-toxicological study

· established derived no-effect level or predicted no-effect concentration 

· the guidance on safe use

· if available, analytical methods which make it possible to detect a dangerous substance when discharged into the environment as well as to determine the direct exposure of humans.
Except where ECHA has accepted duly motivated confidentiality claims, study summaries or robust study summaries, substances trade names, the IUPAC name and the total tonnage band in which the substance has been registered are also made available online. 

More information is made publicly available under the Biocidal Product Regulation (No 528/2012), the Plant Protection Products Regulation (No 1107/2009) and the Classification, Labelling and Packaging Regulation (No 1272/2008) (Cf. previously mentioned C&L inventory, accessible online). 
Conversely, the following information is normally not made available by the ECHA, as disclosure of the latter is deemed to undermine the protection of the commercial interests: 
· details of the full composition of a preparation
· the precise use, function or application of a substance or preparation
· the precise tonnage of the substance or preparation manufactured or placed on the market
· links between a manufacturer or importer and his distributors or downstream users.
III. Cases OF CONFLICT with the right to confidentiality

The Aarhus ‘emissions rule’ in Art. 6(1) of the Aarhus Regulation (No 1367/2006) is increasingly relied on before EU Courts to get access to chemical companies’ confidential business information. Here two examples of pending court cases in which Cefic is actively engaged:

- Greenpeace NL, PAN Europe v. EU Commission (C-673/13 P): NGOs challenged the EU Commission decision to refuse access to confidential business information submitted by applicants in the authorization process of glyphosate as active substance in plant protection products. The NGOs maintain that the degree of purity of the active substance, the “identity” and quantities of impurities, the analytical profile of batches and the exact product composition are information on emissions and should thus be made public. Cefic applied for intervention in support of the Commission at the appeal stage.

- ClientEarth, Int. ChemSec v. ECHA (T-245/11): NGOs requested access to specific tonnage data and the names and contact details of the manufacturers and importers of 356 chemicals registered under REACH. They challenged ECHA’s negative decision based on non-compliance with the Aarhus rules. Cefic intervened in support of ECHA before the EU General Court. 

An excessively broad interpretation of the concept of ‘emission’ would severely undermine the protection of confidential business information and intellectual property and be in violation of superior rules of law (Cf. EU officials’ obligation to professional secrecy; the right to conduct a business and the right to property affirmed by EU Charter of Fundamental Rights; The right to property provided for in Art 8 of the European Convention for the Protection of Human Rights; and the TRIPS Agreement). 
An effective protection of confidential business information as required by primary EU and international law can only be achieved if the concept of information on emissions is given a restrictive and proportionate interpretation.
IV. chemical industry’s commitment to develop safer products and PROCESSES
Responsible Care® is the global chemical industry’s unique initiative to improve health, environmental performance, enhance security, and to communicate with stakeholders about products and processes.
Responsible Care commits companies, national chemical industry associations and their partners to:

· Continuously improve the environmental, health, safety and security knowledge and performance of our technologies, processes and products over their life cycles so as to avoid harm to people and the environment.

· Use resources efficiently and minimise waste.

· Report openly on performance, achievements and shortcomings.

· Listen, engage and work with people to understand and address their concerns and expectations.

· Cooperate with governments and organisations in the development and implementation of effective regulations and standards, and to meet or go beyond them.

· Provide help and advice to foster the responsible management of chemicals by all those who manage and use them along the product chain
Launched in Canada in 1985 to address public concerns about the manufacture, distribution and use of chemicals, Responsible Care has since spread to nearly 60 economies all around the world. Launched in 2006, the Responsible Care Global Charter expands and extends the process of continuous improvement beyond chemicals manufacturing to other activities, especially those associated with the safe use and handling of products along the value chain.

In 2010, Cefic and its member federations adopted the European Responsible Care Security Code. Cefic’s role is to advance Responsible Care in Europe promoting and ensuring consistency of implementation by national member federations.  Each Cefic member federation is responsible for developing and running its own national Responsible Care programme with its member companies, and for overseeing implementation by those companies. Cefic also focuses on engaging with stakeholders, increasing the involvement of SMEs and extending Responsible Care throughout the value chain.


At global level, Responsible Care is addressed by the International Council of Chemical Associations (ICCA), of which Cefic is a member.
Global Product Strategy was launched in 2006 by the International Council of Chemical Associations (ICCA), in order to advance the product stewardship performance of individual companies and the global chemical industry as a whole. Together with the Responsible Care Global Charter, GPS is the chemical industry’s contribution to the Strategic Approach to International Chemicals Management (SAICM). 

The Global Product Strategy is based on 5 essential pillars:

-Develop a base-set of hazard and exposure information to conduct safety assessments for chemicals in commerce. 

-Undertake global GPS capacity building initiative to implement best risk assessment practices and management procedures, especially with small- and medium-size enterprises (SMEs) and in emerging and developing countries. 

-Provide transparent access to science-based product safety information for the public and throughout the value chain. 

-Promote a stakeholder dialogue on science- and risk-based chemicals management. Build the Long-Range Research Initiative (LRI), a global research program to identify and fill gaps in understanding of the hazards posed by some chemicals and to improve the methods available for risk assessment.
Within the context of transparency, the chemical companies already made publically available relevant information on chemicals safe use, via the publication of more than 4500 Chemical Safety Summaries on the ICCA GPS Portal. The Safety Summary compiles the relevant risk characterization and risk management information in an easily understandable format, but it is not meant to replace legally required technical documentation, such as Material Safety Data Sheet (MSDS).
The real strength of GPS lies in the broad commitment behind it: GPS is promoted and implemented by more than 150 top chemical companies and more than 40 associations globally, and the number of supporters is continuously growing.
[image: image2.png][image: image3.png]
PAGE  
[image: image4.png]




_1487749942.ppt










The restriction of access to env. information 

related to protection of Confidential Business Information (CBI)

Experience, Challenges & Best Practice

*

Liesbeth Timmermans

Environmental Law Manager

European Chemical Industry Council



UNECE Task Force on Access to Information

Geneva, 3-5 December 2014
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1. Access to commercially sensitive information



















	1. Importance of protecting the confidentiality of commercial and industrial information
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Importance of CBI Protection

No data, no market 
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Importance of CBI Protection

Failure to protect  CBI generates unfair competition by providing competitors with immediate access to certain technological advances or know-how they may not have had the capacity to develop









Confidentiality rules have been established under EU chemicals legislation to facilitate the submission of data by companies to public authorities  and ensure trust from duty holders



		-manufacturing process 		-production/sale volumes 

		-specific formulae		-identity of suppliers/customers

		-technology		-R&D knowledge
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High rate of disclosure: 6,525 access requests to EU institutions in 2013 - 84% full or partial disclosure





Protection of commercial and industrial interests invoked as an exemption for initial requests in 16% of refusal cases compared to most common reliance on protection of decision making process (27%) and purpose of inspections (23%)





Applicants: law firms (14%) are almost as active as civil society altogether, including NGOs, citizens and industry associations (16%)









*

Facts & Figures:

Access requests to EU institutions

Source: EU Commission report of 8.10.2014 on the application in 2013 of  Reg. 1049/2001





*



















*

Facts & Figures: 

Access requests to EU Chemicals Agency

It can reasonably be assumed that at least 40% of applications submitted to the EU Chemicals Agency were motivated by private interests 



Source: ECHA Factsheet -2013 Key Figures [ECHA-14-FS-02-EN]
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1. Access to commercially sensitive information



















	2. Application of the exception to disclosure: Aarhus Convention requirements and best practice







Aarhus Convention

*

Aarhus Convention allows Parties to refuse access to env. information if:



		Disclosure would adversely affect the confidentiality of commercial and industrial information

		the information must not be in the public domain



		Confidentiality is protected by law

		exception to disclosure must be transposed in EU/national law



		Confidentiality protects a “legitimate economic interest”

		risk of damage must be reasonably foreseeable





Exception :  “information on emissions which is relevant for the protection of the environment” – shall be disclosed

















Best Practice

*

Predictability.







		Companies  should know in advance if the data they are required to submit will be treated as confidential or not and under which conditions (e.g. if a confidentiality claim must be submitted)





Ideally, the EU/national legislation should provide clarity on the categories of information that will be considered CBI









		When access is requested to data provided by a company, it is best practice to systematically consult the company with a view to assess if the restriction related to CBI protection is applicable – as companies know the competitive and economic conditions in which they operate





















Best Practice

*









Balancing of interests.



		Where access to CBI is requested, a careful weighing of interests must be carried out to determine whether there is an overriding public interest in disclosure (no mechanical approach to disclosure)





Right to an effective remedy.







		If the public authority intends to grant access to the data against the opinion of the company,  the company should have sufficient time to seek judicial suspension and annulment of the administrative decision before disclosure
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1. Access to commercially sensitive information



















	3. Legal uncertainty and significant threat for future CBI Protection: the ‘Emissions Rule’
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The ‘Emissions Rule’





The Aarhus Convention requires that “information on emissions which is relevant for the protection of the environment” be disclosed, even if the request relates to CBI (presumed overriding public interest)



		what is an ‘emission’? concept not defined in the Convention

		what information on emissions would not be relevant for environmental protection?

		as an exception to an exception, the ‘emissions rule’ must be interpreted restrictively  







Aarhus Convention Implementation Guide refers to the definition of ‘emission’ in the EU Industrial Emissions Directive  (“direct or indirect release of substances, vibrations, heat or noise from individual or diffuse sources in the installation into air, water or land”) 

		limited to actual release into the environment

		from industrial installations
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The ‘Emissions Rule’





T-245/11 ClientEarth v ECHA (EU Chemicals Agency)



		ECHA refused access to tonnage data as disclosure of the latter would have undermined the commercial interest of the registrants involved (Cf. revealing market shares towards competitors) 



		tonnage in which a chemical substance is manufactured or placed on market is treated as confidential under REACH (Art. 118(2)(c))



		ECHA decision was challenged before the EU General Court by the applicants based on a broad reading of the Aarhus ‘emissions rule’



		EU General Court ruling pending 
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The ‘Emissions Rule’





T-545/11 Greenpeace Nederland, PAN Europe v Commission 

(now under appeal)



		Applicants challenged the decision of the EU Commission to refuse access to specific data contained in the dossier for the authorization of glyphosate as active substance in plant protection products, such as information on product composition



		General Court annulled EU Commission decision  for not disclosing specific parts of the dossier considered to qualify as information on emissions – relying on a definition of ‘emission’ inconsistent with broader EU legal framework





		EU Commission appealed before CJEU (C-673/13 P) – final ruling pending
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The ‘Emissions Rule’





A broad interpretation of the concept of ‘emission’ would  undermine the protection of CBI provided in Art. 4.4(d) of the Aarhus Convention – and contradict higher ranking norms



		Art. 339 Treaty on the Functioning of the EU (duty of professional secrecy)



		Art. 16 (freedom to conduct a business) and Art. 17 (right to property, incl. intellectual property) of Charter of Fundamental Rights of the EU



		Article 8 of European Convention  for the Protection of Human Rights and Fundamental Freedoms (right to property) 



		Art. 39 of WTO TRIPS (protection against unfair competition) 













 	Compliance with superior rules of law requires narrow definition  
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Conclusions













Parties are allowed to counterbalance the right of the public to access to information with the right to confidentiality and protection of professional and business secrecy



Confidentiality should be granted to prevent CBI disclosure and unfair competition – taking into account that access requests are often motivated by private interests 



A clear process should exist to respond to access requests targeting commercial and industrial information – with appropriate procedural safeguards for the data submitter (right to be consulted, right to be heard, right to review procedures before a Court)



The ‘emissions rule’ should be interpreted restrictively – as a derogation to the derogation – to keep the effet utile of Art. 4(4)(d) of the Aarhus Convention
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Thank you for your attention



Contact: lti@cefic.be





*
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Regulatory data submitted by companies under EU chemicals legislation
« isindispensable to achieve objectives of the legislation
+ represent substantial investment from companies
- contains confidential business information (CBI)

Definition of Confidential Business Information (CBI)*:
« information is secret,

« has a commercial value because it is secret, and

- has been subject to reasonable steps by the person lawfully in
control of it to keep it secret

*according to Art. 39(2) TRIPS Agreement




Profile of the applicants in 2013
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