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IMPORTANT EU ENVIRONMENTAL ISSUES FOR THE OFFSHORE OIL AND GAS INDUSTRY

Carbon Dioxide (CO2) Capture and Storage (CCS)
[Directive 2009/31/EC]

Legislative Background: The CCS Directive establishes a legal framework for stimulating / regulating the environmentally safe and permanent storage of CO2. 
	Commission Legislation

	CCS Directive 2009/31/EC
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2009:140:0114:0135:EN:PDF

	Decision 2011/92/EU (Questionnaire)
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:037:0019:0024:EN:PDF


	OSPAR Legislation

	Changes to OSPAR Convention to legalise CCS
	http://www.ospar.org/v_meetings/browse.asp?menu=00550520000000_000000_000000


	UK Implementing Legislation

	The Storage of Carbon Dioxide (Licensing) Regulations 2010
	http://www.legislation.gov.uk/uksi/2010/2221/contents/made

	The Storage of Carbon Dioxide (Termination of Licences) Regulations 2011
	http://www.legislation.gov.uk/uksi/2011/1483/contents/made

	The Storage of Carbon Dioxide (Access to Infrastructure) Regulations 2011
	http://www.legislation.gov.uk/uksi/2011/2305/contents/made

	The Storage of Carbon Dioxide (Amendment of the Energy Act 2008) Regulations 2011
	http://www.legislation.gov.uk/uksi/2011/2453/made 

	The Storage of Carbon Dioxide (Licensing) (Scotland) Amendment Regulations 2011
	http://www.legislation.gov.uk/ssi/2011/457/contents/made

	The Storage of Carbon Dioxide (Inspections) Regulations 2012
	http://www.legislation.gov.uk/uksi/2012/461/contents/made

	The Gas and Petroleum (Consents) Charges Regulations 2013
	http://www.legislation.gov.uk/uksi/2013/1138/contents/made


EDU has created a page on the ‘Gov UK’ website to cover developments on Carbon Storage Licensing (plus those pertaining to Gas Storage). The page is at: https://www.gov.uk/oil-and-gas-licensing-for-carbon-storage--3.    
Recent Key Developments / Issues:
August 2013
· National Grid announced that it had successfully completed test drilling of a carbon dioxide storage site in the North Sea - a significant milestone in delivering a storage solution for CCS. Early indications are that the undersea site 65 kilometres off the Yorkshire coast is viable for CO2 storage and will be able to hold around 200 million tonnes permanently. See further details at: http://www.nationalgrid.com/corporate/Media+Centre/Press+Releases/Global+Press+Releases/National+Grid+delivers+on+major+milestone+for+Carbon+Capture+and+Storage+06.08.13.htm.

· According to utility and oil / gas companies, EU funding and fast-track planning procedures for electricity interconnectors and gas and oil pipelines between MS should be made available to projects aimed at transporting captured CO2. Companies in the abovementioned sectors have urged the Commission to ensure that the ‘projects of common interest’ (PCI) scheme supports the transport of CO2. The industry sectors are backing a report from the Zero Emissions Platform (ZEP) warning that the deployment of CCS technology on a large scale will be impossible in Europe until a transport infrastructure is in place - see ZEP report at: http://www.zeroemissionsplatform.eu/extranet-library/publication/221-co2transportinfra.html.

· The EP’s Committee on Industry, Research and Energy issued a draft Opinion on the development and application of CCS technologies in Europe - see further details at: http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-%2f%2fEP%2f%2fNONSGML%2bCOMPARL%2bPE-516.706%2b01%2bDOC%2bPDF%2bV0%2f%2fEN. 

September 2013
The International Energy Agency (IEA) published a report on methods to assess geological CO2 storage capacity - the IEA report can be accessed from: http://www.iea.org/publications/freepublications/publication/name,43273,en.html. 

October 2013
DECC published a report presenting an update on key policy developments since publication of the UK Carbon Capture and Storage (CCS) Roadmap in April 2012 and the Government response to recommendations made by the CCS Cost Reduction Task Force in May 2013 - see report at: https://www.gov.uk/government/publications/ccs-in-the-uk-government-response-to-the-ccs-cost-reduction-task-force--3
December 2013

· The Commission has been urged to integrate CCS into its 2030 climate and energy proposals (expected in January 2014) by respondents to a recent consultation on the technology - details on the responses and a Commission summary can be accessed at: http://ec.europa.eu/energy/coal/ccs_en.htm. However, there were mixed views on whether MS should be asked to prepare decarbonisation roadmaps or CCS deployment strategies, and to which countries these requirement should apply (e.g. those with emissions-intensive power sectors or all countries). According to some of the MS that responded, the EU should focus on getting demonstration projects up and running rather than considering new, longer term support schemes to compensate for the lack of a carbon pricing incentive for CCS. The Commission had suggested possible new mechanisms to promote the technology given that there is currently no business case for it - these were: (a) tradable CCS certificates; (b) an emissions performance standard (EPS) for power plants; or (c) the use of CO2 allowance sales revenues for finance (as with the NER300). Three-quarters of respondents from NGOs and the CCS industry, and two-thirds of other industry representatives felt additional support was justified. But just 8% of all respondents backed a CCS certificate scheme and 5% new EPS rules, while only 16% backed the recycling of auction revenues. Industry representatives were particularly worried about the extra costs of the proposals and expressed concern that a certificate scheme or EPS rules would distort the ETS. 

· The Global CCS Institute published a report on the experience of CCS projects in the EU with the transposition of the CCS Directive - see report at: http://cdn.globalccsinstitute.com/sites/default/files/publications/119721/experience-ccs-demonstration-projects-eu-transposition-ccs-directive-oct-2013.pdf.  
Next Steps:

(a) Commission to issue formal proposals for encouraging CCS developments in the EU. These will either form part of the ‘2030 climate and energy package’ expected in January 2014 or be separate proposals published later in 2014.

(b) Commission to review the CCS Directive by 30 June 2015.

DECC / EDU Focal Point:  Ricki Kiff and Evelyn Pizzolla (for `EU-ETS’ bit of CCS)         

[Link to details in Contacts Matrix]
[Back to Contents Page]
Chemicals Policy - REACH 
[Regulation (EC) No. 1907/2006]
Legislative Background: The EU REACH Regulation requires Registration over 11 years of some 30,000 chemical substances. Management of the Regulation’s requirements at EU level will be handled by the European Chemicals Agency (ECHA). Day-to-day operation of REACH in each MS is overseen by their Competent Authorities (CAs). In the UK, the CA is provided by HSE which is working with Defra / other Government Depts / Agencies on enforcement aspects. EDU has an offshore enforcement role. HSE is contactable at: UKREACHCA@hse.gsi.gov.uk. 

	Commission Legislation

	REACH Regulation
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2009:036:0084:0084:EN:PDF


Commission Supplemental Legislation

Since the entry into force of the EU REACH Regulation, a number of supplementary Commission legislation has been issued - details on these (including proposed revisions and expected new measures) are provided in the enclosed document.
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OSPAR Recommendations for harmonising the Harmonised Mandatory Control System (HMCS) with REACH

The following OSPAR measures - which more closely align the OSPAR Harmonised Mandatory Control System (HMCS) for controlling offshore chemicals with the requirements of REACH - came into effect in January 2011 and 2012: 
(a) OSPAR Recommendation 2010/3 on a Harmonised Offshore Chemical Notification Format (HOCNF) 


[image: image3.emf]OSPAR  Recommendation 2010(3) - HOCNF.doc


(b) Recommendation 2010/4 on a Harmonised Pre-Screening Scheme for Offshore Chemicals 
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(c) Revised Guidelines (2012/05) for completing the HOCNF
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	UK Implementing Legislation

	The REACH Enforcement Regulations 2008
	http://www.legislation.gov.uk/uksi/2008/2852/contents/made 

	The Energy Act 2008 (Consequential Modifications) (Offshore Environmental Protection) Order 2010
	http://www.legislation.gov.uk/uksi/2010/1513/contents/made

	The Biocidal Products and Chemicals (Appointment of Authorities and Enforcement) Regulations 2013
	http://www.legislation.gov.uk/uksi/2013/1506/contents/made

	The Biocidal Products (Fees and Charges) Regulations 2013
	http://www.legislation.gov.uk/uksi/2013/1507/contents/made


Recent Legislation (details to be added to the above tables (as appropriate) in the January 2014 edition of the Register):
The ECHA has issued an announcement concerning the entry into force on 1 September 2013 of the new biocides approval regime introduced under the Biocides Regulation (EU) No. 528/2012 - see further details at: http://echa.europa.eu/view-article/-/journal_content/title/new-biocidal-products-regulation-enters-into-operation-on-1-september-2013.  

On 16 December 2013, the REACH Enforcement (Amendment) Regulations 2013 entered into force (see Regulations at: http://www.legislation.gov.uk/uksi/2013/2919/contents/made). The Regulations amend the REACH Enforcement Regulations 2008 so as to permit second-hand articles containing asbestos to be placed on the market under certain conditions, in exercise of the derogation available under the EU REACH Regulation, Annex XVII, entry 6 (as amended by Regulation (EC) No. 552/2009). 

Other key REACH-related issues:

A REACH Guidance document for the offshore sector can be accessed at: https://www.gov.uk/oil-and-gas-legislation-on-emissions-and-releases#reach-enforcement-regulations-2008. The notes of EDU REACH Working Group meetings (plus earlier stakeholder updates) are also available from: https://www.gov.uk/oil-and-gas-environmental-policy.    
The document below sets out the deadlines for REACH implementation.

[image: image6.emf]REACH -  Implementation Timetable.doc


Details of REACH guidance from the ECHA and other sources are outlined in the document below.
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Recent Key Developments / Issues:
September 2013

(i) The ECHA:

· Announced that it had granted Registration numbers to 9,030 dossiers for ‘phase-in’ substances which were Registered in accordance with the second deadline of 31 May 2013 - see further details at: http://echa.europa.eu/view-article/-/journal_content/title/registration-numbers-granted-to-9-030-reach-2013-registrations.  

· Published a report on the results of research into the estimation of abatement costs for six substances of concern. The report (available from: http://echa.europa.eu/documents/10162/13580/abatement+costs_report_2013_en.pdf) aims to provide lessons to MS and companies in support of their own work on assessing substitution costs.

(ii) According to an additional report by the ECHA, two thirds of companies inspected by MS as part of a joint enforcement project are not fully compliant with the ‘downstream user’ obligations under REACH and rules on the classification, labelling and packaging (CLP) of chemicals. The report (available at: http://echa.europa.eu/documents/10162/13577/forum_report_ref2_en.pdf) - which covers the period between May 2011 and March 2012 - shows a much higher non-compliance rate compared with a previous round of inspections. However, the ECHA indicated that the results were not directly comparable because the scope of the latest checks was considerably broader. For example, inspections had previously not included CLP obligations, and safety data sheet (SDS) verifications were more limited. The most frequent type of breach relates to deficient information in SDSs, involving 52% of companies surveyed, followed by requirements to archive information on manufactured, imported and used substances and mixtures (21% of cases).  The infringements resulted in oral or written advice being issued in most cases (76%). Fines or criminal complaints for serious breaches were rarely imposed. The report makes a number of recommendations to improve compliance, including increasing awareness of REACH and CLP obligations among smaller downstream users. 
(iii) The Nanotechnology Industries Association (NIA) issued a Statement explaining how the new rules under the Biocides Regulation (EU) No. 528/2012 will apply to nanomaterials - see the NIA Statement at: http://www.nanotechia.org/news/news-articles/nanomaterials-regulated-under-biocidal-product-regulation-now-force.
(iv) The Risk Assessment Committee (RAC) adopted six opinions for harmonised classification and labelling (CLH) - further details can be accessed from: http://echa.europa.eu/view-article/-/journal_content/title/rac-concludes-on-six-scientific-opinions. 
October 2013

During 2014, the Commission is expected to consult on the need for an EU-wide Register of nanomaterials (see item (c) under ‘Next Steps’) - the Commission’s web-pages on nanomaterials are at: http://ec.europa.eu/environment/chemicals/nanotech/. A consultancy will analyse the experiences of countries with their own national Registers. Submissions to the Commission’s consultation on data requirements for nanomaterials under REACH (details at: http://ec.europa.eu/environment/consultations/nanomaterials_2013_en.htm) indicate industry's preference for cutting some REACH requirements for nanomaterials. NGOs favoured a tightening of the requirements. However, the Nanotechnology Industries Association (NIA) fears that additional requirements would be costly for companies and it believes it could be questioned whether having more and more data will provide additional safety. Nevertheless, the NIA concedes that as its member companies mainly handle more conventional nanomaterials, they could cope with some extra disclosure requirements as long as extra tests are not needed. Chemical sector lobby CEFIC also supports reducing the REACH obligations on nanomaterials. In general, CEFIC is of the opinion that nano and bulk forms of the same substance should be Registered under REACH in the same dossier. CEFIC‘s letter to the Commission accompanying its consultation response is accessible from:. http://www.cefic.org/nanomaterials-documents. 

November 2013

· The ECHA extended the list of chemicals that MS will evaluate for health and environmental risks under REACH - see ECHA Press Release; the latest draft of the Community Rolling Action Plan (CoRAP) covering the period 2014-16; plus a substance evaluation page at: http://echa.europa.eu/view-article/-/journal_content/title/draft-update-of-substance-evaluation-planning-for-2014-2016; http://echa.europa.eu/documents/10162/13628/corap_2014-2016_en.pdf; and http://echa.europa.eu/regulations/reach/evaluation/substance-evaluation respectively. Twenty two MS will evaluate the substances and assess whether measures are needed to address any risks or consider whether more information is required before a full assessment can be completed. ECHA has indicated that the substances have been included for a range of reasons, including possibly being persistent, bioaccumulative and toxic (PBT) or endocrine disruptors. Some were proposed by ECHA, others by MS. The number of evaluations expected in a year has grown from 36 in 2012 to 56 for 2014. The ECHA is now seeking MS’ views on the CoRAP. It aims to publish the final version in March 2014. In a related development, the ECHA has announced that the first four substances evaluations have been completed - see details at: http://echa.europa.eu/view-article/-/journal_content/title/first-four-conclusion-documents-on-substance-evaluation-published-on-echa-website.  

· The ECHA also launched a consultation on proposals relating to active substances that meet the criteria for substitution under Article 10 of the Biocidal Products Regulation (EU) No. 528/2012. The consultation is accessible at: http://echa.europa.eu/addressing-chemicals-of-concern/biocidal-products-regulation/public-consultation-on-potential-candidates-for-substitution/-/substance/5001/ with a closing date for responses of 28 January 2014.

· Scientific experts deliberating over the correct approach to assessing the risks from endocrine disrupting chemicals (EDCs) found some common ground at a recent meeting chaired by the European Commission - see minutes of meeting at: http://ec.europa.eu/commission_2010-2014/president/chief-scientific-adviser/documents/minutes_endocrine_disruptors_meeting_241013_final.pdf. Key to the debate was whether a threshold can be established below which EDCs can be considered safe, and whether increasing doses can be expected to result in predictable increases in the severity of effect. The minutes of the meeting show experts disagreed on whether thresholds exist but did agree they could not be determined through experiments on animals. Similarly, the experts accepted that there are cases where responses to increasing doses are not linear, even though they disagreed on how often this is likely to be the case. The experts also agreed that there were more advanced OECD tests for endocrine disruption effects that could used under EU legislation such as REACH.

December 2013

(i) The ECHA published: 
· An implementation plan for the SVHC roadmap setting out more details of the screening process for identifying SVHCs, development of Risk Management Options and indicators for measuring progress against the roadmaps goals - the plan can be accessed from: http://echa.europa.eu/documents/10162/19126370/svhc_roadmap_implementation_plan_en.pdf. 
· Information concerning an IT-based screening exercise undertaken by the Agency on the required information elements for substance identity in all REACH Registrations - further details on the exercise can be accessed from: http://echa.europa.eu/view-article/-/journal_content/title/is-your-substance-identity-information-up_to_date. Registrants whose dossiers were picked up by the screening will receive a letter from ECHA in the first quarter of 2014 giving advice on how to address the identified shortcomings found in their dossier(s). The aim is to help industry to proactively improve the quality of their dossiers before ECHA initiates follow up actions such as compliance checks.
· Details on seven more substances which have been added to the candidate list of identified SVHC - see Press Release and update candidate list at: http://echa.europa.eu/view-article/-/journal_content/title/echa-updates-the-candidate-list-for-authorisation-with-seven-new-substances-of-very-high-concern-svhcs- and http://echa.europa.eu/web/guest/candidate-list-table respectively. 
(ii) The ECHA also launched: 
· A series of consultations presenting proposals for testing substances on vertebrate animals, so as to obtain information on the toxic effects of such substances as required under the REACH Regulation. Details on the consultations and associated closing dates for responses are available from: http://echa.europa.eu/information-on-chemicals/testing-proposals/current. 

· A consultation on MS proposals to include certain substances in the Classification, Labelling and Packaging (CLP) Regulation (EC) No. 1272/2008, Annex VI, Part 3 (list of harmonised classifications). Details on the consultation and associated closing dates for responses are at: http://echa.europa.eu/web/guest/harmonised-classification-and-labelling-consultation. The comments received in response to the consultation will inform the scientific opinion of the ECHA’s Committee for Risk Assessment (RAC), which will then be sent to the Commission. In the case of a final approval of the proposals, manufacturers, importers and suppliers of the substances will have to abide by the classification, labelling and packaging requirements set out in the EU CLP Regulation.

(iii) A collation of NGOs contacted the ECHA to raise concerns over the REACH Authorisation process - see details at: http://www.eeb.org/EEB/?LinkServID=D3B592E6-5056-B741-DB4B95B097C2D86F&showMeta=0.  

Next Steps:

(a) In the first-half of 2014, Commission proposals for revising the Biocides Regulation (EU) No. 528/2012 in order to correct errors and inconsistencies in the legislative text pertaining to new articles treated with biocides are expected to be adopted.

(b) During 2014, the Commission will carry out another review of REACH to determine whether or not it should be further amended to extend the requirements of Chemical Safety Assessments and Chemical Safety Reports for substances identified as being CMRs.

(c) The Commission is expected to consult on the need for an EU-wide Register of nanomaterials in the Spring of 2014, with a view to making a legislative decision by early 2015.

(d) By June 2015, the Commission is to make recommendations on any changes that might be needed to the REACH Regulation’s approach to endocrine disrupters. 

(e) By 2019, the Commission will undertake additional REACH-related reviews on:   (i) the requirements for Chemical Safety Assessments for other substances;           (ii) animal testing methods for PBT and vPvB substances; and (iii) the information requirements for suppliers.

DECC / EDU Focal Point:  David Foskett
[Link to details in Contacts Matrix]
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Emissions Trading System (EU-ETS)

[Revised Directive 2009/29/EC] 
Legislative Background: The EU-ETS Directive introduced an emissions trading scheme for industrial sectors across the EU. 
	Commission Legislation

	EU-ETS Directive 2003/87/EC
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2003:275:0032:0032:EN:PDF 

	Revised EU-ETS Directive 2009/29/EC
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2009:140:0063:0087:EN:PDF

	EU-ETS Registries Regulation (EU) No. 920/2010 (now repealed - see Regulation (EU) No. 389/2013 below)
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2010:270:0001:0052:EN:PDF

	EU-ETS Decision 2010/634/EU - Adjusting Union-wide quantity of allowances (updated by Decision 2013/448/EU - see details under the ‘Recent Legislation’ heading)
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2010:279:0034:0035:EN:PDF

	EU-ETS Auctioning Regulation (EU) No. 1031/2010 
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2010:302:0001:0041:EN:PDF

	EU-ETS Decision 2011/278/EU - Determining the transitional Union-wide rules for the free allocation of allowances
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:130:0001:0045:EN:PDF

	EU-ETS Amended Auctioning Regulation (EU) No. 1210/2011
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:308:0002:0014:EN:PDF

	EU-ETS Single Union-wide Registry Regulation (EU) No. 1193/2011 (now repealed - see Regulation (EU) No. 389/2013 below)
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:315:0001:0054:EN:PDF

	EU-ETS Phase III Accreditation and Verification Regulation (EU) No. 600/2012
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:181:0001:0029:EN:PDF

	EU-ETS Phase III Monitoring and Reporting Regulation (EU) No. 601/2012
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:181:0030:0104:EN:PDF

	EU-ETS Amended Auctioning Regulation (EU) No. 784/2012 


	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:234:0004:0006:EN:PDF

	EU-ETS Amended Auctioning Regulation (EU) No. 1042/2012 


	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:310:0019:0023:EN:PDF

	EU-ETS Union-wide Registry Regulation (EU) No. 389/2013 (Phase III)
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:122:0001:0059:EN:PDF


	UK Implementing Legislation

	The Greenhouse Gas Emissions Data and National Implementation Measures Regulations 2009
	http://www.legislation.gov.uk/uksi/2009/3130/contents/made

	The Energy Act 2008 (Consequential Modifications) (Offshore Environmental Protection) Order 2010
	http://www.legislation.gov.uk/uksi/2010/1513/contents/made

	The Value Added Tax (Emissions Allowances) Order 2010
	http://www.legislation.gov.uk/uksi/2010/2549/contents/made

	Environment Agency Direction on Person Holding Accounts
	http://www.decc.gov.uk/assets/decc/What%20we%20do/Global%20climate%20change%20and%20energy/Tackling%20Climate%20Change/Emissions%20Trading/eu_ets/euets_phase_2/910-env-act-1995-greenhouse-gas-direction.pdf

	The Greenhouse Gas Emissions Trading Scheme (Amendment) (Fees) and National Emissions Inventory Regulations 2011
	http://www.legislation.gov.uk/uksi/2011/727/contents/made

	The Greenhouse Gas Emissions Trading Scheme (Amendment) (Registries and Fees) Regulations 2011
	http://www.legislation.gov.uk/uksi/2011/2911/contents/made

	The Recognised Auction Platforms Regulations 2011
	http://www.legislation.gov.uk/uksi/2011/2699/made

	The Community Emissions Trading Scheme (Allocation of Allowances for Payment) Regulations 2012
	http://www.legislation.gov.uk/uksi/2012/2661/contents/made

	The Greenhouse Gas Emissions Trading Scheme (Amendment) (Charging Schemes) Regulations 2012
	http://www.legislation.gov.uk/uksi/2012/2788/contents/made

	The Greenhouse Gas Emissions Trading Scheme Regulations 2012
	http://www.legislation.gov.uk/uksi/2012/3038/contents/made

	Direction under regulation 52(4) of the Greenhouse Gas Emissions Trading Scheme Regulations 2012
	https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/68636/7438-a-direction-given-by-the-secretary-of-state-under-.pdf

	Direction under paragraphs 3(2), 3(11) and 6(8) of Schedule 5 to the Greenhouse Gas Emissions Trading Scheme Regulations 2012
	https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/68635/7439-a-direction-given-by-the-secretary-of-state-under-.pdf

	Environment Agency EU-ETS Charging Scheme for 2013 / 2014
	http://a0768b4a8a31e106d8b0-50dc802554eb38a24458b98ff72d550b.r19.cf3.rackcdn.com/LIT_7691_d99932.pdf 


Recent Legislation (details to be added to the above tables (as appropriate) in the January 2014 edition of the Register):
In September 2013, the Commission issued Decision 2013/447/EU (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:240:0023:0026:EN:PDF) which sets standard capacity utilisation factors necessary to enable MS authorities to determine the activity levels of new entrant EU-ETS installations in accordance with Article 18(1) and (3) of Decision 2011/278/EC. Such information will be used to calculate the amount of free allocation to be provided to new entrants from 2013 to 2020. The EU Decision entered into force on 8 September 2013.

In September 2013, the Commission published Decision 2013/448/EU (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:240:0027:0035:EN:PDF) which, among other issues, updates the absolute Union-wide quantity of allowances from 2013 to 2020 set out under Decision 2010/634/EU to take into account the availability of more accurate data. 

In November 2013, the Commission issued Regulation (EU) No. 1123/2013 which specifies the limits for EU-ETS Operators on the use of eligible credits from the Kyoto Protocol's project-based mechanisms (Clean Development Mechanism (CDM) and Joint Implementation (JI) mechanism) during Phase III of the EU ETS - the Regulation is accessible from: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:299:0032:0033:EN:PDF.  
In December 2013, the Commission issued Decision 1359/2013/EU (see Decision at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:343:0001:0001:EN:PDF) which amends the EU-ETS Directive 2003/87/EC to clarify that the Commission is able in exceptional circumstances to adapt the greenhouse gas emission allowance auction timetable, so as to ensure the orderly functioning of the market. The Commission may not make more than one such adaption for a maximum number of 900 million allowances. The EU Decision is addressed to MS.

The Greenhouse Gas Emissions Trading Scheme and National Emissions Inventory (Amendment) Regulations 2013 (see Regulations at: http://www.legislation.gov.uk/uksi/2013/3135/contents/made) enter into force on 31 January 2014. The Regulations amend certain legislative instruments, so as to clarify and harmonise EU-ETS enforcement regimes and update provisions relating to the registries of emissions allowances and of project credits issued under the Kyoto Protocol to reflect the EU-ETS Phase III Registries Regulation (EU) No. 389/2013. The Regulations also correct the drafting of a number of provisions to improve clarity and ensure consistency. 
Recent Key Developments / Issues:
September 2013

(i) The EP’s Environment Committee rejected a call for tighter emission caps under a structural reform of the EU-ETS - further details are available at: http://www.europarl.europa.eu/meetdocs/2009_2014/documents/envi/re/943/943830/943830en.pdf. MEPs will have another chance to discuss the issue once the Commission puts forward its structural reform proposal in early 2014. See related development directly below and ‘Next Steps’.  

(ii) A collation of energy intensive organisations raised concerns over the recent reform ambitions from the Commission for the EU-ETS and called for policy-makers to:
· ensure that carbon leakage provisions are meaningful and effective by keeping energy intensive industries on the leakage list (the Commission should also use a forward-looking carbon price in its calculations i.e. 30 euro/t CO2);

· initiate legislative action that will correct the damaging effect of the correction factor for carbon leakage sectors and guarantee that free allowances will fully cover the needs of the most efficient installations at risk of carbon leakage (also after 2020); and

· secure full compensation for CO2 cost pass-through in electricity prices for these sectors.

The collation of energy intensive organisation believes the above factors would contribute to an EU-ETS that is consistent with the goal of promoting a competitive European industry and avoids carbon leakage. See related statement at: http://www.endseurope.com/docs/131001b.pdf. Also note overview of ‘carbon-leakage’ study under the ‘October 2013’ heading. 
(iii) The Environment Agency launched a consultation seeking stakeholder views on charging proposals - to take effect from 1 April 2014 - under the EU-ETS (as well as other legislation). The consultation is accessible from: https://consult.environment-agency.gov.uk/portal/ho/finance/charges2014/charges2014 and the closing date for responses was 20 December 2013.
October 2013

According to a consultancy study for the Commission, there is no evidence that the EU-ETS has caused organisations to relocate outside of Europe - the study is at: http://ec.europa.eu/clima/policies/ets/cap/leakage/docs/cl_evidence_factsheets_en.pdf. The study by Ecorys indicates that direct ETS costs were very limited over 2005 to 2012. 

However, the study suggests that high carbon prices, if only prevalent in Europe, could make global competition a little bit harder for European industry over 2013 to 2020, in combination with a global shift in demand to emerging economies and higher energy prices. The study acknowledges concerns over indirect costs incurred through energy firms passing on the cost of allowances, and the opportunity cost of free allowances. The study did not examine whether investment relocation from Europe is happening, as claimed by industry. Nevertheless, the study states that in light of the fact that companies take investment decisions based on the perception of future costs, it is possible that an expectation of high future carbon prices could affect investment decisions. It also confirms that European industry is losing global market share - which is likely caused by growing demand in emerging markets.

In addition, the study notes that most industry has heavy upfront investments, so they will not quickly move production, as the lead-times involved for moving production facilities are easily over 10 years. The study also recommends that the extensive list of sectors eligible for extra free carbon allowances because they are deemed to be at risk of carbon leakage should be revised in 2014.

November 2013

· The Commission recently published details on the EU-ETS auction platform schedules for 2014 - see more information at: http://ec.europa.eu/clima/news/articles/news_2013111801_en.htm. 

· DECC issued a Statement presenting the value of the carbon price for 2014 (set under regulation 49 of the Greenhouse Gas Emissions Trading Scheme Regulations 2012) as determined by the DECC Secretary of State - see the Statement at: https://www.gov.uk/government/publications/determinations-of-the-eu-ets-carbon-price.  

December 2013

· The EP approved the proposal for the backloading of EU-ETS allowances - see details at: http://www.europarl.europa.eu/news/en/news-room/content/20131206IPR30077/html/Climate-change-Parliament-approves-measures-to-support-carbon-permit-prices. 

· MS finally picked the backloading timetable option - see further information at:
http://ec.europa.eu/clima/news/articles/news_2013121101_en.htm. 
· The Environment Agency published guidance to help both existing and new Operators in the EU-ETS as well as participants in the Small Emitter Scheme understand the schemes and what they have to do to comply with them - the guidance is at: http://www.environment-agency.gov.uk/business/topics/pollution/141021.aspx. 

Next Steps:
Commission to issue in January 2014 proposals for structurally reforming the EU-ETS.

DECC / EDU Focal Point: Evelyn Pizzolla
[Link to details in Contacts Matrix]
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Energy Efficiency 

[Directive 2012/27/EU]

Legislative Background: In November 2012, the Commission published the Energy Efficiency Directive (EED) 2012/27/EU (see details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:315:0001:0056:EN:PDF) which establishes a common framework of measures for the promotion of energy efficiency within the EU, in order to achieve the 20% headline target for 2020 and to pave the way for further energy efficiency improvements beyond that date. The Directive, which entered into force on 4 December 2012, lays down rules designed to remove barriers in the energy market and overcome market failures that impede efficiency in the supply and use of energy, and provides for the establishment of indicative national energy efficiency targets for 2020. MS must transpose the Directive’s provisions into national law by 5 June 2014.

In May 2013, the Commission issued Decision 2013/242/EU (see Decision at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:141:0048:0053:EN:PDF) which establishes a template for National Energy Efficiency Action Plans required to be prepared by MS and submitted by 30 April 2014 and every three years thereafter under the EED. In particular, National Energy Efficiency Action Plans must set out significant energy efficiency improvement measures and expected and / or achieved energy savings, including those in the supply, transmission and distribution of energy as well as energy end-use, so as to meet the energy efficiency targets referred to in the EED.

Recent Key Developments / Issues:
(i) DECC’s Energy Efficiency Deployment Office (EEDO) proposes to introduce an ‘Energy Savings Opportunity Scheme (ESOS)’ to implement the ‘energy audit’ obligations for large enterprises under Article 8 of the Energy Efficiency Directive (A8-EED) - see details at: https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/211977/20130708_-_ESOS_Consultation_Document_FINAL.pdf. The first audit must be undertaken by 5 December 2015, and subsequent audits should be carried out every four years thereafter. Following internal deliberations between EDU and the EEDO, it has been concluded that most of the offshore Joint Venture Partnerships (JVPs) (and in exceptional cases the single company licensees) that hold licences covering producing installations on the UKCS will be subjected to the A8-EED / ESOS obligations for energy efficiency audits. EDU will work with the EEDO on the most practical way forward for implementing and enforcing (via legislation) the A8-EED / ESOS requirements in respect to offshore sector facilities - see ‘Next Steps’. 

(ii) In November 2013, the Commission issued guidance on implementing the EED - including guidance on specific aspects such energy audits / energy management systems and energy efficiency obligations schemes. The full suite of guidance can be accessed from: http://ec.europa.eu/energy/efficiency/eed/guidance_notes_en.htm.   

(iii) DECC recently published: 
· An interim report which surveys the evidence base regarding industrial process energy use trends, economic energy efficiency potential and barriers to take-up - see report at: https://www.gov.uk/government/publications/feasibility-study-on-improving-the-evidence-base-for-industrial-energy-efficiency. 

· A report providing an update on the Government’s energy efficiency strategy for 2013 and outlining the key upcoming energy efficiency priorities for 2014 - the report is available from: https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/266187/2901415_EnergyEfficiencyStrategy_acc.pdf. 

Next Steps

EDU to continue to work with the EEDO and the offshore industry on the effective transposition of the A8-EED / ESOS obligations. Implementing legislation is expected during the first-half of 2014.    

DECC / EDU Focal Point:  David Foskett
[Link to details in Contacts Matrix]
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Environmental Impact Assessment (EIA) Directive 
[Directive 2011/92/EU]

Proposed Revisions 
Legislative Background: On 26 October 2012, the Commission published initial proposals to revise Directive 2011/92/EU on the assessment of the effects of certain public and private projects on the environment - details on the draft proposal can be accessed at: http://ec.europa.eu/environment/eia/pdf/COM-2012-628.pdf. The aim of the existing Directive is to protect the environment by ensuring that competent authorities (CAs) in giving consent for certain projects to proceed, make decisions in the knowledge of any likely significant effects on the environment. The Commission’s initial proposals intended to streamline the EIA process and reduce burdens on business and CAs through the introduction of a number of provisions such as: (a) revised screening and scoping requirements for projects; (b) co-ordinated approaches to EIA assessments / decision-making by national CAs; (c) the use of accredited experts in EIA procedures (by businesses and CAs); and (d) the setting of prescribed deadlines for the EIA process (and by implication development consent decisions).  

The stated key objectives of the proposals were to ensure that only projects with potentially significant impacts are subject to an EIA and to accelerate the process. 
Recent Key Developments / Issues:
In December 2013, the EP and MS representatives reached agreement on a compromise package for revising the EIA Directive - see EP and Lithuanian Presidency Press Releases at: http://www.europarl.europa.eu/news/en/news-room/content/20131220IPR31634/html/Environmental-impact-assessment-directive-agreement-reached-with-EU-ministers and http://www.eu2013.lt/en/news/pressreleases/amendment-of-directive-on-environmental-impact-assessment-will-lead-to-higher-quality-of-assessment-streamlining-of-procedures-and-mainstreaming-of-decision-making-process- respectively. Core aspects of the agreement on a revised EIA Directive are:
· cumulative impact of projects to be taken into account (this is meant to stop large projects being split up into a number of smaller schemes);

· MS will have a three-year transposition period; 

· greater public engagement to be achieved through a central online portal; 

· the introduction of strengthened rules on conflicts of interest; 

· an extension to the list of impacts that should be considered in EIAs (including climate change, biodiversity and hydromorphology);

· MS will not have to set the scope and detail of an EIA that is required for a project - unless a developer requests it;

· MS will need to use ‘sufficient expertise’ to examine EIAs (as opposed to deploying ‘accredited experts’); and

· project developers only need to use ‘competent experts’ to draw up EIAs rather than ‘accredited ones’.

The deal now has to be approved by the full EP and Council of Ministers (see item (a) Under ‘Next Steps’).

Next Steps:

(a) During the first-half of 2014, the compromise package for a revised EIA Directive is expected to be formally adopted at EU-level and then officially published.

(b) EDU to liaise with Oil & Gas UK / Operators on the effective implementation and enforcement of the revised EIA Directive (once adopted) in respect to the offshore oil and gas industry.

DECC / EDU Focal Point: David Foskett / Derek Saward
[Link to details in Contacts Matrix]
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Environmental Liability Directive (ELD)

[Directive 2004/35/EC]

Legislative Background: The ELD aims to prevent imminent threats of environmental damage and ensure complementary / compensatory remediation for significant environmental damage. 
	Commission Legislation

	ELD Directive 2004/35/EC
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2004:143:0056:0075:EN:PDF 


	UK Implementing Legislation

	The Environmental Damage (Prevention and Remediation) (Amendment) Regulations 2009
	http://www.legislation.gov.uk/uksi/2009/3275/contents/made

	The Environmental Damage (Prevention and Remediation) (Wales) Regulations 2009
	http://www.legislation.gov.uk/wsi/2009/995/contents/made

	The Environmental Liability (Scotland) Regulations 2009
	http://www.legislation.gov.uk/ssi/2009/266/contents/made

	The Environmental Liability (Prevention and Remediation) (Amendment) Regulations (Northern Ireland) 2009
	http://www.legislation.gov.uk/nisr/2009/361/contents/made

	The Environmental Damage (Prevention and Remediation) (Amendment) Regulations 2010
	http://www.legislation.gov.uk/uksi/2010/587/contents/made

	The Environmental Liability (Scotland) Amendment Regulations 2011
	http://www.legislation.gov.uk/ssi/2011/116/contents/made

	The Environmental Liability (Prevention and Remediation) (Amendment) Regulations (Northern Ireland) 2011
	http://www.legislation.gov.uk/nisr/2011/210/contents/made


Defra has published revised guidance on the Environmental Damage (Prevention and Remediation) Regulations - the guidance (for England and Wales) is at: https://www.gov.uk/government/publications/environmental-damage-prevention-and-remediation-regulations-2009-guidance-for-england-and-wales.   
Next Steps:

(a) EDU to continue assessing: (i) potential impacts of national ELD Regulations and proposals at EU-level for revising the Directive (see Safety of Offshore Oil and Gas Operations below) on all existing as well as future offshore related activities; and (ii) the outcomes of a future EU ‘general’ review of the ELD (see item (b) below).  
(b) Commission to undertake a general review of the ELD in 2014.

DECC / EDU Focal Point:  David Foskett 
[Link to details in Contacts Matrix]
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European Pollutant Release and Transfer Register (E-PRTR)

[Regulation (EC) No. 166/2006]

Legislative Background: The E-PRTR covers over 90 pollutants from industrial facilities. MS are to annually report emissions and off-site waste transfers. 
	Commission Legislation

	E-PRTR Regulation (EC) No. 166/2006
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2006:033:0001:0017:EN:PDF 


Under the UN-ECE PRTR Protocol, the UK developed the UK-PRTR for capturing data, which Defra launched in April 2009 - http://prtr.defra.gov.uk/. In November 2009, the E-PRTR went live - http://prtr.ec.europa.eu/Home.aspx.

Recent Key Developments / Issues:
In October 2013, EDU compiled datasets for the 2012 UK-PRTR / E-PRTR return covering air emissions, water discharges and waste transfers from offshore installations 50MWth+ which were sent to Operators for verification purposes.  The finalised return was forwarded to Ricardo-AEA Technology and Defra in November 2013.
Next Steps:
During the third-quarter of 2014, EDU will start preparing datasets on 2013 emissions, discharges and waste transfers from relevant offshore installations for the next UK-PRTR / E-PRTR reporting exercise.  

DECC / EDU Focal Point:  David Foskett

[Link to details in Contacts Matrix]
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Fluorinated Greenhouse Gases Regulation 

[Regulation (EC) No. 842/2006] 
and

Ozone-Depleting Substances (ODS) Regulation 
[Regulation (EC) No. 1005/2009]
Legislative Background: The EU F-Gases Regulation aims to prevent / minimise emissions of hydrofluorocarbons (HFCs), perfluorocarbons (PFCs) and sulphur hexafluoride (SF6) from refrigeration, air conditioning units, high voltage switchgear, heat pumps and fire-protection systems. As well as provisions for suppliers of equipment, there are obligations on users relating to the containment of F-gases (i.e. via leakage checking). The objective of the EU ODS Regulation is to prevent / reduce emissions of ODS in accordance with the Montreal Protocol.   

	Commission Legislation

	F-Gases Regulation (EC) No. 842/2006
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2006:161:0001:0011:EN:PDF 

	EU Supplemental F-Gases Legislation (Implementing Acts)
	http://ec.europa.eu/clima/policies/f-gas/legislation/documentation_en.htm 

	Ozone-Depleting Substances (ODS) Regulation (EC) No. 1005/2009
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2009:286:0001:0030:EN:PDF

	ODS Regulation (EU) No. 744/2010 (Annex VI - critical uses)
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2010:218:0002:0008:EN:PDF


In November 2012, the Commission issued proposals for revising the F-Gases Regulation (EC) No. 842/2006 - the proposals and other associated information are at: http://ec.europa.eu/clima/policies/f-gas/legislation/documentation_en.htm. See latest position under ‘Recent Key Developments / Issues’ (second ‘bullet point’).

	UK Implementing Legislation

	The GB Fluorinated Greenhouse Gases Regulations 2009
	http://www.legislation.gov.uk/uksi/2009/261/contents/made

	The GB Ozone-Depleting Substances (Qualifications) Regulations 2009
	http://www.legislation.gov.uk/uksi/2009/216/made

	The F-Gases Regulations (Northern Ireland) 2009
	http://www.legislation.gov.uk/nisr/2009/184/contents/made

	The Energy Act 2008 (Consequential Modifications) (Offshore Environmental Protection) Order 2010
	http://www.legislation.gov.uk/uksi/2010/1513/contents/made

	The GB Environmental Protection (Controls on Ozone-Depleting Substances) Regulations 2011
	http://www.legislation.gov.uk/uksi/2011/1543/contents/made

	The Controls on Ozone-Depleting Substances (ODS) Regulations (Northern Ireland) 2011
	http://www.legislation.gov.uk/nisr/2011/239/contents/made

	The ODS (Qualifications) Regulations (Northern Ireland) 2011
	http://www.legislation.gov.uk/nisr/2011/240/contents/made

	The Fluorinated Greenhouse Gases (Amendment) Regulations (Northern Ireland) 2012
	http://www.legislation.gov.uk/nisr/2012/230/contents/made


EDU has placed on the ‘Gov UK’ website industry guidance documents on the EU F-Gases Regulation (which includes an update on progress towards a revised F-Gases Regulation) and the ODS Regulation - latest versions are available at: https://www.gov.uk/oil-and-gas-legislation-on-emissions-and-releases#fluorinated-greenhouse-gases-regulations-2009 and https://www.gov.uk/oil-and-gas-legislation-on-emissions-and-releases#environmental-protection-controls-on-ozone-depleting-substances-regulations-2011. The Government has produced generic guidance and information sheets on all aspects of the F-Gases and ODS Regulations, which are accessible from: https://www.gov.uk/managing-fluorinated-gases-and-ozone-depleting-substances.  
Recent Key Developments / Issues:
· Government delegates meeting in Bangkok (21 - 25 October 2013) agreed to assess the cost and benefits of a global HFC phase-down under the Montreal Protocol - see further details at: http://conf.montreal-protocol.org/meeting/mop/mop-25/presession/default.aspx. See related development below. 
· During trilogue discussions in December 2013, the EP and MS reached an agreement on proposed revisions to the EU F-Gases Regulation - an EP Statement can be accessed from: http://www.greens-efa.eu/climate-change-policy-11318.html. The EP’s Environment Committee will vote on the deal in January 2014 before sending it to plenary for final approval in March 2014. See also item (a) under ‘Next Steps’. 
Next Steps:
(a) EDU to continue liaising with Defra on the transposition of the revised EU F-Gases Regulation (i.e. to ensure that the offshore sector is appropriately covered) which is expected to be officially published later in 2014 (exact timetable to be confirmed).
(b) The EU also plans to undertake further reviews of Annex VI to the ODS Regulation and, if appropriate, adopt modifications / timeframes for phasing out `critical uses’ of halons by defining revised ‘cut off dates’ for new appliances and ‘end dates’ for existing equipment - taking into account the availability of technically and economically feasible alternatives or technologies.   

DECC / EDU Focal Point:  David Foskett

[Link to details in Contacts Matrix]
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Industrial Emissions Directive (IED)
[Directive 2010/75/EU]

Legislative Background: The Industrial Emissions Directive (IED) aims to control emissions of specific pollutants from various industrial sources (the IED brings together the provisions of seven Directives on industrial emissions which it replaces).
	Commission Legislation

	Industrial Emissions Directive (IED) 2010/75/EU
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2010:334:0017:0119:EN:PDF

	Decision 2012/795/EU (IED implementation questionnaire)
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:349:0057:0065:EN:PDF


	UK Implementing Legislation for Previous IPPC Directive

	The Offshore Combustion Installations (Prevention and Control of Pollution) Regulations 2001 (subject to transitional provisions, the 2001 Regulations (as amended) will cease to apply after 07 January 2014 due to the transposition of the IED - see separate table below)  
	http://www.legislation.gov.uk/uksi/2001/1091/contents/made 

	The Offshore Combustion Installations (Prevention and Control of Pollution) (Amendment) Regulations 2007 (see comments above (in brackets) concerning the 2001 Regulations)
	http://www.legislation.gov.uk/uksi/2007/938/made 

	The Energy Act 2008 (Consequential Modifications) (Offshore Environmental Protection) Order 2010 (Article 5 of the 2010 Order has been revoke by virtue of IED transposition)  
	http://www.legislation.gov.uk/uksi/2010/1513/contents/made


	UK Implementing Legislation for Industrial Emissions Directive (IED)

	The Offshore Combustion Installations (Pollution Prevention and Control) Regulations 2013
	http://www.legislation.gov.uk/uksi/2013/971/contents/made


Recent Key Developments / Issues:
EDU has issued new permits under the Offshore Combustion Installations (Pollution Prevention and Control) Regulations 2013 to all incumbent installations which were permitted under the Offshore Combustion Installations (Prevention and Control of Pollution) Regulations 2001 (as amended).
Next Steps:
EDU will revise the Guidance Notes to the 2001 Regulations (as amended) and the guidance / forms pertaining to ‘PPC permit applications and reporting obligations’ in order to reflect the requirements of the 2013 Regulations. The offshore industry will be consulted in February (or possibly March) 2014 on drafts of the revised documentation before updated versions are formally published.
DECC / EDU Focal Point:
 Evelyn Pizzolla / David Foskett 

[Link to details in Contacts Matrix]
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INSPIRE – Spatial Information for Europe

[Directive 2007/2/EC]

Legislative Background: INSPIRE aims to improve the availability of EU geographical data for environmental policy making, by requiring MS to put data on publicly accessible networks. 
	Commission Legislation

	INSPIRE Directive 2007/2/EC
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2007:108:0001:0014:en:PDF 

	INSPIRE Regulation (EU) No. 268/2010 on access to spatial data sets and services
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2010:083:0008:0009:EN:PDF 

	INSPIRE Regulation (EU) No. 1089/2010 on the interoperability of spatial data sets and services (as amended by the Regulation directly below - also see related development under ‘Recent Legislation’ heading)
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2010:323:0011:0102:EN:PDF 

	INSPIRE Regulation (EU) No. 102/2011 on interoperability of spatial data sets and services
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:031:0013:0034:EN:PDF


	UK Implementing Legislation

	The INSPIRE Regulations 2009
	http://www.legislation.gov.uk/uksi/2009/3157/contents/made

	The INSPIRE (Scotland) Regulations 2009
	http://www.legislation.gov.uk/ssi/2009/440/contents/made

	The INSPIRE (Amendment) Regulations 2012
	http://www.legislation.gov.uk/uksi/2012/1672/contents/made

	The INSPIRE (Scotland) Amendment Regulations 2012
	http://www.legislation.gov.uk/ssi/2012/284/contents/made


Recent Legislation (details to be added to the above tables (as appropriate) in the January 2014 edition of the Register):
On 30 December 2013, Commission Regulation (EU) No. 1253/2013 (see details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:331:0001:0267:EN:PDF) entered into force. The Regulation amends Regulation (EU) No. 1089/2010 (as previously amended by Regulation (EU) No. 102/2011) by setting out the technical arrangements for interoperability of spatial data sets, so as to include values valid for the code lists that are used for attributes and association roles of spatial object types and data types.
Recent Key Developments / Issues:
On 2 December 2013, the Commission launched a public consultation to establish whether the actions already underway to establish an Infrastructure for Spatial Information in the EU (in accordance with the INSPIRE Directive) are still on course to meet the intended objectives. The consultation is accessible from: http://ec.europa.eu/environment/consultations/inspire_en.htm with a closing date for responses of 24 February 2014.  

Next Steps: 

(a) EDU to continue integrating information on the offshore energy sector (such as that obtained via the `Marine Environmental Data and Information Network (MEDIN)’ project and other wider aspects) into the UK’s existing and future INSPIRE implementation plans.

(b) The Commission also plans to issue in 2014 a proposal for a Shared Environmental Information System (details at: http://ec.europa.eu/environment/seis/how.htm) and linking it with INSPIRE. 
DECC / EDU Focal Point:  David Foskett / Kevin O’Carroll (for MEDIN project only)
[Link to details in Contacts Matrix]
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Mercury Strategy 

[COM(2005)20final]

Banning of Exports and the Safe Storage of Metallic Mercury 
[Regulation (EC) No 1102/2008]]
and

Specific Criteria for the Storage of Metallic Mercury considered as waste

[Directive 2011/97/EU]
Legislative Background: The Strategy and associated Commission legislation aim to protect human health and the environment from releases of mercury. 
	Commission Legislation

	Regulation (EC) No. 1102/2008 - banning of exports / safe storage of metallic mercury
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2008:304:0075:0079:EN:PDF

	Directive 2011/97/EU setting out specific criteria for the storage of metallic mercury considered as waste*
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:328:0049:0052:EN:PDF


* In line with the obligations of the supplemental Mercury Storage Directive  2011/97/EU (“the MSD”), UK transposition (by Defra) will explicitly focus on ‘landfill operations’. This means that there will be no regulatory impacts on the offshore oil and gas industry from national transposition of the MSD.

	UK Implementing Legislation

	The Mercury Export and Data (Enforcement) Regulations 2010
	http://www.legislation.gov.uk/uksi/2010/265/contents/made


EDU has prepared guidance for offshore Operators on the key obligations they will need to comply with to meet the requirements of Regulation (EC) No. 1102/2008 - the guidance is at: https://www.gov.uk/oil-and-gas-legislation-on-emissions-and-releases#mercury-export-and-data-enforcement-regulations-2010. Defra has also produced guidance on the UK Mercury Regulations 2010 which is at: http://archive.defra.gov.uk/environment/quality/chemicals/documents/mercury-export-data-regs.pdf.   

Next Steps:
(a) EDU to continue liaising with Oil & Gas UK / Operators regarding the effective enforcement offshore of the relevant provisions of the UK Mercury Export and Data (Enforcement) Regulations 2010. 

(b) During 2014, the Commission may propose revisions to Regulation (EC) No. 1102/2008 - proposals will take into account the outcomes of the UN negotiations for a global legally binding instrument on mercury (see Press Release from the UN Environment Programme concerning the Minimata Convention at: http://www.unep.org/newscentre/Default.aspx?DocumentID=2702&ArticleID=9373&l=en).  

DECC / EDU Focal Point:  David Foskett

[Link to details in Contacts Matrix]
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Natura 2000 Network

[Habitats Directive 92/43 EEC]

Legislative Background: As required under the Habitats Directive, Natura 2000 is a network of sites designated for protection by MS. The EU’s Strategy to halt the loss of biodiversity and ecosystem services in Europe by 2020 emphasises the importance of effectively implementing the Natura 2000 Network. 

	Commission Legislation

	Habitats Directive 92/43/EEC
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CONSLEG:1992L0043:20070101:EN:PDF 

	EU Biodiversity Strategy to 2020
	http://ec.europa.eu/environment/nature/biodiversity/comm2006/2020.htm

	Decision 2012/13/EU - Fifth updated list of sites in Atlantic biogeographical region to be designated as SACs (EU Decision is repealed -  see Decision below)
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:011:0001:0104:EN:PDF

	Decision 2013/26/EU - Sixth updated list of sites around the Atlantic biogeographical region, to be designated as SACs (EU Decision is now repealed - see details on new Decision under the ‘Recent Legislation’ heading)
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:024:0379:0463:EN:PDF


	UK Implementing Legislation

	The Offshore Marine Conservation (Natural Habitats) Regulations 2007 
	http://www.legislation.gov.uk/uksi/2007/1842/contents/made

	The Offshore Petroleum Activities (Conservation of Habitats) (Amendment) Regulations 2007
	http://www.legislation.gov.uk/uksi/2007/77/contents/made

	The Offshore Marine Conservation (Natural Habitats) (Amendment) Regulations 2010
	http://www.legislation.gov.uk/uksi/2010/491/contents/made

	The Energy Act 2008 (Consequential Modifications) (Offshore Environmental Protection) Order 2010
	http://www.legislation.gov.uk/uksi/2010/1513/contents/made

	The Offshore Marine Conservation (Natural Habitats) (Amendment) Regulations 2012
	http://www.legislation.gov.uk/uksi/2012/1928/contents/made


In March 2013, the Commission published legislative proposals for a common EU framework to facilitate the establishment by MS of Integrated Coastal Zone Management (ICZM) and Marine Spatial Plans (MSP). The proposals and associated information can be accessed from: http://ec.europa.eu/maritimeaffairs/policy/maritime_spatial_planning/index_en.htm. See ‘Next Steps’.

Recent Legislation (details to be added to the above tables (as appropriate) in the January 2014 edition of the Register):
In December 2013, the Commission issued Implementing Decision 2013/740/EU (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:350:0201:0286:EN:PDF) which provides the seventh updated list of sites around the Atlantic biogeographical region, that are to be designated as special areas of conservation as part of the Natura 2000 Network (following updates to include additional sites and changes to site-related information).

Recent Key Developments / Issues:
August 2013
(i) The JNCC published a report on a review of case studies and recommendations for the inclusion of expert judgement in marine biodiversity status assessments - see report at: http://jncc.defra.gov.uk/page-6513. 

(ii) The Scottish Government published: 

· A report summarising the findings from a Strategic Environmental Assessment (SEA) of possible Marine Protected Areas (pMPAs) in Scotland that were published for consultation in July 2013. The report is accessible from: http://www.scotland.gov.uk/Resource/0043/00430615.pdf. Also see consultation details at: http://www.scotland.gov.uk/Resource/0042/00428282.pdf. The report identifies the likely significant environmental impacts of plans and policies, as well as potential alternatives. 
· A report which presents findings from a sustainability appraisal of the possible Marine Protected Areas (MPAs) in Scotland that were published for consultation in July 2013 (see consultation details above). The report is available from: http://www.scotland.gov.uk/Resource/0043/00430642.pdf. 

September 2013
(i) Scottish Natural Heritage published the following:
· A report assessing the sensitivity of geodiversity features in Scotland’s seas to pressures associated with human activities - see report at: http://www.snh.org.uk/pdfs/publications/commissioned_reports/590.pdf. 

· A report titled ‘Characterising Scotland's marine environment to define search locations for new Marine Protected Areas - Part 2: the identification of key geodiversity areas in Scottish Waters’ - the report can be accessed from: http://www.snh.org.uk/pdfs/publications/commissioned_reports/432.pdf. 

(ii) Natural England launched a consultation on a new operational standard for Marine Protected Area (MPA) conservation advice. The consultation is at: https://www.gov.uk/government/consultations/improving-marine-protected-area-mpa-conservation-advice and the closing date for responses was 21 October 2013.  

October 2013
· The Institute for European Environmental Policy (IEEP) published a report on how to improve EU legislation to tackle marine pollution - see IEEP report at: http://www.ieep.eu/assets/1258/IEEP_2013_How_to_improve_EU_legislation_to_tackle_marine_litter.pdf. 
· The Scottish Government issued a report titled ‘Scottish Marine and Freshwater Science: Measurement of contaminants and their effects in environmental samples - report is at: http://www.scotland.gov.uk/Resource/0043/00435979.pdf. 

· Ministers representing all the world regions (under the auspices of the UN) recently called for more Marine Protection Areas - see declaration at: http://www.impac3.org/images/pdf/Ajaccio/ajaccio_declaration_en.pdf. 

November 2013

· Defra / BIS published a Coastal Concordat for England - see details at: https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/256234/coastal-concordat-20131111.pdf. 

· Environmental groups accused the EP of putting short-term economic growth ahead of sustainability issues in a vote on Marine Spatial Planning (MSP). BirdLife, WWF and Seas at Risk believe the Commission’s original proposal on MSP is too focused on the exploitation of marine resources and that the EP’s vote further emphasised this. The EP changed a reference to the need for an ecosystems-based approach to add that economic and social criteria should be given equal weight. The NGOs were disappointed that the EP also made requirements for Integrated Coastal Zone Management (ICZM) Plans more general, put back a deadline for MS to complete the plans by a year, and added repeated references to mineral extraction. However, according to the EP, the delay to the deadline was made after consulting MS and is intended to stop them rushing their ICZM Plans. See NGO Press Release and earlier position paper on the MSP and ICZM proposals at: http://www.seas-at-risk.org/news_n2.php?page=634 and http://www.birdlife.org/europe/pdfs/20130521_NGOPosition_MSPDirective.pdf respectively.

· Commission published a report presenting a model for assessing habitat conservation status in the EU - the report is at: http://publications.jrc.ec.europa.eu/repository/bitstream/111111111/29853/1/lb-na-26186-en-n%20.pdf. 
December 2013

The Department of the Environment - Northern Ireland (DOE-NI) launched a consultation seeking stakeholder views on the strategic targets proposed by the government to help halt the loss of biodiversity and the degradation of ecosystems in Northern Ireland up to 2020. The consultation is at: http://www.doeni.gov.uk/index/information/foi/recent-releases/publications-details.htm?docid=9492 with a closing date for responses of 28 February 2014.
Next Steps:

Defra to lead negotiations with the Commission on the MSP and ICZM proposals (published in March 2013 - see ‘Legislative Background’ above) which may be adopted during the second-half of 2014. From a UK perspective, Defra - with support from EDU (in respect to offshore oil / gas activities) - will seek to ensure that the proposals take into account current national plans on MSP / ICZM plus the need for MS to retain competency in these areas i.e. so that the eventual transposition of any relevant provisions complement existing arrangements.     
DECC / EDU Focal Point:  Kevin O’Carroll / Evelyn Pizzolla
[Link to details in Contacts Matrix]
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Persistent Organic Pollutants (POPs) Regulation

[Regulation (EC) No. 850/2004]

Legislative Background: The EU POPs Regulation aims to reduce emissions of dioxins, furans, PCB and PAHs. The POPs Regulation contained an exemption for equipment containing PCBs, the use of which was permitted until 2010. By way of derogation, equipment with PCBs between 50ppm and 500ppm can be disposed of at the end of its useful life. Operators are to undertake shipments of waste (containing POPs) to shore in line with EA / SEPA guidance.
	Commission Legislation

	POPs Regulation (EC) No. 850/2004
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2004:158:0007:0049:EN:PDF 

	POPs Regulation (EU) No. 756/2010 - Amending Annexes IV and V
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2010:223:0020:0028:EN:PDF

	POPs Regulation 519/2012/EU - Amending Annex I
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:159:0001:0004:EN:PDF


Next Steps:  
EDU to liaise with Oil & Gas UK on the potential implications for offshore Operators of: (i) the EU Regulations amending Annexes I, IV and V of the POPs Regulation; and (ii) any future EU proposals on further POP-waste reduction limits (expected during 2014), and PAH `marine’ releases (which might impact on existing reduction measures under the Offshore Petroleum Activities (Oil Pollution Prevention and Control) Regulations 2005 (as amended)). 
DECC / EDU Focal Point:  David Foskett

[Link to details in Contacts Matrix]
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Safety of Offshore Oil and Gas Operations
[Directive 2013/30/EU amending Directive 2004/35/EC]

Legislative Background: On 28 June 2013, the Commission published the Directive on the safety of offshore oil and gas operations. The Directive (available at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:178:0066:0106:EN:PDF)  entered into force on 18 July 2013. MS have until 19 July 2015 to transpose the Directive’s provisions into national law, which must be applied to planned offshore installations by 19 July 2016 and to existing installations by 19 July 2018. 
Core aspects of the Directive are:
· Operators will be financially liable for the remediation of environmental damage caused by their offshore activities. In this context, the Environmental Liability Directive 2004/35/EC has been extended to all EU waters (see Environmental Liability Directive (ELD) above). However, the Directive recognises that no existing financial security instruments can accommodate all possible consequences of major accidents. As a result, the Commission will investigate the most appropriate measures to ensure that a robust liability regime (including a compensation scheme) is in place.

· MS will have to set up an overarching national competent authority (CA) in charge of overseeing compliance. 

· Operators will be required to produce a number of documents such as reports on major hazards and internal and external emergency response plans. Information about what these documents should contain is described in Annexes to the Directive.
· European companies will also be expected to apply the same major accident prevention policy to operations outside of the EU. In addition, companies will be required to submit reports on major overseas accidents when requested by the CA in their country of registration.
Recent Key Developments / Issues:
DECC and HSE recently made available information on the Directive and details associated with the transposition process which can be accessed from either: http://www.hse.gov.uk/offshore/directive.htm or https://www.gov.uk/government/policies/providing-regulation-and-licensing-of-energy-industries-and-infrastructure/supporting-pages/environmental-regulation-of-offshore-oil-gas-and-carbon-dioxide-storage-activities. 
Next Steps:  

(a) EDU to work with the HSE and other Government Departments / Agencies (i.e. Defra and DfT / MCA) plus Devolved Administrations to put in place arrangements for transposing the Directive (e.g. amending / revising existing legislation; introducing new Regulations (where deemed necessary); using administrative procedures (if practical); and maintaining a suitable website for the dissemination of regulatory information plus guidance). Oil and Gas UK / offshore Operators and other stakeholders will be consulted on the UK’s implementation plans.

(b) Commission to review Directive (plus MS experience of transposition) in 2019.

DECC / EDU Focal Point:  Kevin O’Carroll

[Link to details in Contacts Matrix]
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OTHER RELEVANT EU ISSUES – WHERE DECC / EDU HAS EITHER A LIMITED OR NO DIRECT ENFORCEMENT ROLE
Batteries and Accumulators Directive

[Directive 2006/66/EC] 
Legislative Background: The Directive on Batteries and Accumulators and Waste Batteries and Accumulators is a `producer responsibility’ Directive. It sets technical requirements for the design / manufacture of all types of new batteries and accumulators (rechargeable batteries) and requirements for their collection / recycling. Different technical and collection / recycling requirements apply depending on whether the battery concerned is defined as `portable’ or `industrial’. 

	Commission Legislation

	Batteries and Accumulators Directive 2006/66/EC
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2006:266:0001:0014:EN:PDF

	Batteries and Accumulators Regulation 1103/2010/EU - capacity labelling of portable secondary (rechargeable) batteries / accumulators
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2010:313:0003:0007:EN:PDF

	Batteries and Accumulators Regulation 493/2012/EU - calculation of recycling efficiencies for waste batteries and accumulators
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:151:0009:0021:EN:PDF


	UK Implementing Legislation

	The Batteries and Accumulators (Placing on the Market) Regulations 2008
	http://www.legislation.gov.uk/uksi/2008/2164/made 

	The Waste Batteries and Accumulators Regulations 2009
	http://www.legislation.gov.uk/uksi/2009/890/contents/made 

	The Batteries and Accumulators (Placing on the Market) (Amendment) Regulations 2012
	http://www.legislation.gov.uk/uksi/2012/1139/contents/made


Recent Key Developments / Issues:
In November 2013, consultancy Bio Intelligence Service recommended a number of changes to improve the effectiveness of Directives - including, amongst others, the Directive on Batteries. The consultancy concluded that the laws’ scope and definitions should be clarified and conflicting provisions brought to light over the years must be removed. The preliminary findings of fitness checks conducted by the consultancy on behalf of the Commission were presented to a group of stakeholders on 4 November 2013. A final evaluation report is due to be released in March 2014. The fitness checks on the waste Directives are part of a major review of EU waste legislation, which will lead to the publication of a policy package in 2014 - see further details on the ‘Review of Waste Legislation’ at: http://ec.europa.eu/environment/waste/target_review.htm. 
Next Steps:

The Commission expects to issue during 2014 proposals for revising EU waste legislation and ensuring its coherence with the Waste Framework Directive (see WFD below).
DECC / EDU Focal Point:  David Foskett 

[Link to details in Contacts Matrix]
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Waste Electrical and Electronic Equipment (WEEE) Directive

[Revised Directive 2012/19/EU]

Legislative Background: The purpose of the Directive is to promote the reuse, recycling and recovery of WEEE so as to reduce disposal. It also seeks to improve the environmental performance of all Operators involved in the life cycle of electrical and electronic equipment e.g. producers, distributors and consumers (including industry).

	Commission Legislation

	WEEE Directive 2002/96/EC (repealed by the Revised WEEE Directive 2012/19/EU - see below)
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2003:037:0024:0038:EN:PDF 

	WEEE (Amendment) Directive 2008/112/EC (repealed by the Revised WEEE Directive 2012/19/EU - see below)
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2008:345:0068:0074:EN:PDF

	Revised WEEE Directive 2012/19/EU
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:197:0038:0071:EN:PDF


	UK Implementing Legislation

	The Waste Electrical and Electronic Equipment (Amendment) (No.2) Regulations 2009
	http://www.legislation.gov.uk/uksi/2009/3216/contents/made

	The Waste Electrical and Electronic Equipment (Amendment) Regulations 2010 - see details on new Regulations under the ‘Recent Legislation’ heading
	http://www.legislation.gov.uk/uksi/2010/1155/contents/made


Recent Legislation (details to be added to the above tables (as appropriate) in the January 2014 edition of the Register):
On 1 January 2014, the majority of the provisions of the Waste Electrical and Electronic Equipment Regulations 2013 enter into force (see Regulations at: http://www.legislation.gov.uk/uksi/2013/3113/contents/made). The Regulations transpose the main provisions of the revised WEEE II Directive 2012/19/EU, so as to provide for a system of separately collecting WEEE in the UK, as well as for its treatment, reuse, recycling, recovery and environmentally sound disposal. 

Recent Key Developments / Issues:
In November 2013, BIS published guidance notes explaining the requirements that will be introduced from 1 January 2014 under the Waste Electrical and Electronic Equipment Regulations 2013 (implementing the revised WEEE II Directive 2012/19/EU) regarding the sale, purchase and disposal of waste electrical and electronic equipment (WEEE) - the guidance notes can be accessed from: https://www.gov.uk/government/publications/weee-regulations-2013-government-guidance-notes. 
Next Steps:

(a) EDU to continue liaising with Oil & Gas UK to ensure that the offshore industry is aware of any requirements under the WEEE Regulations 2013 which may apply to Operators.
(b) The Commission expects to issue during 2014 proposals for revising EU waste legislation and ensuring its coherence with the Waste Framework Directive (see WFD below).
DECC / EDU Focal Point:  David Foskett 

[Link to details in Contacts Matrix]
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Waste Framework Directive
[Directive 2008/98/EC]
and

Shipment of Waste Regulation 
[Regulation (EC) No. 1013/2006]                                                                

Legislative Background: The Commission proposed - in December 2005 - a Thematic Strategy on the Prevention and Recycling of Waste. The Strategy included revisions to the Waste Framework Directive (WFD). Proposed key changes to the WFD involved: (i) simplifying existing legislation (i.e. the repeal of the Hazardous Waste and Waste Oils Directives and the incorporation of the aspects of those Directives that remain pertinent into the revised WFD); and (ii) the inclusion of a definition of recycling. 

The Waste Framework Directive (WFD)
	Commission Legislation

	Revised Waste Framework Directive 2008/98/EC
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2008:312:0003:0030:EN:PDF


Recent Legislation (details to be added to the above tables (as appropriate) in the January 2014 edition of the Register):
In December 2013, the Commission issued Decision 2013/727/EU (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:329:0044:0048:EN:PDF) which sets out the formats that MS should use when providing the Commission with information on the adoption of, and substantial revisions to, the waste management plans and waste prevention programmes as referred to in Articles 28 and 29 of the WFD.  
	UK Implementing Legislation

	The Waste Information (Scotland) Regulations 2010
	http://www.legislation.gov.uk/sdsi/2010/9780111010662/contents

	The Waste (England and Wales) Regulations 2011
	http://www.legislation.gov.uk/uksi/2011/988/contents/made

	The Waste (Scotland) Regulations 2011
	http://www.legislation.gov.uk/ssi/2011/226/contents/made

	The Waste Management Licensing (Scotland) Regulations 2011
	http://www.legislation.gov.uk/ssi/2011/228/contents/made

	The Controlled Waste (England and Wales) Regulations 2012
	http://www.legislation.gov.uk/uksi/2012/811/contents/made

	The Waste (Scotland) Regulations 2012
	http://www.legislation.gov.uk/ssi/2012/148/contents/made

	The Waste (England and Wales) (Amendment) Regulations 2012
	http://www.legislation.gov.uk/uksi/2012/1889/contents/made

	The Controlled Waste (England and Wales) (Amendment) Regulations 2012
	http://www.legislation.gov.uk/uksi/2012/2320/contents/made


Shipment of Waste Regulation
	Commission Legislation

	Shipment of Waste Regulation (EC) No. 1013/2006
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2006:190:0001:0001:EN:PDF 

	Commission Regulation (EC) No. 669/2008 
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2008:188:0007:0015:EN:PDF

	Commission Regulation (EC) No. 308/2009
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2009:097:0008:0011:EN:PDF

	Commission Regulation (EC) No. 967/2009
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2009:271:0012:0016:EN:PDF

	Commission Regulation (EU) No. 413/2010
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2010:119:0001:0002:EN:PDF

	Commission Regulation No. 661/2011/EU
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:181:0022:0024:EN:PDF

	Commission Regulation No. 664/2011/EU
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:182:0002:0004:EN:PDF

	Commission Regulation No. 135/2012/EU
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:046:0030:0032:EN:PDF

	Commission Regulation No. 674/2012/EU
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:196:0012:0051:EN:PDF

	Commission Regulation (EU) No. 57/2013
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:021:0017:0018:EN:PDF

	Commission Regulation (EU) No. 255/2013
	http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:079:0019:0023:EN:PDF


	UK Implementing Legislation

	The Transfrontier Shipment of Waste Regulations 2007
	http://www.legislation.gov.uk/uksi/2007/1711/contents/made 


(A) Recent Key Developments / Issues - WFD: 
Offshore Operators are to undertake waste disposal activities in line with Environment Agency and Scottish Environment Protection Agency (SEPA) guidance. 
August 2013

The Environment Agency published guidance which provides information regarding the sampling and testing processes that waste producers must undertake to ensure their wastes are properly characterised (landfill Operators require sufficient information to make an informed decision about whether they can accept the waste) - the guidance is available from: http://a0768b4a8a31e106d8b0-50dc802554eb38a24458b98ff72d550b.r19.cf3.rackcdn.com/LIT_8532_6bf89d.pdf.  

September 2013

· The Commission launched a consultation seeking stakeholder views on a range of potential actions and policies to tackle the problem of marine litter. The consultation is at: http://ec.europa.eu/environment/consultations/marine_litter_en.htm and the closing date for responses was 18 December 2013. It is intended that responses to this consultation will feed into the formulation of an EU-wide quantitative headline reduction target for marine litter. 

· The Scottish Government published a Statement which set out a waste prevention plan - under its Zero Waste Programme - that seeks to reduce the amount of waste produced in Scotland and encourage the reuse of waste arising wherever possible. See Statement at: http://www.scotland.gov.uk/Resource/0043/00435308.pdf. This also fulfilled the requirement placed on MS under Article 29 of the WFD to produce a waste prevention programme by 12 December 2013. 
October 2013
The Environment Agency recently published guidance which provides information on the assessment and classification of hazardous waste. The guidance (available from: http://a0768b4a8a31e106d8b0-50dc802554eb38a24458b98ff72d550b.r19.cf3.rackcdn.com/LIT_5426_acd22f.pdf) is intended to assist all those involved in the production, management and control of hazardous waste, and act as a reference document for all legislation related to hazardous waste and its management.  

November 2013
Defra issued an open letter setting out priorities for its waste management activities from 2014 to 2015 - the letter is accessible from: https://www.gov.uk/government/publications/waste-management-activities-for-2014-to-2015-defra-letter-to-sustainable-resource-management-stakeholders.  

December 2013

(i) Defra published:

· The Government’s response to the Commission’s review of EU waste policy and legislation - see further information at: https://www.gov.uk/government/publications/eu-commission-review-of-waste-policy-and-legislation-uk-government-response. 

· A Statement setting out the Government’s Waste Prevention Programme for England, as required under the revised WFD. The Statement (at: https://www.gov.uk/government/publications/waste-prevention-programme-for-england)  presents key roles and actions to be taken to move towards a more resource efficient economy and highlights actions businesses, the wider public sector, the civil society and consumers can take to benefit from preventing waste.
· A Statement setting out the Government’s Waste Management Plan for England, as required by the revised WFD. The Statement (at: https://www.gov.uk/government/publications/waste-management-plan-for-england) provides an analysis of the current waste management situation in England, and evaluates how it will support implementation of the objectives and provisions of the revised WFD. 

(ii) Defra also launched a consultation seeking views on proposals to allow alternatives to waste transfer notes, as part of the Government’s aim to cut the burden of waste regulation on business. The consultation is accessible at: https://consult.defra.gov.uk/waste/red-tape-challenge-alternatives-to-waste-transfers with a closing date for responses of 20 January 2014. In addition, the consultation presents proposals that would allow revisions to the information required in the written description of waste and recommends additional offences that regulators can take into account when registering waste carriers, brokers and dealers.
(iii) SEPA launched a consultation seeking stakeholder views on proposals to increase some of SEPA’s charges from April 2014 and in April 2015 ahead of a new charging framework in 2016. The consultation  is accessible from: http://www.sepa.org.uk/about_us/consultations.aspx with a closing date for responses of 17 February 2014. The new charging framework will be based on a common and consolidated risk assessment, and will aim to reduce the number and complexity of schemes and support the delivery of better regulation. The current proposed increases are intended to eliminate some of the current larger under-recoveries (of the full costs of regulating, monitoring and reporting activities from licence, permit and other authorisation holders) ahead of consultation and implementation of the new framework, and will make the transformation less complex.
(B) Recent Key Developments / Issues - Shipment of Waste Regulation (EC) No. 1013/2006:
· In November 2013, the EP tabled amendments to the Commission’s proposals for national waste shipment inspection plans (published in July 2013 - see details at: http://ec.europa.eu/environment/waste/shipments/pdf/COM_2013_516_en.pdf) which indicated that a minimum number of on-site checks should be required - the EP amendments are accessible from: http://www.europarl.europa.eu/meetdocs/2009_2014/documents/envi/pr/1008/1008718/1008718en.pdf. The EP has insisted on the need for on-site checks to verify the type of waste being shipped overseas as opposed to simply checking the paperwork. The EP also stressed that sensitive information such as intelligence-based data should not be published in the inspection plans. The EP also proposed the introduction of a definition for ‘inspections’ in any new EU legislation that is eventually adopted. In addition, it is suggested that national authorities should be required to publish the outcome of their inspections, together with the names of Operators caught with illegal waste and the penalties applied, on the basis that such public reporting is likely to have a major deterrent effect. 
· In December 2013, the Commission launched a consultation on proposals to introduce a certification scheme to guarantee that waste exported to non-EU countries is treated in a sustainable way. The consultation is at: http://ec.europa.eu/enterprise/newsroom/cf/itemdetail.cfm?item_id=7164&lang=en&tpa_id=0&title=Public-consultation-on-certification-for-waste-treatment-facilities with a closing date for responses of 17 March 2014.
Next Steps:

(a) The Transfrontier Shipment of Waste (TFSW) (Amendment) Regulation 2014 (which Defra consulted on in March 2013 - see details at: http://www.defra.gov.uk/consult/2013/03/18/waste-shipment/) will enter into force during the first-half of 2014. EDU will liaise with Oil & Gas UK on the TFSW (Amendment) Regulations 2014 and the revised WFD so that any regulatory requirements which may impact on offshore waste operations can be assessed. EDU will also work with Defra on subsequent changes to the TFSW (Amendment) Regulation 2014 which result from the UK’s implementation and enforcement of the Commission’s proposals (once adopted) for further amending the EU Waste Shipments Regulation.
(b) The Commission expects to issue during 2014 additional proposals for revising EU waste legislation and ensuring its coherence with the WFD.

DECC / EDU Focal Point:  David Foskett
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REACH - Supplemental Commission Legislation (including proposed revisions and expected new measures)


(A) Existing Supplemental Legislation

Commission Regulation (EU) No. 944/2013 (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:261:0005:0022:EN:PDF) amends the Classification, Labelling and Packaging (CLP) Regulation (EC) No. 1272/2008 (see details further down below), so as to take into account the fifth revised edition of the UN Globally Harmonised System (GHS) of Classification and Labelling of Chemicals, and to update the two tabulated lists of harmonised classification and labelling of hazardous substances in Annex VI - Part 3. The Regulation comes into force on 23 October 2013, although it applies directly in Member State law on different dates, and transitional periods are provided for to allow Operators to adapt to the new classification, labelling and packaging provisions introduced by the Regulation.


Commission Delegated Regulation (EU) No. 837/2013 (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:234:0001:0002:EN:PDF) amends the Biocides Regulation (EU) No. 528/2012 (see details further down below), so as to include in Annex III (which lists the information requirements for the Authorisation of biocidal products) proof that technical equivalence has been established. Technical equivalence must be established to ensure that active substances in a biocidal product, which have been manufactured in a different location or according to a different process (including from different starting materials) from those active substances that have been evaluated for the purpose of approval, do not have significantly more hazardous properties than the substance which has been evaluated. The Regulation enters into force on 23 September 2013 and applies directly in Member State law.

Commission Regulation (EU) No. 758/2013 (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:216:0001:0058:EN:PDF) amends the EU Chemicals Classification, Labelling and Packaging (CLP) Regulation (EC) No. 1272/2008 (see details further down below), so as to correct errors found in Annex VI (‘Harmonised classification and labelling for certain hazardous substances’) that have arisen as a result of previous amendments introduced by Commission Regulation (EC) No. 790/2009 for the purposes of adaptation to technical and scientific progress. Suppliers are not required to re-label or repackage substances listed in Annex VI, or substances or mixtures containing them, where they have been placed on the market before 13 August 2013. The Regulation entered into force on 13 August 2013.

Commission Delegated Regulation (EU) No. 736/2013 (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:204:0025:0025:EN:PDF)  amends the EU Biocides Regulation (EU) No. 528/2012 (see new Biocides Regulation further down below) so as to provide for the continuation of the work programme for the systematic examination of all existing active substances used in biocidal products, with the aim of achieving the programme’s finalisation by 31 December 2024 (in accordance with the latest time estimates from the Commission). The Regulation enters into force on 20 August 2013 and applies directly in Member State law.

Commission Regulation (EU) No. 613/2013 (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:173:0034:0037:EN:PDF) amends Regulation 1451/2007/EC - which laid down rules for the second phase of the 10 year review programme under the EU Biocides Directive 98/8/EC - so as to take account of the fact that different definitions and change in understandings of the term ‘biocidal products’ may have led some persons to fail to notify an existing active substance / product-type combination in a product placed on the market, or to take over the role of participant, in the objectively justified belief that the product is excluded from the scope of the EU Biocides Directive (to be repealed / replaced from 1 September 2013 by Regulation (EU) No. 528/2012 - see new Biocides Regulation further down below) or that it falls under a different product-type. The Regulation allows for such persons to submit a dossier for examination under the review programme in such cases, subject, where relevant, to prior notification, in order to avoid the market withdrawal of products for which a justified interpretation as regards its character as a biocidal product or its correct product-type is subsequently contested by Member States or the Commission. The EU Regulation entered into force on 16 July 2013 and applies directly in Member State law. Article 1, points 2, 4 and 7, however, apply from 1 September 2013.

Commission Regulation (EU) No. 564/2013 (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:167:0017:0025:EN:PDF) establishes the structure / amount of the fees payable to the ECHA under the Biocides Regulation (EU) No. 528/2012 (see Biocides Regulation further down below) and the associated conditions for payment. It covers work done by the ECHA in relation to the approval and renewal of approval of active substances and for the Authorisation of biocidal products. It also provides for fee reductions for small medium enterprises (SMEs). The EU Regulation entered into force on 9 July 2013 and applies directly in Member State law.    

Commission Regulation (EU) No. 348/2013 (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:108:0001:0005:EN:PDF) amends Annex XIV (‘List of substances subject to Authorisation’) of the REACH Regulation, so as to add entries for eight substances of Very High Concern (SVHCs). Manufacturers and importers must seek Authorisation from the ECHA if they wish to continue to use the substances or place them on the market. The Regulation entered into force on 21 April 2013 and is directly applicable in all Member States.

Commission Regulation (EU) No. 354/2013 (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:109:0004:0013:EN:PDF) lays downs the procedures for making changes to the information submitted in initial applications for the authorisation of biocidal products or biocidal product families made in accordance with the Biocides Directive 98/8/EC or the Biocides Regulation (EU) No. 528/2012 (see Biocides Regulation further down below). The Regulation entered into force on 9 May 2013 and applies directly in all Member States from 1 September 2013.


Commission Regulation (EU) No. 254/2013 (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:079:0007:0018:EN:PDF) amends the EU REACH Fees Regulation (EC) No. 340/2008 (see information further down below) in order to: (i) adapt the standard fees and charges in line with the average annual inflation rate of 3.1%; (ii) further reduce fees and charges for micro, small and medium-sized enterprises (SMEs); and (iii) make a number of clarifications. The Regulation entered into force on 22 March 2013 and applies directly in Member State law.


Commission Decision 2013/85/EU (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:045:0030:0031:EN:PDF) prohibits the placing on the market of biocidal products containing certain active substances, as set out in the Annex, with effect from 1 February 2014. As such, the substances, and relevant product types, will not be included in Annexes I, IA or IB to the EU Biocides Directive 98/8/EC which list active and basic substances that have been agreed with requirements at the EU level for inclusion in biocidal products. 


Commission Regulation (EU) No. 73/2013 (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:026:0011:0016:EN:PDF) amending Annexes I and V to Regulation (EC) No 689/2008 concerning the export and import of dangerous chemicals so as to reflect changes made to the REACH Regulation. The EU Regulation entered into force on 15 February 2013 and applies from 1 April 2013.


Commission Directive 2012/43/EU (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:327:0034:0036:EN:PDF) amending the EU Biocides Directive 98/8/EC (as amended from 1 September 2013 by Commission Regulation (EU) No. 528/2012 (the new EU Biocides Regulation) - see Regulation further down below) so as to update the headings to all entries for active substance that may be approved for inclusion in biocidal products listed under Annex I. The EU Directive entered into force on 17 December 2012 and Member States are to transpose the provisions into national law by 31 March 2013.


Commission Regulation (EU) No. 848/2012 (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:253:0005:0007:EN:PDF) amending Annex XVII (Restrictions) to the REACH Regulation, so as to prohibit the manufacture, placing on the market, or use in substances or in mixtures of certain phenylmercury compounds after 10 October 2017, if the concentration of mercury in the mixtures is equal to or greater than 0.01% by weight. In addition, articles or any parts thereof containing one or more of those substances may also not be placed on the market after 10 October 2017 if the concentration of mercury in the articles or any part thereof is equal to or greater than 0.01% by weight. The Commission Regulation entered into force on 10 October 2012 and applies in Member State law from 10 October 2017.


Commission Regulation (EU) No. 847/2012 (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:253:0001:0004:EN:PDF) amending Annex XVII (Restrictions) to the REACH Regulation, so as to prohibit the placing on the market of certain mercury-containing and mercury-using measuring devices intended for industrial and professional uses after 10 April 2014. Derogations apply to certain devices including, among others, those thermometers that are exclusively intended to perform tests according to standards that require the use of mercury thermometers, which may be placed on the market until 10 October 2017. The Commission Regulation entered into force on 10 October 2012 and applies in Member State law from 10 April 2014.


Commission Regulation (EU) No. 835/2012 (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:252:0001:0003:EN:PDF)  amending Annex XVII (Restrictions) to the REACH Regulation, so as to limit the restriction on the use of cadmium and its compounds to the types of plastic material listed in entry 23 of Annex XVII before the adoption of Commission Regulation (EU) No. 494/2011 (see details further down below), which had imposed the restrictions, as suitable alternatives do not yet exist and to allow for additional assessment. The Commission Regulation entered into force on 19 September 2012 and, in the interest of legal certainty, applies directly in Member State law from 10 December 2011.


Commission Decision 2012/483/EU (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:226:0006:0007:EN:PDF)  which sets a new deadline for the submission of dossiers for certain substances to be examined under the 14-year work programme referred to in Article 16(2) of the EU Biocides Directive 98/8/EC.


Commission Regulation (EU) No. 649/2012 (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:201:0060:0106:EN:PDF)  concerning the export and import of hazardous chemicals will repeal / replace the EU Prior Informed Consent (PIC) Regulation 689/2008/EC which implements the Rotterdam Convention on the Prior Informed Consent Procedure for certain hazardous chemicals in international trade (the ‘Rotterdam Convention’). The new Regulation entered into force on 16 August 2012 and applies directly in Member State law from 1 March 2014. The Rotterdam Convention allows parties to monitor and control the trade and use of certain hazardous chemicals, and to decide whether or not to accept the importation of certain hazardous chemicals, or to place conditions on their import, in order to protect human health or the environment. The ECHA will be responsible for assessing import and export notifications. Its work will be funded through the EU budget and voluntary contributions from Member States. By 2019, the Commission will consider whether the Agency should charge a fee for its services.


Commission Regulation (EU) No. 640/2012 (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:193:0001:0066:EN:PDF) - amends and updates EU Regulation 440/2008/EC (which sets out test methods to determine the physico-chemical properties, toxicity and eco-toxicity of substances to be applied for the purposes of the REACH Regulation - see information on initial Regulation further down below) - in order to include new and revised alternative test methods recently adopted by the Organisation for Economic Co-operation and Development (OECD), and thereby reduce the number of animals used for experimental purposes. The EU Regulation came into force on 23 July 2012 and applies directly in Member State law.


Commission Regulation (EU) No. 618/2012 (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:179:0003:0010:EN:PDF) - amends (for the purposes of adaptation to technical and scientific progress) Annex VI (Part 3) of the EU Classification, Labelling and Packaging (CLP) Regulation (EC) No. 1272/2008 (see CLP Regulation further down below) in order to update the two lists of harmonised classification and labelling of hazardous substances. The Regulation entered into force on 31 July 2012, and the amendments apply directly in Member State law from 1 December 2013, although they may be applied before this date in accordance with Article 2.

Commission Regulation (EU) No. 528/2012 (the EU Biocides Regulation) - details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:167:0001:0123:EN:PDF - lays down rules for the establishment at EU level of a list of active substances that may be used in biocidal products, the mutual recognition of Authorisations within the EU, the making available on the market and the use of biocidal products within one or more Member States or the European Union, and the placing on the market of treated articles. It applies to biocidal products (a list of which are set out in Annex V with descriptions) and treated articles, except where excluded in Article 2(2), and repeals and replaces the EU Biocides Directive 98/8/EC from 1 September 2013. The Regulation entered into force on 17 July 2012, and applies directly in Member State law from 1 September 2013.

Commission Regulation (EU) No. 125/2012 (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:041:0001:0004:EN:PDF) - amending Annex XIV (Authorisation list) of the REACH Regulation so as to add entries for eight substances of very high concern (SVHCs). Manufacturers and importers must seek Authorisation from the ECHA if they wish to continue to use these substances or place them on the market. The Regulation entered into force on 18 February 2012 and is directly applicable in all Member States.


Commission Decision 2012/78/EU (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:038:0048:0050:EN:PDF) - prohibits - from 1 February 2013 - the placing on the market of biocidal products containing certain substances, as set out in the Annex. As such, the substances, and relevant product types, will not be included in Annexes I, IA or IB to the Biocides Directive 98/8/EC, which list active and basic substances that have been agreed at EU level for inclusion in biocidal products.

Commission Regulation (EU) No. 109/2012 (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:037:0001:0049:EN:PDF) - amending Annex XVII (Restrictions) of the REACH Regulation in respect to substances classified as carcinogenic, mutagenic or toxic for reproduction (CMR) - entered into force on 1 March 2012 (Article 2). The Regulation applies in Member States from 1 June 2012.

Commission Regulation (EU) No. 494/2011 (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:134:0002:0005:EN:PDF) -amending Annex XVII (Restrictions) of REACH in respect to the substance cadmium. The Regulation clarifies existing provisions concerning paint (containing zinc as well as with respect to painted articles) and extends the prohibition of the use of cadmium to all articles made from polyvinyl chloride (PVC). However, a derogation is granted for mixtures produced from PVC waste (referred to as ‘recovered PVC’) to allow their placing on the market for use in certain construction products. A higher limit value for cadmium is also granted for these construction products. The Regulation entered into force on 10 June 2011 and applied directly in Member State law from 10 January 2012 (see related development above relating to Commission Regulation (EU) No. 835/2012).

Commission Regulation (EU) No. 366/2011 (accessible from: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:101:0012:0013:EN:PDF) - which entered into force on 5 May 2011 (Article 2) - amends Annex XVII (entry 60) of REACH so as to ban the placing on the market and the use of acrylamide in concentrations equal or greater than 0.1% by weight in grouts and for all grouting applications after 5 November 2012. The restrictions relating to acrylamide have been introduced due to identified risks to the aquatic compartment and concerns regarding the risk to workers and humans exposed via the environment, as the substance is both a carcinogen and a mutagen. 


Commission Regulation (EU) No. 286/2011 (available at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:083:0001:0053:EN:PDF) adapts the technical provisions and criteria in the Annexes to the EU Classification, Labelling and Packaging (CLP) Regulation (EC) No. 1272/2008 to the third revised edition of the UN Globally Harmonised System of Classification and Labelling of Chemicals (GHS). The third revised edition contains amendments concerning, among other things, the provisions for the allocation of hazard statements and for the labelling of small packaging, new sub-categories for respiratory and skin sensitisation, the revision of the classification criteria for long-term hazards (chronic toxicity) to the aquatic environment and a new hazard class for substances and mixtures hazardous to the ozone layer. The Regulation entered into force on 19 April 2011 and applies directly in Member State law from 1 December 2012 for substances, and from 1 June 2015 for mixtures. 


Commission Regulation (EU) No. 252/2011 (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:069:0003:0006:EN:PDF) amends Annex I of REACH, which sets out the details of how to carry out a chemical safety assessment and document it in a chemical safety report, so as to adapt it to the criteria for classification and other relevant provisions laid down in the EU CLP Regulation (EC) No. 1272/2008. The Regulation entered into force on 15 April 2011 and applied directly in Member State law from 5 May 2011. However, for Registrations submitted prior to 5 May 2011, the chemical safety report had to be updated in accordance with the Regulation by 30 November 2012 at the latest. Article 22(5) of the REACH Regulation shall not apply to those updates. 


Commission Regulation (EU) No. 253/2011 (accessible from: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:069:0007:0012:EN:PDF) amends the criteria under Annex XIII of REACH for classifying a substance as persistent, bioaccumulative and toxic (PBT) and very persistent and very bioaccumulative (vPvB). The new criteria applied from 19 March 2011. The ECHA uses the Annex XIII criteria to classify substances as vPvB or PBT, which means they can be placed on the authorisation list of substances of very high concern (SVHC). The revised rules introduce a wider 'weight of evidence' approach, which means that more information has to be considered prior to classification. From 19 March 2011, companies had to apply the new criteria in their Chemical Safety Assessments. They also had to update already submitted assessments within two years.


Commission Regulation (EU) No. 214/2011 (accessible at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:059:0008:0014:EN:PDF) amends the EU Dangerous Chemicals Export and Import Regulation 689/2008/EC with respect to Annex I (which sets out those dangerous chemicals subject to prior informed consent (PIC) notification before export) and Annex V (which bans the export of substances from the EU that are banned for use within the EU) to reflect amendments made to the REACH Regulation. The EU Regulation entered into force on 24 March 2011 and applied directly in Member State law from 1 May 2011.

Commission Regulation (EU) No. 207/2011 (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:058:0027:0028:EN:PDF) amends the REACH Regulation so as to remove superfluous references to diphenylether, pentabromo derivative and perfluorooctane sulfonates (PFOS) in Annex XVII (Restrictions), due to their inclusion in the EU Persistent Organic Pollutants (POPs) Regulation 850/2004/EC via EU Regulation 756/2010/EU. The EU Regulation entered into force on 6 March 2011 and applies directly in Member State law.  


Commission Regulation (EU) No. 143/2011 (available at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:044:0002:0006:EN:PDF) - which entered into force on 21 February 2011 - amends Annex XIV (‘list of substances subject to Authorisation’) to the REACH Regulation, so as to add entries for six substances of very high concern (SVHCs) and thereby require manufacturers and importers to seek an Authorisation if they wish to continue to use these substances or place them on the market. In particular, these entries specify the date by which an application for Authorisation must be received by the ECHA - where the latest application date will be set at least 18 months before the point at which use and placing on the market will be prohibited. 

Commission Regulation (EU) No. 453/2010 (accessible at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2010:133:0001:0043:EN:PDF) - which entered into force on 20 June 2010 - amends the REACH Regulation, in order to adapt the requirements for safety data sheets (set out in Annex II) to the criteria for chemical classification and labelling set out in the Classification, Labelling and Packaging (CLP) Regulation (EC) No. 1272/2008 in phases, commencing on 1 December 2010 for suppliers of substances and 1 June 2015 for suppliers of mixtures. 

Commission Regulation (EU) No. 440/2010 (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2010:126:0001:0005:EN:PDF) concerning the fees payable under the CLP Regulation (EC) No. 1272/2008 on classification, labelling and packaging of substances and mixtures. The Regulation establishes the level, and rules for payment, of fees to the ECHA by manufacturers, importers and downstream users of a substance or mixture, where a request is made to use an alternative chemical name or a proposal is submitted to harmonise the classification and labelling of a substance. Such fees are payable in accordance with the EU Classification, Labelling and Packaging (CLP) Regulation 2008 for work performed by the ECHA - small and medium-sized enterprises (SMEs), as defined in Article 2, may benefit, however, from a reduced level of fees. The EU Regulation entered into force on 25 May 2010. 

Commission Regulation (EC) No. 790/2009 (available at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2009:235:0001:0439:EN:PDF)  amending (for the purposes of its adaptation to technical and scientific progress) Commission Regulation (EC) No. 1272/2008 on the classification, labelling and packaging (CLP) of substances and mixtures (see CLP Regulation further-down below). The Regulation updates the two lists of harmonised classification and labelling of hazardous substances in Part 3 of Annex VI to the CLP Regulation to delete entries for certain substances and to include both updated classifications for substances already subject to harmonised classification and new harmonised classifications. These amendments reflect the adaptation of the EU Dangerous Substances Directive 67/548/EEC to technical and scientific progress by EU Directives 2008/58/EC and 2009/2/EC. The EU Regulation 790/2009/EC entered into force on 25 September 2009 and the amendments to the CLP Regulation (EC) No. 1272/2008 in Article 1 applied directly in all Member States from 1 December 2010. Suppliers could apply the harmonised classifications, and adapt labelling and packaging, before 1 December 2010.


Commission Regulation (EC) No. 761/2009 (accessible at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2009:220:0001:0094:EN:PDF) amending, for the purpose of its adaptation to technical progress, Commission  Regulation (EC) No 440/2008 (see details further-down below) which laid down test methods to be applied under REACH. The Regulation includes changes to certain test methods and adds several new test methods adopted by the OECD. The Regulation entered into force on 27 August 2009.

Commission Regulation (EC) No. 552/2009 amending Annex XVII (Restrictions) of REACH entered into force on 27 June 2009. Regulation (at:

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2009:164:0007:0031:EN:PDF) makes a number of amendments to Annex XVII in order to:               (i) harmonise restrictions on substances with those in other EU Directives; and (ii) remove duplication of restrictions where substances are controlled under other EU Directives. 

Commission Regulation (EC) No. 134/2009 replacing Section 3 of Annex XI of REACH entered into force on 20 February 2009. The Regulation (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2009:046:0003:0005:EN:PDF) allows for the omission of testing under Sections 8.6 and 8.7 of Annex VIII and in accordance with Annex IX and Annex X to provide greater clarity and define what constitutes adequate justification for such an omission. 

Corrigendum to REACH (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2009:036:0084:0084:EN:PDF) - issued in February 2009 - cancels and replaces the Corrigendum of 31 May 2008, which redrafted Article 3(20)(c) of the REACH Regulation (EC) No.1907/2006 (as amended by EU Regulation (EC) No. 1354/2007) but erroneously modified the scope of the phase-in definition of substances classified as ‘no-longer polymers’.

Commission Regulation (EC) No. 1272/2008 on revised rules for the Classification, Labelling and Packaging (CLP) of substances and mixtures entered into force on 20 January 2009. The Regulation (available at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2008:353:0001:1355:EN:PDF) replaces Title XI of REACH (Classification and Labelling Inventory), makes a few other supplementary changes to REACH, and implements the UN Globally Harmonised System (GHS) for CLP. The re-classification and labelling of most substances had to be completed by 1 December 2010. The deadline for mixtures is 1 June 2015. Existing legislation on CLP will be repealed on 1 June 2015 - during a transitory period existing systems and the CLP rules will be applied in parallel. 


Commission Regulation (EC) No. 987/2008 on amending REACH as regards Annexes IV and V entered into force on 12 October 2008. The Regulation (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2008:268:0014:0019:EN:PDF) amends and replaces Annex IV and Annex V, which both list substances that are exempt from the obligations in Titles II (Registration), V (Downstream users) and VI (Evaluation) of REACH. 

Commission Regulation (EC) No. 771/2008 (available at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2008:206:0005:0013:EN:PDF) laying down rules pertaining to the Board of Appeal of the ECHA entered into force on 5 August 2008. 

Commission Regulation (EC) No. 465/2008 (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2008:139:0008:0009:EN:PDF) on testing and information requirements for PBTs entered into force on 30 May 2008.


Commission Regulation (EC) No. 466/2008 (available at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2008:139:0010:0011:EN:PDF) requiring firms to submit data on EU priority substances entered into force on 30 May 2008. 


Commission Regulation (EC) No. 440/2008 (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:32008R0440:EN:HTML) on testing methods pursuant to REACH entered into force on 30 May 2008 (see amendments to this Regulation introduced by Commission Regulation (EU) No. 640/2012 further above).

Commission Regulation (EC) No. 340/2008 (details at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2008:107:0006:0025:EN:PDF) on the ECHA fees that companies will pay for operations under REACH entered into force on 20 April 2008 - see new Commission Fees Regulation (EU) No. 254/2013 further above. 

(B) Expected new measures


(i) In the first-half of 2014, Commission proposals for revising the Biocides Regulation (EU) No. 528/2012 in order to correct errors and inconsistencies in the legislative text pertaining to new articles treated with biocides are expected to be adopted.


(ii) During 2014, the Commission will carry out another review of REACH to determine whether or not it should be further amended to extend the requirements of Chemical Safety Assessments and Chemical Safety Reports for substances identified as being CMRs.


(iii) The Commission is expected to consult on the need for an EU-wide Register of nanomaterials in the Spring of 2014, with a view to making a legislative decision by early 2015.


(iv) By June 2015, the Commission is to make recommendations on any changes that might be needed to the REACH Regulation’s approach to endocrine disrupters. 


(v) By 2019, the Commission will undertake additional REACH-related reviews on: (a) the requirements for Chemical Safety Assessments for other substances; (b) animal testing methods for PBT and vPvB substances; and (c) the information requirements for suppliers.
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REACH Guidance from the ECHA and Other Sources


[Please note: Sections A & B contain links to the core ECHA Guidance.  Additional Guidance from the ECHA on other various apects pertaining to REACH is also accessible via the ECHA’s Homepage - the link to which is provided in the first entry under Section A.]  

(A) ECHA Guidance 


ECHA (Homepage) - http://echa.europa.eu/web/guest/about-us;jsessionid=740D01684F49F0C58A80D0B695B755CE.live2.   


Frequently Asked Questions (FAQ) - http://echa.europa.eu/web/guest/support/faqs. Updated guidance regarding FAQ on REACH.

ECHA Guidance on pre-Registration - http://echa.europa.eu/web/guest/regulations/reach/substance-registration/pre-registration. Guidance on the (late) pre-Registration of substances after the initial 1 December 2008 deadline.

ECHA Brochure: Registration of certain substances - http://ec.europa.eu/enterprise/sectors/chemicals/reach/registration/key_info_index_en.htm. Brochure provides information relating to the second REACH Registration deadline of 31 May 2013. This requirement applies to all substances manufactured or imported above 100 tonnes per year.

ECHA Guidance (in a nutshell): Registration data and dossier handling - 


http://echa.europa.eu/documents/10162/17224/nutshell_guidance_registration_en.pdf. Guidance aims to provide a simple and concise introduction, for manufacturers, importers and representatives, on the requirements of REACH in relation to the information content of Registration dossiers for chemical substances, particularly with regard to the information requirements (such as the data on physicochemical, toxicological and ecotoxicological properties) and the Chemical Safety Assessment. In addition, the Guidance provides assistance in the preparation and submission of a Registration dossier, and outlines essential follow-up activities required by the ECHA and Registrants upon the submission of a Registration (see detailed Guidance on Registration below).

ECHA Guidance on Registration - http://echa.europa.eu/documents/10162/13629/registration_version2_draft_march_clean_en.pdf. Guidance explains when and how to Register a substance under the REACH Regulation.


ECHA Factsheet: Guidance on Data sharing - http://echa.europa.eu/documents/10162/13631/data_sharing_en.pdf. Factsheet supplements the detailed Guidance on data sharing by providing a short summary of key aspects for manufacturers and importers of chemical substances. Under the REACH Regulation, multiple Registrants of the same substance are required to share data in the context of their Registration.

ECHA Guidance (in a nutshell): Data sharing - http://echa.europa.eu/documents/10162/13631/nutshell_guidance_data_sharing_en.pdf. Guidance aims to explain in simple terms the main principles and obligations relating to data sharing and the joint submission of data under the REACH Regulation for Registrants of phase-in and non-phase-in substances, so as to enable producers, importers and / or users of chemical substances to determine whether they will need to refer to the full Guidance on data sharing (below).  


ECHA Guidance on Data sharing - http://echa.europa.eu/documents/10162/13631/guidance_on_data_sharing_en.pdf. Guidance describes data sharing mechanisms required under the REACH Regulation, both within the same Substance Information Exchange Forum (SIEF) and between different SIEFs for phase-in substances and between multiple Registrants of the same non-phase-in substances. 

ECHA Guidance (in a nutshell): Compilation of Safety Data Sheets - http://echa.europa.eu/documents/10162/13643/sds_nutshell_guidance_en.pdf. Guidance provides an overview of the obligations related to the Safety Data Sheets (SDS) as foreseen by Article 31 and Annex II of the REACH Regulation. The Guidance describes in simple terms the main principles to be applied in the compilation of SDSs and the obligations that suppliers of substances and mixtures have to fulfil when providing an SDS to their customers. See full Guidance on the compilation of SDS below.  

ECHA Guidance on the compilation of Safety Data Sheets -. http://echa.europa.eu/documents/10162/13643/draft_guidance_sds_to_peg_201304_en.pdf. Guidance provides information on compiling Safety Data Sheets (SDS), so as to fulfil the obligations under Article 31 and Annex II of the REACH Regulation.  

ECHA Guidance (in a nutshell): Downstream Users - http://echa.europa.eu/documents/10162/13634/du_nutshell_guidance_en.pdf. Guidance aims to introduce in simple and concise terms the obligations for Downstream Users under the REACH Regulation. The Guidance explains in brief how to identify the Downstream User's roles and illustrates the different circumstances that the Downstream User may encounter. The Guidance explains the obligations to be fulfilled and the actions that a Downstream User can choose to take according to their situation. In particular, principles and requirements concerning communication of information on mixtures are outlined. See full Guidance for Downstream Users below.

ECHA Guidance for Downstream Users - http://echa.europa.eu/documents/10162/966058/du_guidance_draft_en.pdf. Guidance describes requirements for Downstream Users under the REACH Regulation. 

ECHA Factsheet: Key information for recipients of substances covered by Article 2(7) of the REACH Regulation - Communication obligations for certain substances exempted from Registration under REACH -

http://echa.europa.eu/documents/10162/13655/reach_factsheet_on_communication_obligation_en.pdf. Factsheet provides information regarding the implications arising from the exemption of certain chemical substances from Registration requirements according to Article 2(7) of the REACH Regulation.

ECHA Guidance for Annex V: Exemptions from obligation to Register - http://echa.europa.eu/documents/10162/13564/draft_update_of_guidance_for_annex_v_entry_9_2012_clean_en.pdf. Guidance provides advice regarding the interpretation of criteria found under Article 2(7)(b) of the REACH Regulation (as amended by EU Regulation 987/2008/EC) for exempting substances covered by Annex V from Registration, downstream user and evaluation requirements.   

ECHA Factsheet: Getting Started in Substance Information Exchange Forums (SIEFs) - Top Tips - http://echa.europa.eu/documents/10162/17096/reach_factsheet_siefs_en.pdf. Factsheet provides information regarding the SIEFs that are to be formed by companies intending to Register substances under REACH. Factsheet addresses some of the problems that have arisen in relation to SIEFs and aims to highlight potential solutions. 

ECHA News Alert - Recommendations to Lead Registrants http://echa.europa.eu/documents/10162/17096/na_10_19_dcg_lr_20100416_en.pdf. A news alert which provides practical recommendations for ensuring that Lead Registrants submit lead dossiers in time. Lead Registrants are advised to inform all Substances Information Exchange Forum (SIEF) members of the date on which they intend to submit the lead dossier and a ‘cut-off-date’ at which point the dossier will be frozen.

ECHA Guidance on intermediates - http://echa.europa.eu/documents/10162/17224/intermediates_en.pdf. Guidance provides information on when and how the specific provisions for the Registration of intermediates can be used under the REACH Regulation, where intermediates are substances that are manufactured for and consumed in or used for chemical processing in order to be transformed into other substances. 

ECHA News Alert - Clarifying the definition of intermediates - http://echa.europa.eu/documents/10162/17095/na_10_30_guidance_on_intermediates_20100601_en.pdf. A news alert clarifying the definition of intermediates.

ECHA Guidance for monomers and polymers - http://echa.europa.eu/documents/10162/13632/polymers_en.pdf. Updated Guidance describes specific provisions regarding polymers and monomers contained under the REACH Regulation.


ECHA Guidance on Scientific Research and Development (SR&D) and Product and Process Oriented Research and Development (PPORD) - http://echa.europa.eu/documents/10162/17224/ppord_en.pdf. Guidance describes the specific provisions under REACH for substances manufactured, imported or used in scientific Research and Development (SR&D) and Product and Process Oriented Research and Development (PPORD). 



ECHA Guidance: Data submission manual 5 - How to complete a technical dossier for Registrations and PPORD notifications - http://echa.europa.eu/documents/10162/17248/compl_tech_dossier_manual_en.pdf. Guidance is intended to assist Registrants and notifiers in the preparation of Registration and PPORD dossiers in accordance with REACH. In particular, the aim of this Guidance is to help potential Registrants and notifiers identify which of the IUCLID 5 fields are of prime importance in relation to the technical completeness check.


ECHA Guidance (in a nutshell): Requirements for substances in articles  http://echa.europa.eu/documents/10162/17224/nutshell_guidance_articles2_en.pdf. Guidance which aims to provide managers and decision-makers of companies producing, importing and / or supplying articles in the European Economic Area (EEA) with a brief explanation of the law applicable to substances in articles under REACH, particularly if they have little experience with chemicals regulatory affairs. Articles are defined as an object which during production is given a special shape, surface or design which determines its function to a greater degree than its chemical composition. Such articles include most of the commonly used objects in industry such as electronic equipment. The Guidance is intended to support the main Guidance on substances in articles (below).

ECHA Guidance on the requirements for substances in articles - http://echa.europa.eu/documents/10162/17224/articles_en.pdf. Guidance explains and illustrates those provisions of REACH that apply to substances in articles, where an article is defined (under Article 3(3) of REACH) as an object which during production is given a special shape, surface or design that determines its function to a greater degree than does its chemical composition. In particular, the Guidance will assist producers and importers of articles to identify whether they have obligations under REACH in relation to Registration and notification according to Article 7, and in respect to article supply chain communication according to Article 33.

ECHA Guidance on the application of the classification, labelling and packaging (CLP) criteria under the CLP Regulation (EC) No. 1272/2008 for substances and mixtures - http://echa.europa.eu/documents/10162/13562/clp_en.pdf. Guidance provides information for the benefit of manufacturers or importers on their obligations under the EU Chemical Classification, Labelling and Packaging (CLP) Regulation (EC) No. 1272/2008 regarding the application of classification and labelling criteria for physical, health and environmental hazards.

ECHA Guidance on the application of the CLP criteria - Third draft (to generate Version 4.0) for second PEG [Part 2: Physical Hazards] - http://echa.europa.eu/documents/10162/13562/clp_3rd_atp_chapter_2_phys_chem_en.pdf. Guidance provides information on the generation and interpretation of test data for physical hazards arising from chemical substances. It represents Part 2 (‘Physical Hazards’) of the Guidance on the application of the classification and labelling criteria under the Chemicals Classification, Labelling and Packaging (CLP) Regulation (EC) No. 1272/2008 (see details on the CLP Guidance above).

ECHA Guidance on the application of the CLP criteria - Second draft (to generate Version 4.0) for second PEG [Part 3: Health Hazards] - http://echa.europa.eu/documents/10162/13562/draft_guidance_peg_clp_hh_rev4_v2_201303_en.pdf. Guidance provides information on the generation and interpretation of test data for health hazards arising from chemical substances. It represents Part 3 (‘Health Hazards’) of the Guidance on the application of classification and labelling criteria under the Chemicals Classification, Labelling and Packaging (CLP) Regulation (EC) No. 1272/2008


(see details on the CLP Guidance above and information directly below pertaining to the application of the CLP criteria in respect to ‘human health hazards’).  


ECHA Guidance on the application of the CLP criteria - Further development of the RIP 3.6 Guidance [Human health hazards (Specific concentration limits)] - http://echa.europa.eu/documents/10162/13564/draft_guidance_clp_hh_caracal_clean_v3_en.pdf. Guidance presents further modifications to the Guidance on the application of the chemicals CLP criteria, particularly concerning corrections to Part 1 (‘General Principles for Classification’) and an update of Part 3 (‘Health Hazards’), as well as the inclusion of a new Annex VI.


ECHA Guidance on the preparation of dossiers for harmonised classification and labelling (CLH) under the CLP Regulation (EC) No 1272/2008 - http://echa.europa.eu/documents/10162/13562/draft_clh_peg_201311_en.pdf. Guidance provides information for the benefit of Member State Competent Authorities and manufacturers, importers and downstream users on the preparation of a dossier containing proposals for harmonised classification and labelling (CLH) of substances in accordance with the EU Chemical Classification, Labelling and Packaging (CLP) Regulation (EC) No. 1272/2008.

ECHA Guidance: Frequently Asked Questions about the CLP Regulation (EC) No 1272/2008 - http://echa.europa.eu/web/guest/support/faqs/clp-frequently-asked-questions. Guidance which outlines answers to a number of frequently asked questions on the EU Chemical Classification, Labelling and Packaging (CLP) Regulation. Among other things, the Guidance covers who the CLP Regulation applies to and the requirements relating to labelling and notification.

ECHA Factsheet: Guidance for the identification and naming of substances under the REACH Regulation and the Classification, Labelling and Packaging (CLP) Regulation - http://echa.europa.eu/documents/10162/17236/substance_en.pdf. Factsheet which provides a structured overview on the identification and naming of substances under the EU REACH and CLP Regulations, so as to assist companies who manufacture in, or import chemical substances into, the EU.

ECHA Guidance (in a nutshell): Identification and naming of substances under the REACH Regulation and the Classification, Labelling and Packaging (CLP) Regulation (EC) No. 1272/2008 - http://echa.europa.eu/documents/10162/17235/nutshell_guidance_substance_en.pdf. Guidance which presents a simple and concise introduction on how to identify and name a substance under the EU REACH and CLP Regulations. The ‘Guidance in a nutshell’ is aimed at managers and decision-makers of companies producing or importing chemical substances in the EU, particularly those belonging to the Small and Medium Enterprises (SME) category. More detailed information can be found in the full Guidance below.

ECHA Guidance for the identification and naming of substances under the REACH Regulation and the Classification, Labelling and Packaging (CLP) Regulation (EC) No. 1272/2008 - http://echa.europa.eu/documents/10162/17235/substance_id_en.pdf.  Guidance which describes how to name and identify substances under the EU REACH and CLP Regulations. The Guidance will be of use to manufacturers and importers of chemicals. It was initially published in June 2007, and has been revised to include editorial corrections, replace outdated information, correct examples and introduce updated references. However, none of the adjustments change the requirements placed on industry.  



ECHA Tool - Preparation of Chemical Safety Assessments and Chemical Safety Reports - http://chesar.echa.europa.eu/. A tool which is intended to help companies to prepare their Chemical Safety Assessments (CSA) and Chemical Safety Reports (CSR), which are required for substances manufactured or imported at a volume equal to or above 10 tonnes per year under the REACH Regulation. The Chemical Safety Assessment and Reporting (CHESAR) Tool may be downloaded and used as a plug-in to the International Uniform Chemical Information Database (IUCLID 5) Tool (http://iuclid.eu/). 

ECHA Guidance on the Chemical Safety Report (CSR): An illustrative example [Part 1, introductory note and Part 2, illustrative CSR] - http://echa.europa.eu/documents/10162/13634/csr_illustrative+example_en.pdf. Guidance provides information on aspects to be considered when undertaking a Chemical Safety Assessment for a CSR on environmental and human exposure as required under the REACH Regulation.

ECHA Guidance (in a nutshell): Chemical Safety Assessment - http://echa.europa.eu/documents/10162/17224/nutshell_guidance_csa_en.pdf  Guidance aims to provide an overview for industry of the general provisions of a Chemical Safety Assessment (CSA) in the context of REACH. In particular, the Guidance outlines what a CSA consists of and how it is performed / documented. A CSA is the process that identifies and describes the conditions under which the manufacturing and use of a substance is considered to be safe and consists of three major steps: (i) hazard assessment; (ii) exposure assessment; and (iii) risk characterisation. The Guidance is intended to support the main Guidance on CSA (below).

ECHA Guidance on Information Requirements and Chemical Safety Assessment - http://echa.europa.eu/web/guest/guidance-documents/guidance-on-information-requirements-and-chemical-safety-assessment. Guidance on the information requirements under REACH with regard to substance properties, exposure, use and risk management measures, in the context of a Chemical Safety Assessment. This package of Guidance documents contains advice on: (i) the collection of the available information regarding the intrinsic properties of the substance to be Registered; (ii) the assessment of this information against the requirements specified by REACH; (iii) the identification of data gaps; and (iv) the generation of the additional information required to fill the data gaps. 


ECHA Guidance on Information Requirements and Chemical Safety Assessment - Part B: Hazard Assessment - http://echa.europa.eu/documents/10162/17224/inforeq_csr_b_draft_chap_b8_final_20110831_en.pdf. Guidance providing assistance to manufacturers and importers of substances requiring an exposure assessment under the REACH Regulation, by presenting information on the required scope of the exposure assessment based on the outcome of the hazard assessment. In particular, this version of the Guidance includes a new Chapter B.8 (‘Scope of Exposure Assessment’) which forms part of a package of Chemical Safety Assessment related Guidance documents (described below) that explain the information requirements under REACH with regard to substance properties, exposure, uses and risk management measures, in the context of a Chemical Safety Assessment.

ECHA Guidance on Information Requirements and Chemical Safety Assessment - Part D: Exposure scenario building - http://echa.europa.eu/documents/10162/17224/information_requirements_part_d_en.pdf. Guidance providing information on exposure scenario building and the format of a Chemical Safety Report (CSR) in the context of information requirements under REACH, so as to ensure that the information content of the exposure scenario is generated, stored, processed, communicated and analysed in a transparent and efficient way. 

ECHA Guidance on Information Requirements and Chemical Safety Assessment - Part E: Risk characterisation - http://echa.europa.eu/documents/10162/13564/inforeq_csr_part_e_draft_201207_en.pdf. Guidance provides information for Registrants under the REACH Regulation on risk characterisation. The Guidance forms part of a package of Guidance documents that describe the information requirements with regard to substance properties, exposure, uses and risk management measures, in the context of a Chemical Safety Assessment.


ECHA Guidance on Information Requirements and Chemical Safety Assessment - Chapter R.5: Adaptation of information requirements - http://echa.europa.eu/documents/10162/17224/information_requirements_r5_en.pdf Guidance provides information on the different options available under the REACH Regulation to adapt information requirements. 

ECHA Guidance on Information Requirements and Chemical Safety Assessment - Chapter R.6: QSARs and grouping of Chemicals -


http://echa.europa.eu/documents/10162/13632/information_requirements_r6_en.pdf Guidance provides advice on new non-animal testing approaches such as QSAR and grouping that facilitate the evaluation of the intrinsic properties of chemicals. 


ECHA Guidance on Information Requirements and Chemical Safety Assessment - Chapter R.7a: Endpoint Specific Guidance - http://echa.europa.eu/documents/10162/13632/information_requirements_r7a_en.pdf. Guidance describes information requirements regarding physico-chemical properties (set out under the REACH Regulation) and presents different human health and environmental end points. The ECHA has also published extra Guidance presenting an updated Chapter R.7.7 (‘mutagenicity and carcinogenicity’) to the main Guidance - the additional Guidance is at: http://echa.europa.eu/documents/10162/13643/ir_csa_r7a_muta_draft_peg_201305_en.pdf (see other related supplemental Guidance directly below).

ECHA Guidance on Information Requirements and Chemical Safety Assessment - Appendix R7-1: Recommendations for nanomaterials applicable to Chapter R.7a [Endpoint Specific Guidance] –


http://echa.europa.eu/documents/10162/13632/appendix_r7a_nanomaterials_en.pdf. Guidance presents advice for Registrants under the REACH Regulation regarding the preparation of Registration dossiers for nanomaterials, so as to supplement the Chapter R.7a ‘endpoint specific Guidance’ (see Guidance above).


ECHA Guidance on Information Requirements and Chemical Safety Assessment - Chapter R.7b: Endpoint Specific Guidance - http://echa.europa.eu/documents/10162/13632/information_requirements_r7b_en.pdf. Guidance providing advice to Registrants on aquatic pelagic toxicity testing and the application of an Integrated Testing Strategy (ITS) for aquatic toxicity. Guidance is primarily concerned with the gathering of data and information on substances to enable an environmental hazard assessment to be completed in order to determine, amongst other things, potential PBT toxicity (see related supplemental Guidance directly below).

ECHA Guidance on Information Requirements and Chemical Safety Assessment - Appendix R7-1: Recommendations for nanomaterials applicable to Chapter R.7b [Endpoint Specific Guidance] –


http://echa.europa.eu/documents/10162/13632/appendix_r7b_nanomaterials_en.pdf. Guidance presents advice for Registrants under the REACH Regulation regarding the preparation of Registration dossiers for nanomaterials, so as to supplement the Chapter R.7b ‘endpoint specific Guidance’ (see Guidance above).


ECHA Guidance on Information Requirements and Chemical Safety Assessment - Chapter R.7c: Endpoint Specific Guidance - http://echa.europa.eu/documents/10162/13632/information_requirements_r7c_en.pdf. Guidance provides advice to Registrants on the assessment of all available data on: (i) the aquatic bioaccumulation of substances and their potential long-term toxicity effects for birds; and (ii) the inherent toxic potential of specific substances to terrestrial living organisms (see related supplemental Guidance directly below).

ECHA Guidance on Information Requirements and Chemical Safety Assessment - Appendix R7-2: Recommendations for nanomaterials applicable to Chapter R.7c [Endpoint Specific Guidance] –


http://echa.europa.eu/documents/10162/13632/appendix_r7c_nanomaterials_en.pdf. Guidance presents advice to Registrants under the REACH Regulation regarding the preparation of Registration dossiers for nanomaterials, so as to supplement the Chapter R.7c ‘endpoint specific Guidance’ (see Guidance above).

ECHA Guidance on DNEL / DMEL derivation from human data [Chapter R.8: Characterisation of dose [concentration] - Response for human health] - http://echa.europa.eu/documents/10162/17224/r8_dnel_hd_draft_rev1-1_after_peg_en.pdf. Guidance providing information on dose/concentration response for human health (with particular regard to extracting derived no-effect levels (DNELs) or derived minimal effect levels (DMELs) from human data), in the context of risk characterisation under the REACH Regulation (see related supplemental Guidance directly below). 

ECHA Guidance on Information Requirements and Chemical Safety Assessment - Appendix R8-15: Recommendations for nanomaterials applicable to Chapter R.8: Characterisation of dose [concentration]-Response for human health - http://echa.europa.eu/documents/10162/13643/appendix_r8_05-2012_en.pdf. Guidance presents advice for Registrants under the REACH Regulation regarding the preparation of Registration dossiers for nanomaterials, so as to supplement the Chapter R.8 ‘Characterisation of dose [concentration]-response for human health’ Guidance (see Guidance above).

ECHA Guidance on Information Requirements and Chemical Safety Assessment Chapter R.10: Characterisation of dose [concentration]-Response for environment - http://echa.europa.eu/documents/10162/13632/information_requirements_r10_en.pdf. Guidance describes the information requirements under the REACH Regulation with regard to substance properties, exposure, use, risk management, and the Chemical Safety Assessment (see supplemental Guidance directly below). 


ECHA Guidance on Information Requirements and Chemical Safety Assessment - Appendix R10-2: Recommendations for nanomaterials applicable to Chapter R.10: Characterisation of dose [concentration]-response for environment -


http://echa.europa.eu/documents/10162/13643/appendix_r10_05-2012_en.pdf. Guidance presents advice for Registrants under the REACH Regulation regarding the preparation of Registration dossiers for nanomaterials, so as to supplement the Chapter R.10 ‘Characterisation of dose [concentration]-response for environment’ Guidance (see Guidance above).

ECHA Guidance Factsheet: Guidance on the use descriptor system - 


http://echa.europa.eu/documents/10162/17224/use_descriptor_system_en.pdf. Factsheet provides a short structured overview of the key aspects of the ECHA Guidance on the use descriptor system (see below), including who the Guidance is aimed at and key terms used in the Guidance document.


ECHA Guidance on Information Requirements and Chemical Safety Assessment [Chapter R.12: Use descriptor system] - http://echa.europa.eu/documents/10162/17224/information_requirements_r12_en.pdf. Guidance which provides assistance to manufacturers and importers of substances requiring an exposure assessment under REACH (who are required to develop, assess and communicate exposure scenarios covering the entire life cycle of the substance) by setting up a system to help develop short titles of exposure scenarios, so as to flag up their scope and applicability. 

ECHA Guidance on Information Requirements and Chemical Safety Assessment [Chapter R.14: Occupational exposure estimation] - http://echa.europa.eu/documents/10162/17224/draft_chapter_r14_version2_rev2_en.pdf. Guidance provides information on conducting an occupational exposure assessment under REACH, with particular regard to what information is needed for the assessment at the different levels and how to deal with it (see related supplemental Guidance directly below). 

ECHA Guidance on Information Requirements and Chemical Safety Assessment - Appendix R14-4: Recommendations for nanomaterials applicable to Chapter R.14: Occupational exposure estimation -


http://echa.europa.eu/documents/10162/13643/appendix_r14_05-2012_en.pdf. Guidance presents advice for Registrants under the REACH Regulation regarding the preparation of Registration dossiers for nanomaterials, so as to supplement the Chapter R.14 ‘Occupational exposure estimation’ Guidance (see Guidance above).

ECHA Guidance on Information Requirements and Chemical Safety Assessment [Chapter R.15: Consumer exposure estimation] - http://echa.europa.eu/documents/10162/17224/r15_update_version_2_rev20_en.pdf. Guidance provides assistance to manufacturers and importers of substances requiring an exposure assessment under REACH, by outlining a procedure for the estimation of consumer exposure to substances (either on their own, in preparations or in articles). 


ECHA Guidance on Information Requirements and Chemical Safety Assessment [Chapter R.16: Environmental exposure estimation] -


http://echa.europa.eu/documents/10162/17224/information_requirements_r16_en.pdf. Guidance provides assistance to manufacturers and importers of substances requiring an exposure assessment under REACH with regard to estimating environment exposure (in terms of releases to air and water and at local and regional scale, fate and distribution of the releases and calculation of exposure concentrations). 

ECHA Guidance on Information Requirements and Chemical Safety Assessment [Chapter R.18: Estimation of exposure from waste life stage] -. http://echa.europa.eu/documents/10162/17224/csr_r18_guidance_update_full_en.pdf Guidance which provides assistance to manufacturers and importers of substances requiring an exposure assessment under the REACH Regulation, by setting out information relating to REACH requirements for substances (on their own, in preparations or in articles) in the waste life stage. These requirements are limited due to the fact that waste, as defined under the Waste Framework Directive 2008/98/EC, is not classified as a substance, preparation or article under Article 3 of REACH. 

ECHA Guidance on the Data submission manual - Part 19: How to submit a Chemical Safety Report (CSR) as part of a joint submission - http://echa.europa.eu/documents/10162/17248/dsm_19_how_joint_csr_en.pdf  Guidance providing practical information on the joint submission of a Chemical Safety Report (CSR) under the REACH Regulation, with particular focus placed on the chapters relating to use, exposure assessment and risk characterisation. 


ECHA Report concerning Communication on the safe use of chemicals - http://echa.europa.eu/documents/10162/17203/clp_study_en.pdf. Report examines the communication of information to the general public on the safe use of substances and mixtures and the potential need for additional information on labels. The report was submitted to the Commission in accordance with Article 34(1) of the EU Classification, Labelling and Packaging (CLP) Regulation.

ECHA Roadmap - Enhancing the quality of information communicated on the safe use of chemicals - http://echa.europa.eu/view-article/-/journal_content/title/echa-and-stakeholders-set-out-actions-to-improve-chemical-safety-reports-and-safety-data-sheets. Roadmap aims to improve the quality of information communicated in the exposure scenarios included in Chemical Safety Reports and in extended Safety Data Sheets (these documents hold essential information on the safe use of chemical substances and mixtures for downstream users, authorities and REACH Registrants alike). 


ECHA Guidance - Exposure scenario for Chemical Safety Report and communication example: Consumer use of a substance in cleaning products - http://echa.europa.eu/documents/10162/17234/es_for_consumer_20110829_en.pdf. Guidance providing practical examples of how to generate exposure scenarios (ESs) for a substance that is commonly used in cleaning products by consumers, once a consumer and environment exposure assessment and risk characterisation has been completed. The REACH Regulation requires manufacturers or importers of the substance to document the ES in the Chemical Safety Report (CSR) and attach it to the safety data sheet (SDS) if that substance is placed on the market. The example ES set out in the Guidance document should be useful for both Registrants and downstream users receiving extended SDSs for Registered REACH substances.

ECHA Guidance - Exposure scenario for chemical safety report and communication example: Professional use of a substance in floor coatings - http://echa.europa.eu/documents/10162/17235/es_professional_use_20110829.pdf. Guidance providing practical examples of how to generate exposure scenarios (ESs) for a substance that is commonly used in floor coating products and is applied by workers, once a worker and environment exposure assessment and risk characterisation has been completed. The REACH Regulation requires manufacturers or importers of the substance to document the ES in the Chemical Safety Report (CSR) and attach it to the safety data sheet (SDS) if that substance is placed on the market. The example ES set out in the Guidance document should be useful for both Registrants and downstream users receiving extended SDSs for Registered REACH substances.

ECHA Guidance on the Biocides Regulation (EU) No. 528/2012 - The making available on the market and use of Biocidal products: Information requirements - http://echa.europa.eu/documents/10162/15623299/biocides_guidance_information_requirements_en.pdf. Guidance describes the information requirements for active substances and biocidal products in accordance with the Title 1 of Annex II and III of the Biocides Regulation.

ECHA Guidance on the Biocides Regulation (EU) No. 528/2012 - The making available on the market and use of Biocidal products: Active substance suppliers - http://echa.europa.eu/documents/10162/15623299/biocides_guidance_active_substance_suppliers_en.pdf. Guidance describes the obligations under Article 95 of the Biocides Regulation and explains the regulatory consequences. See separate related Guidance directly below.

ECHA Guidance on the Biocides Regulation (EU) No. 528/2012 - Biocides Submission Manual 3 (BSM 3): Active substances [Part A: Initial submissions] - http://echa.europa.eu/documents/10162/14938692/bsm_03a_active_subst_init_subm_en.pdf. Guidance explains how to submit biocide applications concerning active substances under the Biocides Regulation.

ECHA Guidance on the Biocides Regulation (EU) No 528/2012 - The making available on the market and use of Biocidal products: Applications for technical equivalence - http://echa.europa.eu/documents/10162/15623299/guidance_applications_technical_equivalence_en.pdf. Guidance provides information for potential applicants regarding technical equivalence assessments under Article 54 of the Biocides Regulation. See separate related Guidance directly below.

ECHA Guidance on the Biocides Regulation (EU) No 528/2012 - Biocides Submission Manual 3 (BSM 3): Active substances [Part B: Technical equivalence] - http://echa.europa.eu/documents/10162/14938692/bsm_03b_active_subst_techn_equiv_en.pdf. Guidance explains how to submit biocide applications concerning technical equivalence of an active substance under the Biocides Regulation. It describes how applicants can navigate through the relevant software applications.

ECHA Guidance on the Biocides Regulation (EU) No 528/2012 - Biocides Submission Manual 6 (BSM 6): Confidentiality requests for biocide applications - http://echa.europa.eu/documents/10162/14938692/bsm_06_confidentiality_requests_en.pdf. Guidance provides information on confidentiality requests relating to information submitted as part of a biocide application.

ECHA Guidance on the Biocides Regulation (EU) No 528/2012 - Biocides Submission Manual 5 (BSM 5): Invoicing in R4BP 3 - http://echa.europa.eu/documents/10162/14938692/bsm_05_invoicing_en.pdf. Guidance provides information regarding invoices and credit notes issued following the submission of applications under the Biocides Regulation.

ECHA Guidance on the Biocides Regulation (EU) No 528/2012 - Biocides Submission Manual 4 (BSM 4): Biocidal products [Part B: National authorisation changes on request] - http://echa.europa.eu/documents/10162/14938692/bsm_04b_bproducts_national_auth_changes_request_en.pdf. Guidance explains how to submit applications, in accordance with Article 50 of the Biocides Regulation, for changes to national authorisations of biocidal products. See separate related Guidance directly below

ECHA Guidance on the Biocides Regulation (EU) No 528/2012 - Biocides Submission Manual 4 (BSM 4): Biocidal products [Part A: Initial submissions] - http://echa.europa.eu/documents/10162/14938692/bsm_04a_bproducts_initial_submissions_en.pdf. Guidance explains how to submit applications under the Biocides Regulation concerning initial submissions for biocidal products.


ECHA Guidance on the Biocides Regulation (EU) No 528/2012 - Biocides Submission Manual 2 (BSM 2): Using R4BP 3 for biocide applications - http://echa.europa.eu/documents/10162/14938692/bsm_02_using_r4bp3_en.pdf. Guidance describes how the Register for Biocidal Products (R4BP) IT system should be used to submit applications under the Biocides Regulation.

ECHA Guidance on the Biocides Regulation (EU) No 528/2012 - Human health risk assessment of biocidal products (Vol III Part B) - http://echa.europa.eu/documents/10162/15623299/biocides_guidance_human_health_ra_iii_partb_en.pdf. Guidance provides technical advice on human health risk assessments for biocidal active substances and products, particularly how to perform the hazard and exposure assessment and risk characterisation for such substances and products. It applies to applications for active substance approval and product authorisation as submitted from 1 September 2013 under the Biocides Regulation.

ECHA Factsheet: Guidance on waste and recovered substances - http://echa.europa.eu/documents/10162/17224/waste_rec_en.pdf. Factsheet provides a short summary of key aspects relating to waste and recovered substances under the REACH Regulation. The factsheet is intended to supplement the detailed Guidance below.


ECHA Guidance on waste and recovered substances - http://echa.europa.eu/documents/10162/17224/waste_recovered_en.pdf. Guidance provides information for manufacturers and importers on obligations relating to recovered substances under REACH. In particular, the Guidance aims to clarify the status of materials that have been recovered, ceased to be waste and are subject to obligations under the REACH Regulation for substances, mixtures or articles. 


ECHA Guidance on priority setting for evaluation - http://echa.europa.eu/documents/10162/17221/prioritisation_evaluation_en.pdf. Guidance describes the different priority setting methods developed to prioritise dossiers, testing proposals or substances for evaluation and gives guidance for the ECHA and the Member States Competent Authorities on the application of these methods.


ECHA Recommendations on the Interaction between Member States and Registrants under Substance Evaluations - http://echa.europa.eu/documents/10162/13628/interaction_ms_reg_sev_en.pdf. The aim of the Recommendations is to give Guidance for a common approach and create a level playing field for interactions among the evaluating Member States and Registrants. The Recommendations complement the leaflet ‘Substance evaluation under REACH - Tips for Registrants and Downstream Users’ (see details directly below).

ECHA Leaflet: Substance Evaluation under REACH - Tips for Registrants and Downstream Users - http://echa.europa.eu/documents/10162/13628/sub_eval_under_reach_leaflet_en.pdf. The leaflet provides practical advice for Registrants who hold a Registration for a substance included in the Community Rolling Action Programme (CoRAP) and for Downstream Users of such substances on how to participate in the substance evaluation process.


ECHA Guidance on the preparation of an application for an Authorisation - http://echa.europa.eu/documents/10162/17229/authorisation_application_en.pdf. Guidance which describes how to prepare an application for an Authorisation relating to the use of substances of very high concern (SVHC) included in Annex XIV (‘list of substances subject to Authorisation’) under the REACH Regulation. In particular, the Guidance relates to the mixture of an analysis of alternatives, a substitution plan and how interested third parties can contribute to the Authorisation process. The Guidance is primarily intended for manufacturers, importers and downstream users who place on the market or use an Annex XIV substance, as well as third parties that may have information on alternative substances or alternative technologies.

ECHA Guidance on the preparation of a socio-economic analysis as part of an application for Authorisation - http://echa.europa.eu/documents/10162/17235/sea_authorisation_en.pdf. Guidance describes the process of undertaking a socio-economic analysis as part of an Authorisation application under REACH, and thereby supplements the Guidance above on preparing an Authorisation application. A socio-economic analysis describes and analyses both the positive and negative effects of granting an Authorisation compared with a refusal, so as to establish whether the socio-economic benefits of continued use of the substance outweigh the risks of continued use for human health and the environment.

ECHA Guidance on IUCLID 5 - http://echa.europa.eu/documents/10162/17224/iuclid_en.pdf. Guidance describes how to use IUCLID 5 and how to prepare the dossiers for different REACH requirements. The ECHA has also published new Guidance providing information on preparing an IUCLID dossier for nanomaterials (details at: http://iuclid.eu/download/documents/usermanual/IUCLID_User_Manual_Nanomaterials_v1.0.pdf).


ECHA Guidance - Data submission manual - Part 18: How to report the substance identity in IUCLID 5 for Registration under REACH - http://echa.europa.eu/documents/10162/17248/substance_id_report_iuclid_en.pdf. Guidance providing technical assistance on reporting and structuring substance identification information in an IUCLID 5 dossier, so as to enable the Registration of a substance under the REACH Regulation.


ECHA Guidance - Data submission manual - Part 20: How to prepare and submit a substance in articles notification using IUCLID 5 -  http://echa.europa.eu/documents/10162/13653/dsm_20_notif_sia_en.pdf. Guidance providing information on the preparation and submission of a notification dossier for substances in articles using IUCLID 5.


ECHA Guidance on REACH-IT - http://echa.europa.eu/web/guest/support/dossier-submission-tools/reach-it. REACH-IT provides an online company homepage to submit Registration dossiers on chemicals. It also allows the ECHA and Member States authorities to review the dossiers. 

ECHA Guidance on REACH-IT Data submission manual - Part 16: Confidentiality claims - How to make confidentiality claims and how to write Article 119(2) confidentiality claim justifications - http://echa.europa.eu/documents/10162/17248/dsm_16_confidentiality_claims_en.pdf. Guidance providing information on making a confidentiality claim relating to information on Registered substances submitted under the REACH Regulation, on the basis that publication of certain information would be potentially harmful to the commercial interests of the Registrant or any other party concerned. These justifications will be assessed by the ECHA in accordance with Article 119(2) of REACH and the information will not be published in the event the justification is acceptable.

ECHA Guidance: Frequently Asked Questions (FAQs): Technical aspects in REACH-IT - http://echa.europa.eu/web/guest/support/faqs/reach-it-frequently-asked-questions. Guidance providing responses to FAQs on technical aspects in REACH-IT, which has been updated to provide practical information and instructions on how to pay invoices to the ECHA to comply with REACH (as a late payment of the fee renders dossiers incomplete and leads to a rejection of the Registration. Registration fees will also not be reimbursed in such instances).

ECHA Factsheet: Avoid your REACH-IT account being blocked - http://echa.europa.eu/documents/10162/17252/reach_it_factsheet_blocked_account_20101105_en.pdf. Factsheet which explains how Registrants can avoid having their REACH-IT accounts blocked and how to proceed in cases where an account is already blocked. For security reasons, REACH-IT accounts are blocked after five unsuccessful login attempts, and the factsheet details the ways in which individuals may regain access which depends on their role as a REACH-IT user.

ECHA Guidance: Information toolkit - http://echa.europa.eu/web/guest/support/information-toolkit. Guidance providing practical information and tools to enable Registrants to use existing information to predict the properties of substances using non-test methods (where the scientific arguments for using non-standard data or predicted properties data should be fully described in the Registration dossier), as a first step to meeting information requirements under REACH. The information toolkit brings together documents, practical information and prediction methodologies.

ECHA Guidance: Factsheet - Toll manufacturer under the EU Reach Regulation - http://echa.europa.eu/documents/10162/13634/factsheet_toll_manufacturer_en.pdf. Guidance aims to describe the requirements under the REACH Regulation that may apply to toll manufacturers. The Guidance gives some initial advice on how compliance may be facilitated for toll manufacturers and for companies who are contracting others to toll manufacture on their behalf.   


(B) ECHA Practical Guides and additional Quick Guides

ECHA Guidance - Practical guide 1: How to report in vitro data - http://echa.europa.eu/documents/10162/17250/pg_report_in_vitro_data_en.pdf. Guidance providing information on reporting in vitro data (comprising of alternative testing methods that could reduce, refine or replace the use of laboratory animals) for the purposes of obtaining adequate information on the properties of chemical substances under the REACH Regulation.

ECHA Guidance - Practical guide 2: How to report weight of evidence - http://echa.europa.eu/documents/10162/17250/pg_report_weight_of_evidence_en.pdf. Guidance providing information on the ‘weight of evidence’ concept and how it may be used in making conclusions on the properties of a substance for the purposes of meeting information requirements relating to the Registration of a substance under REACH.

ECHA Guidance - Practical guide 3: How to report robust study summaries - 


http://echa.europa.eu/documents/10162/13643/pg_report_robust_study_summaries_en.pdf. Guidance provides information on the preparation of individual Robust Study Summaries (RSS) for all endpoints required as part of the International Uniform Chemical Information Database (IUCLID) Registration dossier, so as to demonstrate the safe use of substances and fulfil the information requirements under Articles 10 and 12 of the REACH Regulation.


ECHA Guidance - Practical guide 4: How to report data waiving -  http://echa.europa.eu/documents/10162/17250/pg_report_data_waiving_en.pdf. Guidance providing an introduction to fulfilling standard information requirements under Annexes VI to X of REACH, with particular regard to instances where the Registrant may be allowed to adapt or waive these requirements.

ECHA Guidance - Practical guide 5: How to report (Q)SARs - http://echa.europa.eu/documents/10162/17250/pg_report_qsars_en.pdf. Guidance providing an overview of important considerations when predicting properties of substances using (Quantitative) Structure-Activity Relationship ((Q)SAR) models, as defined under REACH.

ECHA Guidance - Practical guide 6: How to report read-across and categories - http://echa.europa.eu/documents/10162/17250/pg_report_readacross_en.pdf. Guidance providing information on the practical aspects of using a read-across or category approach for fulfilling the information requirements under REACH.

ECHA Guidance - Practical guide 7: How to notify substances to the Classification and Labelling Inventory - http://echa.europa.eu/documents/10162/17235/pg_7_clp_notif_en.pdf. Guidance providing information on how to notify substances to the Classification and Labelling Inventory under the Classification, Labelling and Packaging (CLP) Regulation (EC) No. 1272/2008, where notification applies to all hazardous substances and to all non-hazardous substances subject to Registration under the REACH Regulation whenever they are placed on the EU market.  

ECHA Guidance - Practical Guide 8: How to report changes in identity of legal entities - http://echa.europa.eu/documents/10162/17235/pg_8_legal_entity_change_en.pdf. Guidance which provides information on the reporting requirements placed on those companies that change their name or legal personality following the submission of pre-Registrations, Registrations or Inquiries under REACH.

ECHA Guidance - Practical guide 9: How to do a Registration as a member of a joint submission - The ECHA has temporarily withdrawn Practical Guide 9: How to do a registration as a member of a joint submission.
The information on this document is outdated after the latest release of REACH-IT. Visit the Joint Submission Member Support Page - http://echa.europa.eu/joint-submission-member -  to find the relevant manuals for creating, checking and submitting IUCLID dossiers using REACH-IT as a member of a joint submission.

ECHA Guidance - Practical guide 10: How to avoid unnecessary animal testing -


http://echa.europa.eu/documents/10162/17250/pg_avoid_animal_testing_en.pdf. Guidance which provides chemical manufacturers and importers with information on how to avoid unnecessary testing on animals, including alternative and non-test methods for assessing the properties of chemical substances in order to provide the information required by the REACH Regulation.


ECHA Guidance - Practical guide 12: How to communicate with the ECHA in dossier evaluation - http://echa.europa.eu/documents/10162/17235/pg_12_how_to_comm_with_echa_in_dossier_evaluation_en.pdf. Guidance describing the purpose of a dossier evaluation and the process to be used, as well as highlighting the opportunities and obligations that Registrants have in making sure that their dossiers are compliant with the REACH Regulation. Further, the Guidance provides information on how and when Registrants should react to communications sent by the ECHA relating to the evaluation of their Registration dossier.

ECHA Guidance - Practical Guide 13: How Downstream Users can handle exposure scenarios - http://echa.europa.eu/documents/10162/13655/du_practical_guide_13_en.pdf. Guidance provides information for downstream users of chemicals to consider when checking the Safety Data Sheet (SDS) received from their suppliers to determine whether their use (of substances on their own or in a mixture) and their conditions of use are covered. 

ECHA Guidance - Practical Guide 15: How to undertake a qualitative human health assessment and document it in a Chemical Safety Report - http://echa.europa.eu/documents/10162/13655/pg_15_qualitative-human_health_assessment_documenting_en.pdf. Guidance provides information on undertaking a qualitative human health assessment for substances for which a threshold cannot be established, under the REACH Regulation. Qualitative assessments are often required for irritants / corrosives, sensitisers, carcinogens, mutagens and reproductive toxicants.

ECHA Guidance: Quick guide to finding information on the new chemicals legislation - http://echa.europa.eu/documents/10162/17234/quick_guide_en.pdf. Guidance which provides an overview of information sources relating to EU chemicals legislation, with particular regard to the REACH Regulation and the Classification, Labelling and Packaging (CLP) Regulation.

(C) Other Sources of Guidance


EU Commission - http://ec.europa.eu/environment/chemicals/reach/reach_intro.htm. The Commission has issued the following:  

· Technical Guidance Notes for implementation of Regulation (EC) No. 689/2008 concerning the export and import of dangerous chemicals - http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2011:065:0001:0064:EN:PDF. Guidance also covers interaction between this Regulation and other EU legislative measures such as REACH.        


Defra REACH Website - http://www.defra.gov.uk/environment/quality/chemicals/reach/index.htm. 


UK REACH Competent Authority (CA) Website - http://www.hse.gov.uk/reach/index.htm. The HSE has issued the following:

· A Guidance document providing a basic introduction to the Chemicals (Hazard Information and Packaging for Supply) Regulations 2009 - known as CHIP - for those who supply chemicals in any volume or amount. The Guidance (at: http://www.hse.gov.uk/pubns/books/hsg228.pdf) also covers changes to the law as a result of the EU Classification, Labelling and Packaging of chemical substances and mixtures (CLP) Regulation (EC) No. 1272/2008.

The Government Chemist -


The Government Chemist has published updated Guidance providing advice for businesses, particularly small and medium-sized enterprises (SMEs), regarding the measurement implications under the REACH Regulation, taking into account the notification requirements under the EU Classification, Labelling and Packaging (CLP) Regulation (EC) No. 1272/2008. The Guidance is accessible at: http://www.governmentchemist.org.uk/dm_documents/REACH_FAQ_V2_approved_2W9Y1.pdf. 


European Chemical Industry Council (CEFIC) Website - http://www.cefic.be/. Includes Guidance relating to:

· The joint submission of intermediates - http://cefic.be/Files/Publications/Joint-submission-of-intermediates_230710.pdf. Guidance paper provides clarification on a number of points regarding the joint submission of intermediates under the REACH Regulation in the form of questions and answers.


· The development and use of specific environmental release categories (SPERCs) - http://www.cefic.org/Documents/IndustrySupport/REACH-Implementation/Guidance-and-Tools/SPERCs-Specific-Envirnonmental-Release-Classes.pdf - where environmental release categories were introduced as generic, broadly applicable emission scenarios under Chapter R.16 [Environmental Exposure Estimation] of the REACH Guidance on Information Requirements and CSA.


· Confirmation of Strictly Controlled Conditions (SCC) for intermediates under REACH: Supporting Guidance on the extent of documentation required - http://cefic.be/Files/Publications/demonstrating-SCC-Update-June-2010-final.pdf. Guidance document provides information on SCC for on-site and transported isolated intermediates under the REACH Regulation. The Guidance was prepared by an industry working group representing the Oil Companies’ European Association for Environment, Health and Safety in Refining and Distribution (CONCAWE), the European Fine Chemicals Group (EFCG) and CEFIC.


· Recommendations for the splitting of Substance Information Exchange Forums (SIEFs) - http://www.cefic.be/Files/Publications/Splitting-SIEFs_final%20%282%29.pdf. This provides information on splitting a SIEF under the REACH Regulation in relation to a particular substance - due to differences identified in composition that necessitate the establishment of two separate SIEFs.


· The obligations and liabilities of the Lead Registrant (LR) in a SIEF under REACH - http://cefic.be/Files/Publications/Cefic_Liabilities%20LR_explanatory%20notes_01%2012%2009.pdf. The Guidance document also analyses the relationship between the LR and other SIEF members.

· REACH guide on exposure assessment / communication in the supply chains (Parts 1-3) - http://cefic.org/Files/Publications/Doc-1-Part-1-to-3-Practical-Guidance-Final.pdf.


ESIS - European chemical Substance Information Systems (includes access to EINECS) - http://esis.jrc.ec.europa.eu/. 


UK Chemical Industry (subsidiary of the Chemicals Industries Association (CIA)) - REACHReady - http://www.reachready.co.uk/.
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ANNEX 1


Contacts Matrix 


for

`Important’ and `Other Relevant’ EU Issues


		Subject

		Government Departments

		Industry



		Important
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		Defra / Other Government Departments
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		Carbon dioxide (CO2) Capture and Storage (CCS)
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Ricki Kiff
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Emma Batchelor
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DECC - OCCS


David Fielding
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Martin Adams


Martin.Adams@decc.gsi.gov.uk 

		

		Mick Borwell


Mborwell@oilandgasuk.co.uk 


John Rintoul 


JRintoul@oilandgasuk.co.uk



		



		Environmental Impact Assessment (EIA) Directive -

Proposed Revisions

		David Foskett


David.Foskett@decc.gsi.gov.uk

Derek Saward


Derek.Saward@decc.gsi.gov.uk

		Tom Simpson - DCLG


Tom.Simpson@communities.gsi.gov.uk 


Anne Wood - DCLG


Anne.Wood@communities.gsi.gov.uk   

		Mick Borwell


Mborwell@oilandgasuk.co.uk 


John Rintoul 


JRintoul@oilandgasuk.co.uk

		



		Environmental Liability Directive

		DECC – EDU


David Foskett


David.Foskett@decc.gsi.gov.uk



		Eddie Bailey


Eddie.Bailey@defra.gsi.gov.uk



		Mick Borwell


Mborwell@oilandgasuk.co.uk 


John Rintoul 


JRintoul@oilandgasuk.co.uk

		



		European Pollutant Release and Transfer Register (E-PRTR)

		DECC – EDU


David Foskett


David.Foskett@decc.gsi.gov.uk

BIS 


Andrew Frankton


Andrew.Frankton@bis.gsi.gov.uk 

		Richard Vincent


Richard.Vincent@defra.gsi.gov.uk

Nicholas Obe


Nicholas.Obe@Defra.gsi.gov.uk



		Mick Borwell


Mborwell@oilandgasuk.co.uk 


John Rintoul 


JRintoul@oilandgasuk.co.uk



		



		Fluorinated Greenhouse Gases 


Regulation 


and


Ozone Depleting Substances


Regulation 




		DECC – EDU


David Foskett


David.Foskett@decc.gsi.gov.uk

Donald Urquhart 

Donald.Urquhart@decc.gsi.gov.uk 


BIS


Andrew Frankton


Andrew.Frankton@bis.gsi.gov.uk  


Jane Chelliah-Manning


Jane.Chelliah-Manning@bis.gsi.gov.uk    

		Stephen Cowperthwaite Stephen.Cowperthwaite@defra.gsi.gov.uk 

Fiona Walters 


Fiona.Walters@defra.gsi.gov.uk

Karen Kendrick


Karen.Kendrick@defra.gsi.gov.uk



		Mick Borwell


Mborwell@oilandgasuk.co.uk 


John Rintoul 


JRintoul@oilandgasuk.co.uk



		



		Industrial Emissions Directive (IED) 

		DECC – EDU


Evelyn Pizzolla 


Evelyn.Pizzolla@decc.gsi.gov.uk

Derek Saward


Derek.Saward@decc.gsi.gov.uk

Marc McKay


Marc.McKay@decc.gsi.gov.uk

David Foskett


David.Foskett@decc.gsi.gov.uk

BIS


David Williams


David.Williams@bis.gsi.gov.uk

		Richard Vincent


Richard.Vincent@defra.gsi.gov.uk



		Mick Borwell


Mborwell@oilandgasuk.co.uk 


John Rintoul 


JRintoul@oilandgasuk.co.uk



		



		INSPIRE - Spatial information for Europe 

		DECC – EDU


David Foskett


David.Foskett@decc.gsi.gov.uk

Kevin O’Carroll 


Kevin.O’Carroll@decc.gsi.gov.uk

[for MEDIN Project only]

		David Lee


David.J.Lee@defra.gsi.gov.uk

		Mick Borwell


Mborwell@oilandgasuk.co.uk 


John Rintoul 


JRintoul@oilandgasuk.co.uk

		



		Mercury Strategy 


- Regulation on banning mercury exports / the safe storage of metallic mercury 


and


Specific Criteria for the Storage of Metallic Mercury considered as waste


[Directive 2011/97/EU]

		DECC – EDU


David Foskett


David.Foskett@decc.gsi.gov.uk

David MacDonald


David.MacDonald@decc.gsi.gov.uk 

DECC - OCCS


David Fielding


David.Fielding@decc.gsi.gov.uk

		Kay Williams


Kay.Williams@defra.gsi.gov.uk

Mike Roberts


Mike.Roberts@defra.gsi.gov.uk

Patrick McKell


Patrick.McKell@defra.gsi.gov.uk 


 

		Mick Borwell


Mborwell@oilandgasuk.co.uk 


John Rintoul 


JRintoul@oilandgasuk.co.uk



		



		Natura 2000




		DECC – EDU


Kevin O’Carroll 


Kevin.O’Carroll@decc.gsi.gov.uk

Evelyn Pizzolla 


Evelyn.Pizzolla@decc.gsi.gov.uk

BIS 


Andrew Frankton


Andrew.Frankton@bis.gsi.gov.uk

		Paul Hill-Gibbins

Paul.Hill-Gibbins@defra.gsi.gov.uk 


Tom Coles


Tom.Coles@defra.gsi.gov.uk 


Andrew Holden


Andrew.Holden@defra.gsi.gov.uk 



		Mick Borwell


Mborwell@oilandgasuk.co.uk 


John Rintoul 


JRintoul@oilandgasuk.co.uk

		



		Persistent Organic Pollutants (POPs) Regulation

		DECC – EDU


David Foskett


David.Foskett@decc.gsi.gov.uk

Derek Saward


Derek.Saward@decc.gsi.gov.uk

BIS

Adrian Barker


Adrian.Barker@bis.gsi.gov.uk

		Jane Stratford


Jane.Stratford@defra.gsi.gov.uk

Andy Howarth


Andy.Howarth@defra.gsi.gov.uk



		Mick Borwell


Mborwell@oilandgasuk.co.uk 


John Rintoul 


JRintoul@oilandgasuk.co.uk



		



		Safety of Offshore Oil and Gas Activities

		DECC – EDU


Kevin O’Carroll 


Kevin.O’Carroll@decc.gsi.gov.uk



		Jim Neilson  - HSE


Jim.Neilson@hse.gsi.gov.uk 


Beverley Boyce - HSE


Beverley.Boyce@hse.gsi.gov.uk 


June Calder - HSE


June.Calder@hse.gsi.gov.uk

Stefan Ossowski – HSE (TSol)

Stefan.Ossowski@tsol.gsi.gov.uk

Bryan Monson - HSE NI


Bryan.Monson@hseni.gsi.gov.uk 


Ken Logan - HSE NI


Ken.Logan@hseni.gsi.gov.uk   


Eddie Bailey


Eddie.Bailey@defra.gsi.gov.uk

Jim Spooner - DfT


Jim.Spooner@dft.gsi.gov.uk 


Stan Woznicki - MCA


Stan.Woznicki@mcga.gov.uk 

		Mick Borwell


Mborwell@oilandgasuk.co.uk 


John Rintoul 


JRintoul@oilandgasuk.co.uk



		





		Subject

		Government Departments

		Industry



		Other Relevant EU Issues

		DECC / BERR

		Defra

		DfT

		MCA

		Oil & Gas UK  



		Batteries and Accumulators and Waste Batteries and Accumulators

		DECC - EDU


David Foskett


David.Foskett@decc.gsi.gov.uk

BIS

Peter Cottrell


Peter.Cottrell@bis.gsi.gov.uk 

		

		

		

		Mick Borwell


Mborwell@oilandgasuk.co.uk 


John Rintoul 


JRintoul@oilandgasuk.co.uk



		Waste Electrical and Electronic Equipment (WEEE) Directive

		DECC - EDU


David Foskett


David.Foskett@decc.gsi.gov.uk

BIS 


Debra Huntington


Debra.Huntington@bis.gsi.gov.uk

		

		

		

		Mick Borwell


Mborwell@oilandgasuk.co.uk 


John Rintoul 


JRintoul@oilandgasuk.co.uk



		Waste Framework Directive

and


Shipment of Waste Regulation

		DECC - EDU


David Foskett


David.Foskett@decc.gsi.gov.uk

Marc McKay


Marc.McKay@decc.gsi.gov.uk

Guy Heaton


Guy.Heaton@decc.gsi.gov.uk

		Alison Gadsby


Alison.Gadsby@defra.gsi.gov.uk

Jaymini Majithia

Jaymini.Majithia@defra.gsi.gov.uk

Amanda Langstaff

Amanda.Langstaff@defra.gsi.gov.uk    

		

		

		Mick Borwell


Mborwell@oilandgasuk.co.uk 


John Rintoul 


JRintoul@oilandgasuk.co.uk
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Deadlines for the implementation of REACH: `Phase-in’ Substances (applicable only if a substance has been pre-Registered between 1st June and 1 December 2008)

		Date

		Activity



		30 November 2010

		Deadline for the Registration of phase-in substances manufactured / imported in the EU in quantities ≥ 1,000 tonnes per year per manufacturer or importer at least once after 1 June 2007. 


Substances meeting the above criteria which were not Registered - if required by the specified deadline - could not legally be manufactured, imported or used within the EU after 1 December 2010.





		30 November 2010

		Deadline for the Registration of phase-in substances classified as carcinogenic, mutagenic or toxic to reproduction (category 1 or 2) and manufactured / imported in the EU in quantities ≥ 1 tonne per year per manufacturer or importer at least once after 1 June 2007. 


Substances meeting the above criteria which were not Registered - if required by the specified deadline - could not legally be manufactured, imported or used within the EU after 1 December 2010.





		30 November 2010

		Deadline for the Registration of phase-in substances classified as very toxic to aquatic organisms which may cause long-term adverse effects in the aquatic environment and manufactured / imported in the EU in quantities ≥ 100 tonnes per year per manufacturer or importer at least once after 1 June 2007. 


Substances meeting the above criteria which were not Registered - if required by the specified deadline - could not legally be manufactured, imported or used within the EU after 1 December 2010.






		31 May 2013

		Deadline for the Registration of phase-in substances manufactured / imported in the EU in quantities ≥ 100 tonnes per year per manufacturer or importer at least once after 1 June 2007. 


Substances meeting the above criteria which were not Registered - if required by the specified deadline - could not legally be manufactured, imported or used within the EU after 1 June 2013.





		31 May 2018

		Deadline for the Registration of phase-in substances manufactured / imported in the EU in quantities ≥ 1 tonne per year per manufacturer or importer at least once after 1 June 2007.








Note:
Non phase-in substances do not benefit from the transitional regime provided for phase-in substances and need to be Registered before they can be manufactured, imported or placed on the market in the EU, unless they have already been notified under Directive 67/548/EEC. 
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(OSPAR 10/23/1, Annex 10)


OSPAR Recommendation 2010/4 on a Harmonised Pre-screening Scheme for Offshore Chemicals


RECALLING Article 5 of the Convention for the Protection of the Marine Environment of the North East Atlantic (“OSPAR Convention”) in which Contracting Parties agree to take jointly all possible steps to prevent and eliminate pollution from offshore sources;


RECALLING Article 4 to Annex III of the OSPAR Convention in which Contracting Parties agree that use on, or the discharge or emission from, offshore sources of substances which may reach and affect the maritime area shall be strictly subject to authorisation or regulation by competent authorities of the Contracting Parties and that the competent authorities shall provide for a system of monitoring and inspection;


RECALLING Appendix 1 to OSPAR Decision 2000/2 on a Harmonised Mandatory Control System for the Use and Discharge of Offshore Chemicals which stipulates that all offshore chemicals shall be subject to pre-screening, to enable authorities to assess whether the offshore chemical concerned should be subject to permission, substitution, temporary permission, or refusal of permission, and the experience gained in its application;


NOTING OSPAR Recommendation 2005/2 on Environmental Goals for the Discharge by the Offshore Industry of Chemicals that Are, or Contain Added Substances, Listed in the OSPAR List of Chemicals for Priority Action and OSPAR Recommendation 2006/3 on Environmental Goals for the Discharge by the Offshore Industry of Chemicals that Are, or Which Contain Substances Identified as Candidates for Substitution;


RECALLING the Hazardous Substances Strategy and the OSPAR Commission’s strategic objective with regard to hazardous substances to prevent pollution of the OSPAR maritime area by continuously reducing discharges, emissions and losses of hazardous substances, with the ultimate aim to achieve concentrations in the marine environment near  background values for naturally occurring substances and close to zero for man-made synthetic substances; 

RECALLING the OSPAR Offshore Oil and Gas Industry Strategy and the OSPAR Commission’s strategic objective with regard to offshore oil and gas activities to prevent and eliminate pollution and take the necessary measures to protect OSPAR maritime area against the adverse effects of offshore activities by setting environmental goals and improving management mechanisms, so as to safeguard human health and to conserve marine ecosystems and, when practicable, restore marine areas which have been adversely affected; 

NOTING the relevant legislation within the European Union, in particular Regulation (EC) No 1907/2006 on the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH) and corresponding legislation of other Contracting Parties;


and as a consequence DESIRING to update the Harmonised Pre-screening Procedure for Offshore Chemicals.


The Contracting Parties to the Convention for the Protection of the Marine Environment of the North East Atlantic RECOMMEND:


1.
Definitions

1.1 For the purpose of this Recommendation:


a.
"authority" means the competent national authority of a Contracting Party to the OSPAR Convention;


b.
"BCF" means the bioconcentration factor determined according to OECD 305 or ASTM E 1022 guidelines;


c.
"CHARM" means the Chemical Hazard Assessment and Risk Management model developed by authorities and offshore industry within the Convention area;


d.
"discharge" means the operational release of offshore chemicals or their degradation and transformation products into the maritime area;


e.
"EC50" means the concentration of a test substance which results in a 50% response to the effect measured by the test (e.g. reduction in either growth or growth rate relative to the control) within a defined period of exposure;


f.
"hazardous substances" means (in accordance with the OSPAR Hazardous Substances Strategy) substances which fall into one of the following categories:


(i)
substances or groups of substances that are toxic, persistent and liable to bioaccumulate;


(ii)
other substances or groups of substances which are assessed by the Commission as requiring a similar approach as substances referred to in (i), even if they do not meet all the criteria for toxicity, persistence and bioaccumulation, but which give rise to an equivalent level of concern.


This category will include both substances which work synergistically with other substances to generate such concern, and also substances which do not themselves justify inclusion but which degrade or transform into substances referred to in (i) or substances which require a similar approach.


The Commission will identify and assess such other substances or groups of substances using available information and internationally accepted methods and criteria;

g.
"HOCNF" means the Harmonised Offshore Chemical Notification Format; 

h.
"LC50" means the median lethal concentration, i.e. that concentration of the test substance which kills 50% of a test batch of organisms within a defined period of exposure;


i.
"offshore chemicals" means all chemicals intentionally used in connection with offshore exploration and production activities in the maritime area. Offshore chemicals comprise both substances and preparations;

j.
“OSPAR Decision 2000/2” means OSPAR Decision 2000/2 on a Harmonised Mandatory Control System for the Use and Reduction of the Discharge of Offshore Chemicals;


k.
“OSPAR LCPA” means the OSPAR List of Chemicals for Priority Action; 


l.
“OSPAR LSPC” means the OSPAR List of Substances of Possible Concern; 


m.
“OSPAR Recommendation 2000/4” means OSPAR Recommendation 2000/4 on a Harmonised Pre-Screening Scheme for Offshore Chemicals, as amended by OSPAR Recommendation 2008/1;

n.
"PLONOR" means the OSPAR List of Substances/Preparations Used and Discharged Offshore, which are considered to pose Little or No Risk to the Environment;


o
"Pow" is equivalent to Kow and means the partition coefficient of a substance between N-octanol and water, measured or calculated according to the HOCNF Guidelines;


p.
"preparation" means a mixture or solution composed of two or more substances;


q.
"Pre-screening" is the first part of the overall regulatory process which requires information on bioaccumulation potential, biodegradation, and acute toxicity of substances and preparations and may use expert judgement;

r.
“REACH” means Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH), establishing a European Chemicals Agency, amending Directive 1999/45/EC and repealing Council Regulation (EEC) No 793/93 and Commission Regulation (EC) No 1488/94 as well as Council Directive 76/769/EEC and Commission Directives 91/155/EEC, 93/67/EEC, 93/104/EC and 2000/21/EC (Official Journal of the European Union 30.12.2006 L396/1);

s.
"substance" means a chemical element and its compounds in the natural state or obtained by any manufacturing process, including any additive necessary to preserve its stability and any impurity deriving from the process used, but excluding any solvent which may be separated without affecting the stability of the substance or changing its composition;


t.
"surfactant" means any substance, which has surface-active properties according to test method A.5 in Regulation EC 440/2008 laying down test methods pursuant to REACH, and which consists of one or more hydrophilic and one or more hydrophobic groups of such a nature and size that is capable of reducing the surface tension of water, and of forming spreading or adsorption monolayers at the water-air interface, and of forming emulsions and/or microemulsions and/or micelles, and of adsorption at water-solid interfaces. 


u.
"use" means application of any offshore chemical in connection with offshore exploration and production activities in the maritime area that might result in a discharge.

2.
Purpose and Scope

2.1
The purpose of pre-screening is to allow authorities to identify substances intended to be used or already used as, or in, offshore chemicals with the aim of:


a. substituting, and ultimately phasing out, those substances which are hazardous;


b. regulating and controlling the other substances, where necessary.


2.2
The pre-screening scheme set out in this Recommendation should guide Contracting Parties when implementing a harmonised mandatory control system for the introduction, use and discharge of offshore chemicals as required in the programmes and measures set out in OSPAR Decision 2000/2.

2.3
This Recommendation applies to offshore chemicals intended to be used or already used and/or discharged as a result of offshore activities.

3.
Programmes and measures

3.1
When regulating the use and discharge of offshore chemicals, Contracting Parties should apply and follow the harmonised pre-screening scheme at Appendix 1. Relevant Contracting Parties should comply with REACH for the purpose of this Recommendation.

3.2
An offshore chemical should be substituted if:


a.
it is on the OSPAR LCPA; or


b.
it is on the OSPAR LSPC; or


c.
it is on Annex XIV or XVII to REACH; or


d.
it is considered by the authority, to which the application has been made, to be of equivalent concern for the marine environment as the substances covered by the previous sub-paragraphs; or

e.
it is inorganic and has a LC50 or EC50 less than 1 mg/l; or


f.
it has an ultimate biodegradation (mineralization) of


less than 20% in OECD 306, Marine BODIS or any other accepted marine protocols; or


less than 20% in 28 days in freshwater (OECD 301 and 310); or


g.
half-life values derived from simulation tests submitted under REACH (EC 1907/2006) are greater than 60 and 180 days in marine water and sediment respectively (e.g. OECD 308, 309 conducted with marine water and sediment as appropriate); or



h.
it meets two of the following three criteria:


(i) biodegradation: less than 60% in 28 days (OECD 306 or any other OSPAR-accepted marine protocol); or in the absence of valid results for such tests:

less than 60% (OECD 301B, 301C, 301D, 301F, Freshwater BODIS); or


less than 70% (OECD 301A, 301E);


(ii)
bioaccumulation: BCF > 100 or log Pow ( 3 and molecular weight <700; or if the conclusion of a weight of evidence judgement under Appendix 3 of OSPAR Agreement 2008-5 is negative; or


(iii)
toxicity: LC50 < 10mg/l or EC50 < 10mg/l; if toxicity values <10 mg/l are derived from limit tests to fish, actual fish LC50 data should be submitted;


and a less hazardous (or preferably non-hazardous) substitute is available.


4.
Entry into Force


4.1
This Recommendation has effect from 1 January 2011 and should be reviewed and, if necessary, revised in 2014.

4.2
Upon taking effect this Recommendation supersedes OSPAR Recommendation 2000/4. 

5.
Implementation Reports


5.1
Reports on the implementation of this Recommendation should be submitted to the appropriate OSPAR subsidiary body in accordance with the timing of the implementation reporting on OSPAR Decision 2000/2.

5.2
When reporting on the implementation of this Recommendation, the implementation format given in Appendix 2 should be used.
































































Explanatory notes:


*
In accordance with the precautionary principle, expert judgement on a PLONOR/Annex IV/Annex V substance should take into account sensitive areas, where the discharge of certain amounts of the substance may have unacceptable effects on the receiving environment, or any relevant REACH restrictions


**
The figure (3 means the result of an OECD 107 test or the highest reported log Pow from the range of values in an OECD 117 test. 


*** 
For further guidance on fish toxicity testing, please refer to OSPAR Guidelines for Completing the HOCNF


****
CHARM may be used as a decision supporting tool + expert judgement















Appendix   2


Implementation Report Format


The format below for the implementation report on implementation of OSPAR Recommendation 2010/4 on a Harmonised Pre-screening Scheme for Offshore Chemicals should be used to the extent possible.


		Country:

		





		Reservation applies

		yes/no *





		Is measure applicable in your country?

		yes/no *





If not applicable, then state why not (e.g. no relevant installation or activity)


		Means of Implementation:

		by legislation

		by administrative action

		by negotiated agreement



		

		yes/no*

		yes/no*

		yes/no*





Please provide information on:


a.
specific measures taken to give effect to this measure;


b.
any special difficulties encountered, such as practical or legal problems, in the implementation of this measure;


c.
the reasons for not having fully implemented this measure should be spelt out clearly and plans for full implementation should be reported;


d.
if appropriate, progress towards being able to lift the reservation.

START







Develop new product







yes







Does it meet pre-registration or registration requirements of REACH?







Is the substance subject to the requirements of REACH EC 1907/2006?







no







yes







no















yes







Is substance on:



1. The OSPAR PLONOR list?



2. REACH (EC 1907/2006) Annex IV?



3. Reach (EC 1907/2006) Annex V?







Expert judgement positive?*







A. Permission







yes







no







D. Refusal of permission







no















Is the substance on the OSPAR List of Chemicals for Priority Action (LCPA), the List of Substances of Possible Concern (LSPC), Annex XIV or XVII to REACH (EC 1907/2006), or is it of equivalent concern for the marine environment as those substances?







yes







I s      s u b s t I t u t e     a va i l a b l e ?







C. Temporary Permission 



or 



D. Refusal of Permission ****







no







no







no







Is LC50 or EC50



 < 1 mg/l?







Is the substance inorganic?







yes







yes







Full HOCNF needed







no







Is ultimate biodegradation (mineralisation) of the substance <20% in OECD 306, Marine BODIS or any other accepted marine protocols, or <20% in 28 days in freshwater (OECD 301 and 310) or



Are the half-life values derived from simulation tests submitted under REACH (EC 1907/2006) greater than 60 and 180 days in marine water and sediment respectively (e.g. OECD 308, 309 conducted with marine water and sediment as appropriate)?







yes







yes







no







B.Substitution



****







Does the substance meet 2 of the 3 following criteria?



Biodegradation



<60 % in 28 days in OECD 306, Marine BODIS or any other acceptable marine protocols, or in the absence of valid results for such tests (<60 % in 28 days (OECD 301B, 301C, 301D, 301F, 310, Freshwater BODIS) or



<70% in 28 days (OECD 301A, 301E),] or



Bioaccumulation



BCF >100 or log Pow (3 ** and molecular weight <700, or



If the conclusion of a weight of evidence expert judgement under Appendix 3 of OSPAR Agreement 2008-5 is negative; or



Toxicity



: LC50 < 10mg/l or EC50 < 10mg/l; if toxicity values <10 mg/l are derived from limit tests to fish, actual fish LC50 data should be submitted***.











yes







no







Management decision based on the outcome of the ranking







Ranking











�	This Recommendation replaces OSPAR Recommendation 2000/4 as amended by OSPAR Recommendation 2008/1.



� 	Details about the relevant methods for testing are given in the OSPAR Guidelines for Completing the Harmonised Offshore Chemical Notification Format (HOCNF).







*	Delete whichever is not appropriate
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OSPAR Guidelines for Completing the Harmonised Offshore Chemical Notification Format (HOCNF)


(OSPAR Agreement: 2012/05)


(Source: OSPAR 12/22/1, Annex 20)

Introduction


1.
The Harmonised Offshore Chemical Notification Format (HOCNF)
 applies to all chemicals used in connection with offshore exploration and production activities in the OSPAR maritime area. The paragraph numbers in these guidelines refer to the paragraph numbers of Annex 1 of Recommendation 2010/3. Exact chemical composition of preparations will be held in commercial confidence in the relevant governmental bodies, and will not be published or transmitted to third parties.


Data Requirements


2.
For the purpose of these OSPAR guidelines, the following data requirements apply:


a.
All mandatory information designated in Annex 1 of OSPAR Recommendation 2010/3 on a Harmonised Offshore Chemical Notification Format (HOCNF), must always be provided;


b.
"Conditional data" become mandatory when the defined conditions mentioned in Annex 1 of OSPAR Recommendation 2010/3, or in these guidelines are met;


c.
It is essential that all substances included on a HOCNF also fully comply with the relevant requirements of REACH for that substance. Suppliers are therefore advised to follow the REACH compliance flowchart shown in Figure 1 (overleaf) before they commission relevant tests or complete the HOCNF with existing data.


3.
The amended OSPAR guidelines relate to the provisions and requirements stipulated in Annex 1 of OSPAR Recommendation 2010/3 on a Harmonised Offshore Chemical Notification Format (HOCNF), and the reference numbers mentioned in the headings and subheadings refer to that Annex.


4.
When compiling data for the HOCNF, the ’REACH Guidance on information requirements and chemical safety assessment’
 provide a good source of information on how to characterise the hazard and risk profile of a substance. In particular the REACH Guidance on information requirements and chemical safety assessment documents under Part B: hazard assessment (R2 – 7), Part B: hazard assessment (R9 ‑ 10), Part C: PBT and vPvB assessment (R11) and Part D: Exposure assessment (R14 – 18) may be particularly useful sources of information.


Figure 1: REACH Harmonisation Flowchart 
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Letters of Access


5.
Where any information is not fully known by the Company completing the HOCNF, because the information is proprietary to the supplier, the Company may request that the proprietary information is provided directly to the Competent Authority by the supplier. This would involve  the supplier sending the Competent Authority a Letter of Access (LoA), permitting the Competent Authority to use the information as part of the required data set.


6.
The LoA from the supplier should contain, or reference, all the information that the Company registering the product has indicated will be submitted by  the supplier.


7.
The LoA and any supplementary supporting information, should be forwarded to the Competent Authority and cross-referenced using a common identifier, so that the Competent Authority can link the LoA to the relevant HOCNF.


8.
The Competent Authority will confirm to the Company whether the composite LoA and HOCNF is complete and correct.


Harmonisation of REACH and HMCS data


9.
Where HMCS data have not been used to derive the REACH data, and the endpoints derived from the two datasets do not agree, the competent national authority will have to be satisfied of the ‘sameness’ of the substances, and of the equivalence, adequacy, reliability and relevance of the data for the HMCS, taking account of the ECHA Guidance on Information Requirements and Chemical Safety Assessment, Chapter R4: Evaluation of available information, May 2008 (as adopted). The decision on which data takes precedence in pre-screening will be made as follows:


10.
Biodegradation: For screening tests a positive result will take precedence over a negative result. Simulation tests will be assessed in line with paragraph 55 of this guidance


11.
Bioaccumulation: A BCF value will take precedence over any other data and will be compared to HMCS criteria. Where more than one BCF value occurs the highest value will take precedence. Where only LogPow data are available and there are less than 3 values the highest value will take precedence. Where there are greater than 3 values the geometric mean will be calculated and used in the assessment. The relevance of WOE approaches conducted under REACH or HMCS will be evaluated on a case by case basis.


12.
Toxicity: Where there are less than 3 values for the same endpoint and they are within 1 order of magnitude the lowest value will take precedence. Where there are greater than 3 values for the same endpoint and they are within 1 order of magnitude the geometric mean will be calculated and used in the assessment

13.
PNEC values and deterministic risk quotients: These will not be calculated in a directly comparable way by HMCS and REACH. The use of these values for ranking and risk management will be at the discretion of the competent national authority.


PART 1:
General information on substances and preparations


§ 1.1
State the trade name or trade names of the substance or preparation

§ 1.2
State the supplier and provide background information as regards the substance or preparation


§ 1.3
The Safety Data Sheet (SDS) must be attached to the HOCNF format. Confirm this by ticking the box “Yes”


§ 1.4
Use and discharge


14.
 If the chemical is suitable for assessment by CHARM, choose an application from one of the CHARM algorithms (utility and stimulation chemicals are assessed using the “Completion/Workover” algorithm). Complete column 1 of the table in § 1.4 of the HOCNF.


15.
If the submitted chemical is not suitable for assessment by CHARM, advice should be sought from the competent national authority on information that may be required in addition to that requested in the HOCNF, to allow assessment by models other than CHARM.


16.
Information on the quantities used and discharged and on application categories is required, based on either standardised reference installations or, where appropriate; on site specific use and discharge. 


17.
The entries "function" and "state the process system to which the substance/preparation will be applied?" should confirm the function of the chemical and its mode of use. The function is defined as the process for which the substance/preparation is normally or primarily used, e.g. drilling fluid, biocide, scale-inhibitor, demulsifier, and should be one of those listed Appendix 2. If none of the listed functions are appropriate, enter the function as ’other’ and provide a description confirming the mode of use, fate and effect. The application process stream should define the process stream into which production chemicals will be dosed; or list the sections of a well in which the drilling chemicals will be used; or should reflect one of the four CHARM sub-algorithms for cementing or completion chemicals. Complete columns 2 and 3 of the  table in § 1.4 of the HOCNF.


18.
For water based drilling chemicals, all the well sections in which the product is likely to be used should be stated. The normal dose rate should be based on optimal technical performance and the hazard assessment  based on the  appropriate sections of a standard well included in the CHARM model (17½’’, 12½’’ and 8½’’ sections) or, where appropriate, on site specific information. Units should be clearly stated. Complete columns 3 and 4 of the table in § 1.4 of the HOCNF.


19.
For production chemicals, state either “water” or “total fluids” as the process system into which the chemical will be applied. “Total fluids” should be selected for chemicals dosed into single-phase hydrocarbon streams (either oil or gas) and the dosage should be based on the sum of the produced water and hydrocarbon production for the appropriate CHARM model platform. “Water” should be selected for injection chemicals and surfactants. State also whether the production chemical is to be used on a gas or oil platform. Complete columns 3 and 4 of the table in § 1.4 of the HOCNF.


20.
For all cementing chemicals except spacers, “mixwater” should be stated as the process system. For chemicals used in spacer fluids, enter “spacer” as the function of the chemical. Complete column 2 of the table in § 1.4 of the HOCNF.


21.
For completion chemicals, enter the function “surface and well cleaning” for products used as rig washes or “other completion/workover” for any other products used in completion and workover operations. Complete this information in column 2 of the table in § 1.4 of the HOCNF.


22.
If a product is used in several different applications, data on function, process stream dosage, discharges etc. must be provided for each application in additional tables in accordance with § 1.4 of the HOCNF.


23.
A substance/preparation should be assigned to the category "closed system" only if it remains within a reactor or is transferred from vessel to vessel through closed pipework and therefore accidental spillage is the only likely cause for human exposure or environmental contamination. Substances/preparations that are used in closed systems, but as a consequence of normal use might be released into the environment after use or where significant discharges into the environment cannot be excluded during use, should be assigned to the "open system". If it is assigned “open system” then specify the estimated discharge as a percentage of the use or fraction released. Complete the information in columns 7 and 8 of the table in § 1.4 of the HOCNF.


24.
If the above sections have been filled in as indicated, then no more information is required to run the CHARM model. However, an estimation of the “frequency of treatment”, “probable scale of use per installation (specify units)”, “Probable amount of substance/preparation discharged (specify units)” and “Total estimated amount of discharge (tonnes)” must be reported in columns 6, 9, 10, 11 and 12 of the table in § 1.4 of the HOCNF to inform site-specific risk assessment. 


25.
Data in §1.4 must be provided for all offshore chemicals (as appropriate)


§ 1.5
Fate


26.
A description of the likely fate of the substance/preparation must be explained in general terms. This must include whether the substance/preparation is likely to change its form on use and/or will end up in the sediment, the water column, the air or biota.


§ 1.6a)
Composition


27.
All applications must include the names and data for all deliberately added substances within a preparation. Sufficient information must also be available to operators to allow them to properly assess the chemicals they intend to use.


28.
When providing data to non-governmental organisations, information regarding composition should be the same as that normally provided in a Safety Data Sheet (SDS).


29.
The full chemical composition must be provided when submitting the form to government bodies. The complete and precise composition of the substance or preparation must be reported, including each "active" substance, "inert" substance, solvent and additive substance and their proportions, using CAS numbers (if available) and recognised chemical formulae or recognised chemical names for all substances. EINECS, or ELINCS or REACH numbers must also be provided if they are available. Please note that trade names will not be accepted by the government bodies instead of this information. Trade names are, however, useful additional information and should also be provided where possible.


30.
The molecular weights of the named constituent substances must be provided, together with percentage composition of the constituents (in accordance with the allowed variation
). Percentage composition is derived from the weight of the substance in the preparation divided the total weight of the preparation. The resultant figure is then multiplied by 100 to get the percentage composition. It is important that the sum total of the data in column 2 (percentage composition) adds up to 100.


31.
All substances known to be deliberately added, including those present at less than 1% by weight of an entire preparation, should be declared. Impurities are not considered to be deliberately added. However, residue substances from the manufacturing process and other impurities present at greater than 1% should be declared as part of the formulation. Substances (except those stated in paragraph §1.6.b of the OSPAR Recommendation 2010/3 on a Harmonised Offshore Chemical Notification Format (HOCNF), that are not deliberately added and are present at less than 1% by weight should not be declared.

32.
Where a CAS number is not available for a polymer, provide the CAS number (and the EINECS, or ELINCS or REACH numbers if they are available) for the monomer on which it is based. If the molecular weight is not available for a polymer, provide the molecular weight of the monomer. Where there is a molecular weight range for polymers or complex mixtures, the mean value  should be provided with an explanation of how this value has been arrived at (e.g. GPC, MS, calculation). Monomers should also be assessed separately if they are present at levels that require them to be declared.


33.
Substances which are on the latest REACH Annex IV list or satisfy the criteria detailed in REACH Annex V or which are on the latest OSPAR List of Substances / Preparations Used and Discharged Offshore Which are Considered to Pose Little or no Risk to the Environment (PLONOR) must also be declared. The REACH Annex IV and Annex V lists can be found on the ECHA website at:


http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2008:268:0014:0019:EN:PDF and the OSPAR PLONOR list can be found on the OSPAR website at www.ospar.org

REACH Annex V states 13 sets of circumstances under which ECHA is satisfied that a substance should be exempt from registration, some of which (items 8 & 9) relate to naturally occurring, non-hazardous substances and therefore are equivalent in concept to substances on the PLONOR list. For such substances, the submission of PBT data is not normally required for HMCS registration purposes. In addition, item 7 may be treated similarly if evidence is provided that the substances are non-hazardous*. Other REACH Annex V exemptions do not provide a basis on which substances can be accepted as PLONOR-like for HMCS registration. 


Expert judgement is carried out by authorities based on the Annex V guidance provided by ECHA (http://guidance.echa.europa.eu/docs/guidance_document/annex_v_en.pdf), in order to establish whether the relevant substance would qualify for a REACH exemption under items 7*,8, or 9. During this process, the supplier may be required to provide additional information such as details of how the substance is extracted and processed. If these qualifying criteria are not met, the substance may not be accepted for registration without PBT data.


*Where items 7 or 10 are applicable, authorities would in addition need to be satisfied that the substance was 


a)
 not classified as dangerous according to Directive 67/548/EEC, in respects that are relevant to the marine environment, and 


b) 
not persistent, bioaccumulative and toxic nor very persistent and very bioaccumulative in accordance with the criteria set out in Annex XIII, nor identified in accordance with Article 59(1) at least two years previously as a substance giving rise to an equivalent level of concern as set out in Article 57(f).


REACH-compliant Safety Data Sheets for the relevant substance should provide such information. 


34.
Where generic descriptions are provided, such as tall oil soaps, polyoxyalkylated glycols, phenol/formaldehyde resins, reaction-products, copolymer series  the source materials must be also be provided, together with the best description of the range of major substances/preparations present. Where solvents or other additives are refinery or petrochemical products consisting mainly or entirely of hydrocarbons, the generic description (e.g. straight-chain alkenes, 3-5 ring aromatics) must be provided together with the concentrations of any aromatics, and the method or methods used for determination of the components should be stated. In such cases, this information must be completed in the “Comment” box.


§ 1.6b)
Contents

35.
For substances/preparations where knowledge of the raw materials and the manufacturing processes involved indicate that one or more of the named the substances will be present, please tick the appropriate box. Supportive evidence must be provided, where available, in the next table of § 1.6b).


36.
The latest version of the OSPAR List of Chemicals for Priority Action (OSPAR LCPA) and the latest version of the OSPAR List of substances of possible concern (OSPAR LSPC) can be downloaded from the OSPAR website at www.ospar.org.


§ 1.7 General physical properties

37.
Enter details of the physical state of the substance or preparation. Most of the general physical properties are described in the Safety Data Sheet (SDS). 


Part 2
Ecotoxicological information


38.
Ecotoxicological information can be mandatory or conditional. If the offshore chemical is on the PLONOR List or all the relevant ecotoxicological information has already been submitted to the authority, Part 2 of Annex 1 to OSPAR Recommendation 2010/3 on a Harmonised Offshore Chemical Notification Format (HOCNF) need not be completed. Reference should be provided to the document in which this information is given. 


39.
Whenever possible, ecotoxicological data should be derived from tests performed according to recognised international standard protocols or guidelines (e.g. OSPAR guidelines, ISO test guidelines and OECD test guidelines) and conducted by laboratories working in compliance with the current OECD principles of Good Laboratory Practice (GLP) at the time of testing. Test laboratories must also follow the OSPAR Guidelines for Toxicity Testing of Substances and Preparations Used and Discharged Offshore (Reference number: 2005-12) whenever samples are received for testing. The testing laboratories must also confirm to the supplier, in every case, that the validity criteria for the reference test have been met. 


40.
Other types of information may be sufficient for completing the HOCNF especially when used in a Weight of Evidence approach. Such information could include:


a. Data from in vitro or in vivo studies that have not been generated in accordance with the latest adopted/accepted version of the corresponding (validated) test method or to GLP (or equivalent)


b. QSAR model outputs


c. SAR model outputs, read across and category approaches.


41. 
Where data of type 40a are presented they should be evaluated for completeness and quality to assess whether they fulfil the requirements of the HOCNF Guidelines for the substance in question, and whether they are therefore appropriate for use in HMCS  pre-screening and CHARM calculations as required. The evaluation of these data should be conducted according to (draft) ECHA Guidance on Information Requirements and Chemical Safety Assessment, Chapter R4: Evaluation of Available Information, May 2008
.


42.
Data of type 40b may be used instead of testing when the following conditions are met:


i. Results are derived from a QSAR model whose scientific validity has been established in line with the OECD principles of QSAR validation (see reference*),


ii. The substance falls within the applicability domain of the QSAR model,


iii. Results are adequate of the purpose of pre-screening and CHARM assessment as required,


iv. Adequate and reliable documentation of the applied method is provided.


*The ECHA Guidance on Information Requirements and Chemical Safety Assessment, Chapter R.6: QSAR and Grouping of Chemicals, May 2008
 should be followed when using QSAR for HMCS purposes.


43.
Similarly, when using data of type 40c for HMCS purposes, the ECHA Guidance on Information Requirements and Chemical Safety Assessment, Chapter R.6: QSAR and grouping of Chemicals, May 2008 should be followed.


44.
If REACH data for the substance is available and  this data  has been used  in the HOCNF submission, the competent national authority  may conduct a Weight of Evidence  evaluation (Reference to ECHA REACH document R.7b and R.7c) for OSPAR Registration purposes. If REACH Registration data for the substance is not available, then the Weight of Evidence evaluation will only be possible if the competent national authority is satisfied of the sameness (Reference: ECHA Guidance for identification and naming of substances under REACH, June 2007) of the substance.


§ 2.1
Partitioning and bioaccumulation potential


45.
N-octanol water partitioning data must be provided for all organic substances with the exception of surfactants. For preparations, information for all the deliberately added substances is required. The data can be derived by measuring, estimating or calculating the partitioning of the substances between water and n-octanol (Pow).


46.
Log Pow is used for two purposes. In the pre-screening (OSPAR Recommendation 2010/4) it is used to advise on bioaccumulation potential, and in the CHARM model it is used  to estimate how a substance partitions between oil and water with the aim of predicting the environmental concentration (PEC). As a consequence of this dual use of log Pow data, whenever a range of log Pow values is quoted in a test report, the maximum and minimum value must be stated in the HOCNF. The maximum values will be used for estimating bioaccumulation potential in the pre-screening scheme and the minimum value will be used as an indication of the potential of the substance to partition into the water phase.


47.
A standard shake flask method for the determination of Pow is OECD Guidelines for Testing of Chemicals, 1981-107. The shake flask method is applicable for substances that are water soluble and which do not dissociate or associate. The method is not applicable for lipophilic organic substances (of low water solubility), preparations, complex substances, organo-metallic compounds and surface-active agents. Log Pow values in the range –2 to 4 can be measured by this method.


48.
A standard HPLC method for the estimation of the log Pow is OECD Guidelines for Testing of Chemicals, 1989 - 117. This method is applicable for preparations and complex substances (for complex substances the log Pow range needs to be stated). Ionisable substances should be measured in their non-ionised form under appropriate pH conditions (pH range of natural seawater). The HPLC method is not applicable to strong acids and bases, metal complexes, substances reacting with the eluent or surface-active agents. Log Pow values in the range 0 to 6 can be estimated using the HPLC method.


49.
Reliable methods are now available for calculation of log Pow for many types of organic substances and often laboratory testing can be avoided. Examples of reliable methods are CLOGP, LOGKOW and AUTOLOGP (cf. European Commission, Technical guidance documents on risk assessment in support of the Commission Directive 93/67/EEC on risk assessment for new notified substances; Commission Regulation (EC) No. 1488/94 on risk assessment for existing substances; and Directive 98/8/EC of the European Parliament and of the council concerning the placing of biocidal products on the market (Part II. Published April 2003). Care should be taken when using models to assess substances for which the protocols have not been verified. Calculations should be fully validated and justified. The latest version of relevant Technical Guidance Documents under the REACH Regulation should also be consulted where appropriate, including the Guidance on information requirements and chemical safety assessment, Chapter R.11: PBT Assessment, May2008.


50.
If the calculated or experimentally determined logPow (3, bioaccumulation will be assumed unless experimental bioconcentration factor (BCF) tests indicate the opposite. While high molecular weight compounds are less likely to bioaccumulate a precise threshold is not recognised; OSPAR has agreed to recognise MW 700 as a limit for bioaccumulation as given in the EU TGD Part II (http://ihcp.jrc.ec.europa.eu/our_activities/health-env/risk_assessment_of_Biocides/doc/tgd/tgdpart2_2ed.pdf). BCF data are relevant for all deliberately added substances with a log Pow >3. The BCF is determined on the basis of the ratio of animal tissue concentration to water concentration of the test substance at equilibrium, or on the basis of the ratio of the uptake and depuration rate constants. The competent national authority should be consulted beforehand to ensure that the proposed test method is suitable. In general, for fully water miscible substances, either a fish or a bivalve mollusc bioaccumulation test would normally be appropriate (e.g. OECD 305 or ASTM E1022), whereas for substances that give rise to suspended particles. A filter feeding organism such as a bivalve mollusc would be more appropriate.


51.
A variety of approaches may be appropriate for assessing the potential for substances to bioaccumulate. A more detailed assessment scheme for the HMCS, which applies substitution warnings to those substances that are likely to exhibit a potential to bioaccumulate, is detailed in Appendix 3 of these guidelines.


§ 2.2
Biodegradability


52.
Data on biodegradability in the marine environment are relevant for all organic substances. For preparations or complex mixtures, individual information for all the deliberately added substances is required. Data on the rate of hydrolysis of a substance, with pH conducted to OECD guideline 111, may be useful in assessing the abiotic degradation of some substances. These data may be submitted to the competent national authority and  the applicability of the data will be assessed by expert judgement on a case-by-case basis.


53.
If the substance is found not to be readily biodegradable, or if a ready aerobic biodegradation test has not been performed, it will be assumed that the substance is persistent in aerobic conditions unless a simulation test (e.g. OECD 308, OECD 309) is performed which indicates the opposite.


54.
 Substances for which no biodegradation data are available shall be tested according to the standard test methods for biodegradability, according to either OECD Guidelines for Testing of Chemicals, 1992, 306, or any of the four protocols published in the report “Biodegradability of chemical substances in seawater. Results of the four OSPARCOM ring tests, final report, Elf Akvamiljö, November 1996.” Details of the OSPAR ring test are available from OSPAR. . In the absence of valid results for such tests, authorities may accept data from freshwater tests according to OECD Guidelines for Testing of Chemicals, 1992, 301 A-F and freshwater BODIS tests, if these data are already available. 


55.
In a screening test, the highest value for the percentage biodegradation during the period of testing shall be used as a measure of the biodegradation potential provided that the value is not an outlier. The substance will be considered persistent if: 


i
 biodegradation is <20% in OECD 306, Marine BODIS or any other accepted marine protocols or <20 % in 28 days freshwater (ready test). 


ii
Half-life values derived from aquatic simulation tests (e.g. OECD 308, 309) indicate persistence to REACH (EC 1907/2006) Annex XIII criteria


56.
Tests on substances known to be toxic to microbes (e.g. biocides) should follow the recommendations in Annex II of OECD 1992 301. 


57.
Biodegradability tests on poorly soluble materials should follow the recommendations set out in ECETOC Technical Report No. 20 (1986), Annex III of OECD 1992 301 and ISO Guidance Document ISO 10634.


§ 2.3
Aquatic toxicity


58.
Toxicity data must be provided for all  substances. Marine data should be provided where possible but competent national authorities can also accept freshwater toxicity data in  lieu of marine data, provided  the freshwater tests are carried out using test species mentioned in the OECD 201, 202 and 203 guidelines or any other suitable internationally-accepted protocol.


59.
The relevance of toxicity test data other than that specified in the notification format should be agreed in consultation with the competent national authority. However, for freshwater data or non-OSPAR marine data, application of safety factors may be necessary,  as required by the CHARM model. For certain substances, additional marine toxicity data may be required at any time, if evidence casts doubt on the relevance of the existing test data.


60.
Substance-based testing on representative algal, crustacean and fish species is mandatory
. The full OSPAR marine toxicity data set comprises: 


a.
Algae



Skeletonema costatum; or

to ISO/DIS protocol 10253



Phaeodactylum tricornutum;

b.
Crustacea



Acartia tonsa; or



to ISO protocol TC 147/SC5/WG2



Tisbe battaglia;


c.
Fish



Scophthalmus maximus (juveniles);or
to Part B of the OSPAR Protocols on Methods for Cyprinodon variegatus (juveniles)
the Testing of Chemicals Used in the Offshore



Industry (published by OSPAR in 1995, available from the OSPAR web site at www.ospar.org)


61.
Where there are no existing fish toxicity test data, it is recommended that a limit test is conducted using the LC50 or EC50 of the most sensitive species of the other taxonomic groups that have been tested. If no significant mortality occurs in this limit test (when compared with the control), it is unnecessary to undertake a full toxicity test and the end point of the fish test should be reported as greater than the concentration tested (> limit concentration).


62.
Most substances exhibit a fairly similar degree of toxicity to both algae and crustacea but there are occasions where a substance appears to be very much more toxic to one class of organism than the other. Should the apparent toxicity be found to be due to a physical effect such as chelation and not toxicity, OSPAR recommends that the limit test should be conducted at the LC50 or EC50 concentration of the other species that was tested. 


63.
A comparative suite of alternative marine or freshwater species are also acceptable if tests are conducted according to recognised protocols such as the OECD 201, 202 and 203 guidelines or any other suitable internationally-accepted protocol.


64.
An additional sediment reworker test must be carried out, using Corophium spp, as described in Part A of the OSPAR Protocols on Methods for the Testing of Chemicals Used in the Offshore Industry, for 

substances which:


a.
are "sinkers"; or


b. have a Koc >1000; or


c. have a log Pow>4; or


d.
are in any other way known to adsorb to particles or end up in the sediment; or


e.
contain surfactants.


Part 3

Confirmation statement


65.
The confirmation statement is a written declaration renewable every three years to confirm that:


a.
The information in the form still applies precisely to the substance/preparation being manufactured or supplied under that specific trade name. Any change in formulation, by the addition of any new substance, or the removal of any existing substance, other than by trace quantities (<100 ppm or <0,01%), necessitates the immediate action to consider whether new data are required. Any change in composition, i.e., in the concentrations of a substance, unless within the previously accepted range of variability, similarly necessitates the immediate evaluation of the new composition. Any change of name, coding or number requires an immediate declaration that the existing format now applies to this renamed preparation;


b.
All laboratory tests results and data referred to in Annex 1 to OSPAR Recommendation 2010/3 on a Harmonised Offshore Chemical Notification Format (HOCNF)  were either in compliance with the requirements of the relevant REACH registration, or are in compliance with the European Chemicals Agency (ECHA) “Guidance on Information Requirements and Chemical Safety Assessment, Chapter R4: Evaluation of available information, May 2008 (as adopted)


66.
Suppliers may be asked at any time to submit samples of a substance/preparation to government bodies for analysis or testing. Offshore users may also be asked at any time to submit to government bodies a sample of the preparation currently in use.


67.
Before the renewal date, the notifier should consult the competent national authorities. More relevant data, or data not previously supplied, for a substance/preparation, may be required, irrespective of any previous approval for use.


Appendix 1


Glossary and Definitions of Terms


1.
For the purpose of these guidelines and for the purpose of the Harmonised Offshore Chemical Notification Format (HOCNF) as at Annex 1 of OSPAR Recommendation 2010/3 on a Harmonised Offshore Chemical Notification Format (HOCNF):


a.
"authority" means the competent national authority of a Contracting Party to the OSPAR Convention;


b.
“discharge” means the operational release of offshore chemicals or their degradation and transformation products into the maritime area;


c.
"EINECS" means European Inventory of Existing Commercial Chemical Substances;


d.
“ELINCS” means European List of Notified Chemical Substances;


e
“Limit test” means a fish toxicity test conducted at a single concentration rather than a range of concentrations (as described in the OSPAR agreement 2005-11)

f
“offshore chemicals” means all chemicals intentionally used in connection with offshore exploration and production activities in the maritime area. Offshore chemicals comprise both substances and preparations;


g.
"PLONOR" means the OSPAR List of Substances/Preparations Used and Discharged Offshore Which are Considered to Pose Little or No Risk to the Environment


h.
“Pow” is equivalent to Kow and means the partition coefficient of a substance between octanol and water, measured or calculated according to the HOCNF;


i.
“preparation” means a mixture or solution composed of two or more substances;


j.
“SDS” means Safety Data Sheet compiled in accordance with Annex II as laid down in Article 31 of Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH) establishing a European Chemicals Agency, amending Directive 1999/45/EC and repealing Council Regulation (EEC) No 793/93 and Commission Regulation (EC) No 1488/94 as well as Council Directive 76/769/EEC and Commission Directives 91/155/EEC, 93/67/EEC, 93/104/EC and 2000/21/EC. (OJ L 396, 30.12.2006, p. 1).


k.
"sinkers" means those chemicals with a density greater than that of sea water and with a low water solubility;


l.
“substance” means a chemical element and its compounds, in the natural state or obtained by any manufacturing process, including any additive necessary to preserve its stability and any impurity deriving from the process used, but excluding any solvent which may be separated without affecting the stability of the substance or changing its composition;


m.
“Surfactant” means any substance, which has surface-active properties according to test method A.5 in Regulation EC 440/2008 laying down test methods pursuant to Regulation (EC) No 1907/2006 on the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH) of 30 May 2008, and which consists of one or more hydrophilic and one or more hydrophobic groups of such a nature and size that is capable of reducing the surface tension of water, and of forming spreading or adsorption monolayers at the water-air interface, and of forming emulsions and/or microemulsions and/or micelles, and of adsorption at water-solid interfaces.

n.
"trace" means a substance is represented with less than 0,01 % (<100 ppm) in a preparation;


o.
“use”, in relation to an offshore chemical, means any intentional application of the  chemical in connection with offshore exploration and production activities in the maritime area under normal operating conditions.


2.
Further definitions and information can be found in:


· OSPAR Decision 2000/2 on a Harmonised Mandatory Control System for the Use and Reduction of the Discharge of Offshore Chemicals;


· OSPAR Recommendation 2010/4 on a Harmonised Pre-screening Scheme for Offshore Chemicals;


· OSPAR Recommendation 2010/3 on a Harmonised Offshore Chemical Notification Format (HOCNF);


which are available for downloading from the OSPAR web site at www.ospar.org.


Appendix 2*

Functions of Chemicals referred to in paragraph 17 of the OSPAR Guidelines for completing the HOCNF


		Acidity Control Chemical


Antifoam (Hydrocarbons)


Antifoam (Water Injection)


Asphaltene Dissolver 


Asphaltene Inhibitor


Biocide


Brine (Completion)


Carrier Solvent


Cement or Cement Additive


Coagulant 


Coolant or  Coolant Additive


Corrosion Inhibitor


Crosslinking Chemical


Cuttings Wash Fluid


Defoamer (Drilling)


Demulsifier


Deoiler


Detergent / Cleaning Fluid


Dispersant


Drilling Lubricant


Dye


Emulsifier


Filter Cake Removal Chemical


Filter Media or Filter Media Additive


Filtrate Reducer


Flocculant 


Fluid Loss Control Chemical


Gas Hydrate Inhibitor


Gelling Chemical


Hydraulic Fluid


Hydrogen Sulphide Scavenger


Jacking grease




		Lost Circulation Material


OPF Additive


OPF Base Oil


OPF Base Synthetic


OPF Oil based Drilling fluid


OPF Synthetic-based Drilling Fluid


Oxygen Scavenger


Pipe Dope


Pipe Release Chemical


Pipeline Hydrotest Chemical


Pipeline Pigging Chemical


Proppant


Scale Dissolver


Scale Inhibitor


Shale Inhibitor / Encapsulator


Thinner


Tracer chemical


Viscosifier


Water Based Drilling Fluid Additive


Water Based Drilling Fluid


Water Clarifier


Wax Inhibitor


Wax Dissolver


Weighting Chemical


Well Stimulation Chemical


Well Bore Clean-up Chemical


Other








Appendix 3


Bioaccumulation Assessment Methodology for substances for HMCS



Positive Conclusion







Not considered �to be bioaccumulating







Determination of BCF:



OECD 305 / SOP 108



Other BCF methodology?







Considered potentially bioaccumulating:







Increased potential for the award of a substitution warning via the 2 out of 3 box in HMCS pre-screening







BCF<100











BCF<100



Log Pow <3











Molecular weight cut-off







BCF>100



Log Pow >3 











BCF>100







No valid data







Guidance on applicability of tests and requirements for robust study design and conduct







Negative Conclusion







Weight of Evidence / 



Expert judgement







Determination of Log Pow / BCF:



OECD 107



OECD 117



Literature data (Pow or BCF)



Validated QSAR



Other draft POW methodology











� 	This update of the Guidelines replaces OSPAR Agreement 2010/05 as from [1 January 2012]



�	cf. Annex 1 of OSPAR Recommendation 2010/3 on a Harmonised Offshore Chemical Notification Format (HOCNF) 



�	http://guidance.echa.europa.eu/docs/guidance_document/information_requirements_en.htm#B



�  Concentration ranges: 







Declared concentration range of the constituent



(%w/w absolute)�

Permitted variation in initial concentration of the constituent (% relative)�

�

≤2,5%�

±15%�

�

>2,5≤10%�

±10%�

�

>10≤25%�

±6%�

�

>25≤50%�

±5%�

�

>50≤100%�

±2,5%�

�









�	 http://guidance.echa.europa.eu/docs/guidance_document/information_requirements_r4_en.pdf?vers=20_08_08



� 	http://guidance.echa.europa.eu/docs/guidance_document/information_requirements_r6_en.pdf?vers=20_08_08



�	 If testing another species has already identified a substance for substitution, the fish test is not mandatory although it may still be required at the discretion of the competent authority



* 	This appendix was agreed in a written procedure between OIC Heads of Delegation following the meeting of OIC 2003. The written procedure was completed on 2 May 2003.
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(OSPAR 10/23/1, Annex 9)


OSPAR Recommendation 2010/3 on a Harmonised Offshore Chemical Notification Format (HOCNF) 


RECALLING Article 5 of the Convention for the Protection of the Marine Environment of the North East Atlantic (“OSPAR Convention”) in which Contracting Parties agree to take jointly all possible steps to prevent and eliminate pollution from offshore sources;


RECALLING Article 4 of Annex III to the OSPAR Convention in which Contracting Parties agree that use on, or the discharge or emission from, offshore sources of substances which may reach and affect the maritime area shall be strictly subject to authorisation or regulation by the competent authorities of the Contracting Parties and that competent authorities shall provide for a system of monitoring and inspection;


RECALLING the programmes and measures stipulated in OSPAR Decision 2000/2 on a Harmonised Mandatory Control System for the Use and Reduction of the Discharge of Offshore Chemicals, and the experience gained in its application;

RECALLING the Hazardous Substances Strategy and the OSPAR Commission’s strategic objective with regard to hazardous substances to prevent pollution of the OSPAR maritime area by continuously reducing discharges, emissions and losses of hazardous substances, with the ultimate aim to achieve concentrations in the marine environment near  background values for naturally occurring substances and close to zero for man-made synthetic substances; 

RECALLING the OSPAR Offshore Oil and Gas Industry Strategy and the OSPAR Commission’s strategic objective with regard to offshore oil and gas activities to prevent and eliminate pollution and take the necessary measures to protect OSPAR maritime area against the adverse effects of offshore activities by setting environmental goals and improving management mechanisms, so as to safeguard human health and to conserve marine ecosystems and, when practicable, restore marine areas which have been adversely affected; 

NOTING the relevant legislation within the European Union, in particular Regulation (EC) No 1907/2006 on the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH) and corresponding legislation of other Contracting Parties;


and as a consequence DESIRING to update the Harmonised Offshore Chemical Notification Format (HOCNF),

The Contracting Parties to the Convention for the Protection of the Marine Environment of the North East Atlantic RECOMMEND:


1.
Definitions


1.1
For the purposes of the programmes and measures contained under section 3 of this Recommendation:


a.
"authority" means the competent national authority of a Contracting Party to the OSPAR Convention;


b.
"discharge" means the operational release of offshore chemicals or their degradation and transformation products into the maritime area;


c.
"hazardous substances" means (in accordance with the OSPAR Hazardous Substances Strategy) substances which fall into one of the following categories:


(i)
substances or groups of substances that are toxic, persistent and liable to bioaccumulate;


(ii)
other substances or groups of substances which are assessed by the Commission as requiring a similar approach as substances referred to in (i), even if they do not meet all the criteria for toxicity, persistence and bioaccumulation, but which give rise to an equivalent level of concern.


This category will include both substances which work synergistically with other substances to generate such concern, and also substances which do not themselves justify inclusion but which degrade or transform into substances referred to in (i) or substances which require a similar approach.


The Commission will identify and assess such other substances or groups of substances using available information and internationally accepted methods and criteria


d.
"HOCNF" means the Harmonised Offshore Chemical Notification Format;

e.
"offshore chemicals" means all chemicals intentionally used in connection with offshore exploration and production activities in the maritime area. Offshore chemicals comprise both substances and preparations;

f.
“OSPAR Decision 2000/2” means OSPAR Decision 2000/2 on a Harmonised Mandatory Control System for the Use and Reduction of the Discharge of Offshore Chemicals; 

g.
“OSPAR LCPA” means the OSPAR List of Chemicals for Priority Action; 


h.
“OSPAR LSPC” means the OSPAR List of Substances of Possible Concern; 


i.
“OSPAR Recommendation 2000/5” means OSPAR Recommendation 2000/5 on a Harmonised Offshore Chemical Notification Format (HOCNF) as amended by OSPAR Recommendations 2005/3 and 2008/2;

j.
“PLONOR” means the OSPAR List of Substances/Preparations Used and Discharged Offshore, which are considered to pose Little or No Risk to the Environment; 

k.
"preparation" means a mixture or solution composed of two or more substances;

l
“REACH” means Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH) establishing a European Chemicals Agency, amending Directive 1999/45/EC and repealing Council Regulation (EEC) No 793/93 and Commission Regulation (EC) No 1488/94 as well as Council Directive 76/769/EEC and Commission Directives 91/155/EEC, 93/67/EEC, 93/104/EC and 2000/21/EC. (Official Journal of the European Union 30.12.2006 L396/1)


m.
"SDS" means Safety Data Sheet compiled in accordance with Annex II as laid down in Article 31 of REACH; 

n.
"substance" means a chemical element and its compounds in the natural state or obtained by any manufacturing process, including any additive necessary to preserve its stability and any impurity deriving from the process used, but excluding any solvent which may be separated without affecting the stability of the substance or changing its composition; 

o.
"Surfactant" means any substance, which has surface-active properties according to test method A.5 in Regulation EC 440/2008 laying down test methods pursuant to  REACH, and which consists of one or more hydrophilic and one or more hydrophobic groups of such a nature and size that is capable of reducing the surface tension of water, and of forming spreading or adsorption monolayers at the water-air interface, and of forming emulsions and/or microemulsions and/or micelles, and of adsorption at water-solid interfaces; 


p.
"use" means application of any offshore chemical in connection with offshore exploration and production activities in the maritime area that might result in a discharge.


1.2
Further definitions and explanations of terms used in Annex 1 to this Recommendation are given in the OSPAR Guidelines for Completing the Harmonised Offshore Chemical Notification Format.

2.
Purpose and Scope


2.1
The purpose of the Harmonised Offshore Chemical Notification Format is to provide authorities with data and information about chemicals to be used and discharged offshore, to enable the authorities to take the appropriate regulatory action in accordance with the scope of OSPAR Decision 2000/2. 


3.
Programmes and Measures

3.1
Authorities should require the provision of data and information in accordance with the registered data and information on the basis of REACH, if available, or with the data and information in accordance with the HOCNF at Annex 1 in order to examine and decide upon an application for a substance or preparation to be used and discharged offshore in accordance with OSPAR Decision 2000/2. 

3.2
Authorities should require that:


a.
data and information about the substance or preparation  is provided in terms of its:


(i)
complete and precise chemical composition, including unequivocal chemical names and CAS-numbers, molecular weights (MW) as well as the percentage content for all deliberately added substances;


and, as they deem necessary, with


(ii)
country of manufacture;


(iii)
other trade names for the product;


(iv)
other countries in which the material is sold;


(v)
the names and addresses of distributor, producer or importer;


(vi)
report numbers of the tests carried out in accordance with the requirements stipulated in Part 2 of Annex 1  to this Recommendation;


b.
sufficient information on offshore chemicals is being supplied to operators by suppliers or manufactures to allow them to properly assess the chemicals they use;


c.
the company making the application is aware of the relevant:


(i)
national guidelines or regulations;


(ii)
programmes, measures or agreements adopted in the framework of OSPAR.


3.3
Authorities should recognise that some of the data and information provided in accordance with the HOCNF at Annex 1 is confidential and that it should be treated as such. However, any or all such data could be exchanged between Contracting Parties and nominated 3rd Parties who have been notified to the OSPAR Secretariat, in accordance with the Confidentiality Agreement (Reference number: 2007-13).


4.
Entry into Force

4.1
This Recommendation has effect from 1 January 2011 and should be reviewed and, if necessary, revised in 2014.

4.2
Upon taking effect this Recommendation supersedes OSPAR Recommendation 2000/5.

5.
Implementation Reports


5.1
Reports on the implementation of this Recommendation should be submitted to the appropriate OSPAR subsidiary body in accordance with the timing of the implementation reporting on OSPAR Decision 2000/2.

5.2
When reporting on the implementation of this Recommendation, the implementation format given in Annex 2 should be used.


ANNEX 1


Part 1:
General information


1.1
Trade name


State trade name(s):




1.2
Supplier and background information as regards substance/preparation


Name:




Company number:




Postal address:




Phone no.:




Emergency phone (24 hours):




Facsimile no.:




E-Mail address:




OSPAR Contracting Parties in which the preparation is used: 



(including alternative trade names used in those



countries by this supplier) 



1.3
An SDS must be attached to this HOCNF format. Confirm: ( YES 


1.4
Use and discharge

		Application group

		Function

		Process system*

		Normal dose rate (specify units)

		Flow**

		Probable scale of use per installation (specify units

		Closed or open system

		If open, estimated  discharge (%)

		Frequency of treatment

		Probable amount of substance/preparation discharged (specify units)

		Duration of discharge

		Total estimated amount of discharge (tonnes)



		Drilling #

Cementing


Completion#1

Stimulation#

Production#

Utility#

Other (state) #

		

		

		

		Oil#

Gas#

		

		Open#

Closed#

		

		

		

		

		



		Drilling #

Cementing


Completion#1

Stimulation#

Production#

Utility#

Other (state) #

		

		

		

		Oil#

Gas#

		

		Open#

Closed#

		

		

		

		

		





*
state the process system to which the substance/preparation will be applied


** 
state type of flow (oil/gas) on which dose is based


# 
delete if not applicable


1 
completion/workover

1.5
Fate


Explain the likely fate of the substance/preparation:


1.6
Composition

a)
State the chemical composition of the substances present in the preparation 


		Substance


Name (and trade name where applicable)

		Percentage composition*

		CAS No.

		EINECS or ELINCS or REACH


Registration No.

		Molecular weight

		REACH


Annex IV




		REACH


Annex V




		PLONOR



		1

		2

		3

		4

		5

		6

		7

		-8



		

		

		

		

		

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		

		

		

		

		

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		

		

		

		

		

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		

		

		

		

		

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		

		

		

		

		

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		

		

		

		

		

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		

		

		

		

		

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		

		

		

		

		

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		

		

		

		

		

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		

		

		

		

		

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 






*
The entries should add up to 100%


Comments:


b)
Content


		Substance


Name (and trade name where applicable)

		OSPAR LCPA

		OSPAR LSPC

		REACH 
Annex XIV

		REACH
Annex XVII

		Surfactant

		Heavy metals or heavy metal compound

		Organo-halogen compounds 

		Radioactive substances



		1

		2

		3

		4

		5

		6

		7

		8

		9



		

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 






Traces of heavy metals, LCPA, LSPC or radioactive substances should also be entered here. 


If “Yes” in any of columns 2 to 7 for one or more substances in the above table, please state the details and the concentration of the impurity/component in the table below:

		CAS No / name

		Compound / contaminant

		Concentration (ppm)

		Intentional additive (Y/N)

		Analytical methodology

		If surfactant



		

		

		

		

		

		Fraction released

		Documentation /reference 


to laboratory test



		

		

		

		

		

		

		



		

		

		

		

		

		

		



		

		

		

		

		

		

		



		

		

		

		

		

		

		



		

		

		

		

		

		

		





1.7
General physical properties


If liquid, state whether:
Single substance  (
Preparation  (

If mixture of solid and liquid, state whether:
Suspension  (
Emulsion  (
Other  (

Does the preparation separate in sea water to give
floating (       sinking (        soluble (
   materials?      no  (

If other, please describe:


Part 2:
Ecotoxicological information


Please provide the following information:


a.
Is the substance (or all substances of which the preparation is composed of) on the OSPAR List of Substances / Preparations Used and Discharged Offshore Which are Considered to Pose Little or no Risk to the Environment (PLONOR) or REACH EC1907/2006 Annex IV or Annex V?


Yes (- no ecotoxicological information is required, please proceed with Part 3


No  (
 - please complete Part 2 in full


b.
Has the required ecotoxicological information been submitted by the supplier to the competent national authorities?


Yes (


No ( - Please complete Part 2 in full


c.
Is the substance (or all substances of which the preparation is composed of) registered under REACH EC1907/2006 for specific use and discharge of on offshore installations? 


Yes ( Please complete Part 2 in full by providing the specific ecotoxicological information registered under REACH, if that is available


No  ( Please complete Part 2 in full in accordance with the OSPAR Guidelines for completing the HOCNF. 


Please note: In addition to fully completed HOCNFs, reports for any non-testing methods or weight of evidence approach must be provided in electronic format (e.g. word or pdf). 


2.1
Partitioning and bioaccumulation potential


2.1.1
Log Pow (mandatory) – not applicable for surfactants


The N-octanol / water partition coefficient is only required for organic substances and organo-metals. For preparations individual information for all substances deliberately added is requested.


		Substance

		Peak No.

		Log Pow

		% area under peak

		Weighted average log Pow *

		Lab ID**

		Method***

		Report ID



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		





*
Weighted average log Pow is only scientifically valid for substances or complex substances (e.g. tall oils), which are a group of homologs. When calculated log Pow values are given the calculated method used should be specified. 


**
See Annex 1, Part I  for laboratory details 


***
Methodology / Protocols / Literature data sources may be entered here as well.


Comments on results


		





2.2
Biodegradability


Biodegradability studies are only relevant for organic and organometallic substances. For complex mixtures individual information for all deliberately added substances should be given on separate data sheets.


2.2.1
Aerobic/ biodegradability (mandatory for all organic substances) 


Experimental values:


If less than 4 values have been provided, an explanation must be given


		Substance

		Day

		Screening test*

		Simulation test*

		Lab ID**

		Method***

		Report ID



		

		

		Reference substance 

		Test substance %

		Reference substance %

		Test subs-tance DT50

		CO2 profile

		

		

		



		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		





*
Provide either screening test or simulation test data.


**
See Annex 1, Part I for laboratory details 


***
Methodology / Protocols / Literature data sources may be entered here as well

Comments on results


		





2.3
Aquatic toxicity 


		Test substance: 

		



		Aquatic toxicity

		Test species 

		Results

		Report details

		Comment:



		Algae

		Skeletonema costatum


or*


…………..

		EC50 (72h):


EC90 (72h):


NOEC (72h):




		In mg/l

		Method**: 


Lab ID***: 


Report nr: 


Result based****:


on “nominal” or


“measured” or


WAF

		



		Crustacean

		Acartia tonsa


or*


…………..

		LC50 (48h):


LC100/LC90 (48h): 


NOEC (48h):




		In mg/l




		Method**: 


Lab ID***: 


Report nr: 


Result based****:


on “nominal” or


“measured” or


WAF

		



		Fish 

		Scophthalmus maximus


or*


…………..

		LC50 (96h):


NOEC (96h):


Limit:




		In mg/l

		Method**: 


Lab ID***: 


Report nr: 


Result based****:


on “nominal” or


“measured” or


WAF

		





*
Specify the Latin species name  


** 
Methodology / Protocols / Literature data sources may be entered here as well  


***
See Annex 1, Part I for laboratory details


**** 
State whether the EC50 was based on nominal (n) or measured (m) exposure concentration or on the water accommodated fraction (WAF)


If data is not available, please enter either “not available” or “not conducted” in the comments box

Sediment reworker test required for substances which:


a.
are "sinkers"; or


b. have a Koc >1000; or


c. have a log Pow>4; or


d. are in any other way known to adsorb to particles or end up in the sediment; or


e. contain surfactants ;


		Aquatic toxicity

		Test species 

		Results

		Report details

		Comment:



		Sediment reworker

		Corophium volutator


or*


…………..

		LC50 (10d):


NOEC (10d):

		In mg/kg dry weight of sediment




		Method**: 


Lab ID***: 


Report nr: 


Result based****:


on “nominal” or


“measured”

		





* 
Specify the Latin species name  


**
 Methodology / Protocols / Literature data sources may be entered here as well  


***
 See Annex 1, Part I for laboratory details


****
 State whether the EC50 was based on nominal (n) or measured (m) exposure concentration or on the water accommodated fraction (WAF)


If data is not available, please enter either “not available” or “not conducted” in the comments box

Part 3:
Confirmation statement


I hereby confirm that I have reviewed this document and that the information submitted is true and that the amounts and values stated are accurate.


I hereby confirm that the laboratory test results and data that form the basis of this document are either in compliance with the requirements of the relevant REACH registration, or in compliance with the European Chemicals Agency (ECHA) ‘Guidance on information requirements and Chemical Safety Assessment’, Chapter R4: Evaluation of available information, May 2008 (as adopted).


Date:




Name:




Position in company:




Company:




Annex 2


Implementation Report Format


The format below for the implementation report on implementation of OSPAR Recommendation 2010/3 on a on a Harmonised Offshore Chemical Notification Format (HOCNF) should be used to the extent possible.


		Country:

		





		Reservation applies

		yes/no *





		Is measure applicable in your country?

		yes/no *





If not applicable, then state why not (e.g. no relevant installation or activity)


		Means of Implementation:

		by legislation

		by administrative action

		by negotiated agreement



		

		yes/no*

		yes/no*

		yes/no*





Please provide information on:


a.
specific measures taken to give effect to this measure;


b.
any special difficulties encountered, such as practical or legal problems, in the implementation of this measure;


c.
the reasons for not having fully implemented this measure should be spelt out clearly and plans for full implementation should be reported;


d.
if appropriate, progress towards being able to lift the reservation.

� 	This Recommendation replaces OSPAR Recommendation 2000/5 as amended by OSPAR Recommendations 2005/3 and 2008/2.



*	Delete whichever is not appropriate
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