 FOI Status – Exempt under Section 35(1)(a) – Formulation of Government Policy
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[bookmark: _Toc197520648][bookmark: _Toc200970823]Consultation by the Health and Safety Executive
[bookmark: _Toc181269110][bookmark: _Toc181269310][bookmark: _Toc197520649][bookmark: _Toc200970824]Overview
[bookmark: _Toc180475193][bookmark: _Toc180475550][bookmark: _Toc180475881][bookmark: _Toc180476200][bookmark: _Toc180505376][bookmark: _Toc180505442][bookmark: _Toc180641034]The Health and Safety Executive (HSE) undertakes a wide range of regulatory functions fundamental to enabling a safe and healthy workplace. We are dedicated to protecting people and places and helping everyone lead safer and healthier lives. Our role goes beyond worker protection to include public assurance. We work to ensure people feel safe where they live, where they work and in their environment which we achieve in part through our role as the appointed authority to regulate chemicals. 
[bookmark: _Toc180475194][bookmark: _Toc180475551][bookmark: _Toc180475882][bookmark: _Toc180476201][bookmark: _Toc180505377][bookmark: _Toc180505443][bookmark: _Toc180641035]Great Britain (GB) has one of the best workplace health and safety performances in the world and achieves some of the lowest rates of occupational injury and fatality in Europe. 
[bookmark: _Toc180475195][bookmark: _Toc180475552][bookmark: _Toc180475883][bookmark: _Toc180476202][bookmark: _Toc180505378][bookmark: _Toc180505444][bookmark: _Toc180641036]HSE’s work supports innovation, productivity and economic growth in GB and businesses that adopt effective, proportionate health and safety practices increase productivity and employee engagement. HSE’s strategy – Protecting people and places: HSE strategy 2022 to 2032 – commits HSE to reviewing its regulatory framework to keep pace with social, political, environmental and technological developments.
This consultation document is issued by the Health and Safety Executive (HSE) in line with the Government’s Consultation Principles for consulting with stakeholders. It outlines the proposals for changes to HSE led chemicals policy and seeks views on: Biocides, Classification, Labelling and Packaging, and the export and import of hazardous chemicals (Prior Informed Consent).
[bookmark: _Toc179457631][bookmark: _Toc179458474][bookmark: _Toc179458561]The consultation is in direct support of a key commitment made by the Prime Minister as part of the Government’s Policy paper New Approach to ensure regulators and regulation support growth which is an Action Plan that nests into the broader Government Mission to Kickstart Economic Growth. These changes to the HSE-led areas of the Chemicals Framework should result in reducing costs to business. HSE will need to make these changes through an appropriate legislative route that may give rise to new legislative powers.
[bookmark: _Toc181269111][bookmark: _Toc181269311][bookmark: _Toc197520650][bookmark: _Toc200970825]How to submit responses
This consultation will last for 8 weeks from 23 June 2025 until 18 August 2025. Responses must be received by 23:59 on 18 August 2025.
You can respond in three ways: 
1. Complete the online survey below (our preferred option for ease of analysis)
2. Download the Word document version of this consultation and email it to chemicals.reform@hse.gov.uk
3. Download the Word document version of this consultation and send it to:
Consultation on HSE Chemicals Legislative Reform
Health and Safety Executive 
Building 2.3 Redgrave Court
Merton Road
Bootle
Merseyside L20 7HS

If you require a more accessible format of this document, please send details to HSE.Online@hse.gov.uk and your request will be considered. 
[bookmark: _Toc181262954][bookmark: _Toc181269112][bookmark: _Toc181269312][bookmark: _Toc197520651][bookmark: _Toc200970826]Once the consultation closes
[bookmark: _Toc179459311][bookmark: _Hlk181270370]When the consultation has closed, HSE will consider the views expressed and may further refine the proposals for chemicals legislative reform. A summary of HSE’s responses to the views expressed by stakeholders will be published alongside the consultation response. Further communications will be issued for interested parties in advance of any regulatory changes coming into force.
[bookmark: _Toc181269113][bookmark: _Toc181269313][bookmark: _Toc197520652][bookmark: _Toc200970827]Confidentiality and GDPR
HSE tries to make its consultation procedure as thorough and open as possible. A summary of responses to this consultation document will be made available on the consultation webpage after the close of the consultation period where it can be viewed.
Information provided in response to this consultation may be subject to publication or disclosure in accordance with the access to information regimes – these are primarily the Freedom of Information Act 2000 (FOIA), the General Data Protection Regulations (GDPR) and the Environmental Information Regulations 2004 (EIR). Statutory Codes of Practice under the FOIA and EIR also deal with confidentiality obligations, among other things.
If you would like us to treat any of the information you provide as confidential, please make this clear in your response. If we receive a request under FOIA or EIR for the information you have provided, we will take full account of your explanation, but we cannot guarantee that confidentiality can be maintained in all circumstances.
An automatic confidentiality disclaimer generated by your IT system will be disregarded for these purposes. Requests for confidentiality should be made explicit within the body of the response.
HSE will process all personal data in accordance with the GDPR. This means that personal data will not normally be disclosed to third parties and any such disclosures will only be made in accordance with the Regulations. See HSE’s Privacy Policy Statement.
[bookmark: _Toc181269114][bookmark: _Toc181269314][bookmark: _Toc197520653][bookmark: _Toc200970828]Quality assurance and complaints
If you have any complaints about the consultation process (as opposed to comments about the issues which are the subject of the consultation) please address them to:
Dipti Kerai
Better Regulation and Policy Unit
Engagement and Policy Division
Health and Safety Executive
4th Floor, 10 South Colonnade
Canary Wharf
London
E14 4PU
or send an email outlining your concern to: Dipti.Kerai@hse.gov.uk.
HSE aims to reply to all complaints within 10 working days. If you are not satisfied with the outcome, you can raise the matter with the Information Commissioner’s Office:
Information Commissioner’s Office
Wycliffe House
Water Lane
Wilmslow
Cheshire
SK9 5AF
or HSE’s Chief Executive, Sarah Albon, at:
Sarah Albon
Chief Executive
Health and Safety Executive
Redgrave Court
Merton Road
Bootle
Merseyside
L20 7HS
You can also write and ask your MP to take up your case with us or with ministers. Your MP may also ask the independent Parliamentary Commissioner for Administration (the Ombudsman) to review your complaint.


[bookmark: _Toc181269115][bookmark: _Toc181269315][bookmark: _Toc197520654][bookmark: _Toc200970829]Introduction
The chemicals sector is at the heart of GB’s manufacturing industry. It consists of more than 4,100 businesses – including large global multinationals, medium sized companies, and small enterprises. Between them they span the whole supply chain, from energy and feedstocks to pharmaceuticals and consumer products. The chemicals sector makes a key contribution to the UK economy, generating £46.3bn industry turnover and £12.2bn Gross Value Added. The sector is responsible for thousands of highly skilled and well-rewarded jobs located in parts of the country where they are essential to the local economy. It is estimated that the chemicals sector directly employs 104,600 people, and industry sources report that for every employee around three more jobs are supported in purchased services and supply chains resulting in sustaining nearly 500,000 jobs around the UK.
The UK chemicals regulatory framework regulates the lifecycle of chemicals – manufacture, storage, supply, distribution, use and disposal of chemicals and the protection of people and places where they may be exposed to chemicals. Regulations also cover the export and import of chemicals and implement the UK’s pre-existing commitments under international agreements. Following EU Exit, these direct acting EU regulations became incorporated into UK law under section 3 of the European Union (Withdrawal) Act 2018.
The management of chemicals is complex and currently requires shared responsibility across government departments – including HSE, the Department for Business and Trade (DBT), and the Department for Environment, Food and Rural Affairs (Defra) – and devolved governments. HSE is the GB chemicals regulator but certain functions are also disaggregated across departments in accordance with existing portfolios and expertise along with application and class of chemical. The UK Chemicals Governance Group (UKCGG) provides strategic oversight of the various regulatory regimes within the UK. The UKCGG is informed by a number of groups, including the Chemicals Delivery Board (CDB), Pesticides Delivery Board (PDB), and Biocides Delivery Board (BDB).
Regulation must be balanced against removing unnecessary barriers to growth in the chemicals sector and set a clear path to regulation which supports the Government’s Industrial Strategy set out in its green paper Invest 2035: the UK’s modern industrial strategy. 
The Regulatory Action Plan (RAP) published by Government in March 2025 clearly sets out the ambition for regulatory reform. Reforms must support growth, be targeted and proportionate, transparent and predictable and adaptive to keep pace with innovation. 
The aims described above can be achieved by changing how HSE approaches regulating chemicals. HSE will make changes to reduce burdens whilst maintaining existing levels of health and environmental protection. 
The changes must continue to champion HSE’s strategic goal to increase and maintain trust to ensure people feel safe where they live, where they work, and in their environment, capitalising on HSE’s expertise regulating across the chemicals and health and safety landscape.
This consultation document provides an outline of the key reforms HSE considers necessary or desirable to make changes to the chemicals regimes on which it leads. It seeks to do this by proposing changes to assimilated EU-derived legislation[footnoteRef:2]. Depending on the nature and extent of the proposed change, this suite of changes are likely to need a mixture of primary and secondary legislation.  A summary of the proposals is below, with more detailed information set out in the background and regime-specific sections.  [2:  Assimilated law refers to the UK domestic law that was previously known as "retained EU law" (REUL) and which was created by the European Union (Withdrawal) Act 2018. The Retained EU Law (Revocation and Reform) Act 2023 changed the terminology to "assimilated law" on January 1, 2024.] 

GB Biocidal Products Regulation (GB BPR)
· Introduce a system which allows the recognition of approvals and, where appropriate, authorisations given in foreign jurisdictions with similar standards. This proposal delivers on the Government’s commitment that HSE will consult on how international approvals can be recognised to reduce the time and cost to bring chemical products, including biocides, to the GB market, which was made as part of the Action Plan to ensure regulators and regulation support growth.
· Replace the system of active substance renewals. Approvals would no longer have fixed expiry dates. Instead, active substances would be “called in” for review by HSE using a risk-based approach and in a manner which facilitates the smooth flow of goods across the whole UK Internal Market.
· Introduce powers to permit the Secretary of State to allow biocidal active substances and biocidal products which are essential to society to be made available on the GB market where needed, whilst safeguarding against possible abuse of the system by means of specific conditions.
· Introduce powers to make further amendments in secondary legislation to the detailed procedures in GB BPR, making it possible to improve the efficiency and effectiveness of the regime in future in a more agile way.

Classification, Labelling and Packaging of Chemicals Substances and Mixtures (GB CLP)
· Consolidate Article 37 and Article 37A of the assimilated Regulation (EC) No 1272/2008 into a single procedure for GB mandatory classifications and break the automatic link requiring HSE to consider all Committee for Risk Assessment (RAC) Opinions published by the European Chemicals Agency (ECHA).
· Revoke the GB CLP notification database and requirement for GB duty holders to submit notifications to HSE as the GB CLP Agency, thereby reducing burdens on duty holders and the regulator.
· Relocate explanatory notes relating to entries in the GB Mandatory Classification and Labelling (GB MCL) List from Annex VI to the Regulation to HSE’s website. This proposal would enable the Agency to make future revisions to notes pertaining to GB MCL entries in an administrative capacity, rather than through a Statutory Instrument.
· Introduce powers to make future amendments to GB CLP and its supporting regulations to implement general updates and international obligations. This will ensure the timely reflection of wider political, technological and scientific developments and will establish continuous means by which the UK can meet new or revised international commitments.

Prior Informed Consent for the Export and Import of Certain Hazardous Chemicals (GB PIC)
· Remove redundant procedures such as the Special Reference Identification Number (Special RIN or SRIN) procedure for small quantities of chemicals being exported for research or analysis in quantities unlikely to affect human health or the environment.
· Amend the “waiver” process whereby the Designated National Authority can waive for one year the requirement for the explicit consent of the importing country to be in place before export takes place, streamlining the waiver conditions so that the same conditions would apply to all qualifying chemicals.
· Introduce powers to make future amendments and updates to GB PIC and its supporting regulations to implement general updates and international obligations. This will ensure that the UK can continue to implement its international obligations within the required timescales and to better tailor procedures to GB requirements.
This consultation is relevant to manufacturers, downstream users (e.g. formulators), distributors (e.g. retailers), importers and exporters of hazardous chemicals and the general public. It is also relevant to authorisation holders of biocidal active substances and suppliers of approved biocidal products.
[bookmark: _Toc200970830]About you
Note: The published comments will not contain any personal information
	First Name
Please enter your first name

	



	Last / Family Name
Please enter your family name

	



	Name of organisation
	

	Please add the organisation/institution name 
	

	N/A 
	



	Do you give permission for your company/institution name to be published on the HSE website? 

	Yes
	

	No
	

	N/A (responding in individual capacity)
	



	Would you like your responses to remain confidential (so your name and/or business name will not be published on the HSE website)?

	Yes
	

	No
	

	If you answered yes, please give your reason:
	



	Would you be willing for HSE to contact you to discuss further your responses to this consultation?
Please select a response and provide an email address in the next section if selected “Yes”

	Yes
	

	No
	



	Email address
Please enter your email address

	



[bookmark: _Toc181269116][bookmark: _Toc181269316][bookmark: _Toc197520656][bookmark: _Toc200970831]Demographic questions
	Demographic Question 1:
Please indicate which chemical regime’s changes you are responding to.
Please tick ALL that apply. 

	Biocides (GB BPR) – Section 3 
	

	Classification, Labelling and Packaging (GB CLP) – Section 4
	

	Prior Informed Consent (GB PIC) – Section 5
	



	Demographic Question 2:
Who are you responding as?
Please select only ONE. 

	As a member of the public
	

	As an employee
	

	As a business – contractor
	

	As a business – paid advisory services (e.g. consultancy; external health and safety advice)
	

	As a business (not covered in any of the other categories)
	

	As a Trade Union
	

	As a business representative body, trade association
	

	National NGO
	

	International NGO
	

	As a consumer group
	

	As a government organisation or body (including local authorities, arms-length bodies and/or central government departments)
	

	Other (please specify)
	



	Demographic Question 3:
Excluding yourself, how many people does your business and/or organisation employ?
Please select only ONE. [Only ‘member of the public’ to be excluded]

	0 (self-employed)
	

	1-4
	

	5-9
	

	10-19
	

	20-49
	

	50-99
	

	100-249
	

	250+
	

	Don’t know/unsure
	



	Demographic Question 4:
Please indicate your PRIMARY area of business.
Please select only ONE.

	Manufacture of basic chemicals, fertilisers and nitrogen compounds, plastics and synthetic rubber in primary forms (this group includes the manufacture of basic chemical products, fertilisers and associated nitrogen compounds, as well as plastics and synthetic rubber in primary forms)
	

	Manufacture of pesticides and other agrochemical products
	

	Manufacture of paints, varnishes and similar coatings, printing ink and mastics
	

	Manufacture of soap and detergents, cleaning and polishing preparations, perfumes and toilet preparations
	

	Manufacture of other chemical products (this group includes the manufacture of explosives and pyrotechnic products, glues, essential oils and chemical products not elsewhere classified (n.e.c.), e.g. photographic chemical material [including film and sensitised paper, composite diagnostic preparations etc.])
	

	Manufacture of man-made fibres
	

	Manufacture of basic pharmaceutical products
	

	Manufacture of pharmaceutical preparations
	

	Any other type of manufacturer (e.g. crop and animal production, hunting & related service; manufacture of textiles; manufacture of rubber and plastic products; manufacture of leather and related products)
	

	Agents involved in the sale of fuels, ores, metals and industrial chemicals
	

	Wholesale of chemical products
	

	Retailers (e.g. retail sale of hardware, paints and glass in specialised stores; retail sale in non-specialised stores with food, beverages or tobacco predominating; other retail sale in non-specialised stores) 
	

	Wholesale of perfume and cosmetics
	

	Wholesale of agricultural machinery, equipment and supplies
	

	Wholesale of chemical products
	

	Retail sale of hardware, paints and glass in specialised stores
	

	Retail sale of cosmetic and toilet articles in specialised stores
	

	Retail sale in non-specialised stores with food, beverages or tobacco predominating
	

	Retail sale via mail order houses or via Internet
	

	Other (please specify)
	




	Demographic Question 5:
Where does your organisation sit in the respective supply chain?
Please tick ALL that apply.

	
	Biocides
	CLP
	PIC

	
	Active substances
	Biocidal products
	
	

	Manufacturer
	
	
	
	

	Importer
	
	
	
	

	Downstream user (incl. formulators)
	
	
	
	

	Distributor
	
	
	
	

	Exporter
	
	
	
	

	Research facility
	
	
	
	

	Not applicable (N/A)
	
	
	
	

	Other (please specify)
	
	
	
	



	Demographic Question 6: 
Please indicate where you are based.
Please select only ONE option.

	England
	

	Northern Ireland (NI)
	

	Scotland
	

	Wales
	

	Other
Please write your country in the text box 
	

	Not applicable (N/A)
	

	Don’t know/unsure
	



	Demographic Question 7:  
Please indicate which markets you operate in (i.e. which market[s] you are selling into).
Please tick ALL that apply.

	Great Britain (GB)
	

	Northern Ireland (NI)
	

	European Union (EU)
	

	Rest of World
	

	Not Applicable (N/A)
	


[bookmark: _Toc512003158][bookmark: _Toc181262959][bookmark: _Toc181269117][bookmark: _Toc179459313][bookmark: _Toc293060408]


[bookmark: _Toc200970832]Background
2.1 HSE became the independent regulator for chemicals regulation in GB following EU Exit. To facilitate the transition, the chemicals regulatory framework was replicated onto the UK statute books using powers in the European Union (Withdrawal) Act 2018. The retained law largely mirrored the EU regulations at the point of EU Exit to ensure legal certainty and continuity at the end of the EU Exit transition period.
2.2 This gave rise to the current regulatory framework for England, Scotland and Wales.
· Biocidal Products Regulation (GB BPR) – GB BPR provides a framework for the authorisation and approval of biocidal active substances and the products containing them. Biocides are a specific range of chemicals aimed at controlling harmful organisms and pests such as micro-organisms or rodents.
· Classification, Labelling and Packaging of Substances and Mixtures Regulation (GB CLP) – GB CLP provides a framework for the classification of hazardous chemicals (carcinogenic, toxic for reproduction, mutagenic) and the labelling and packaging of those chemicals. It adopts a UN agreement in this area called the Global Harmonised System (GHS).
· The Export and Import of Hazardous Chemicals Regulation (GB PIC) – GB PIC requires companies to notify exports of listed hazardous chemicals to countries outside Great Britain, and in some cases seek their consent to export chemicals. It implements the international Rotterdam Convention, to which the UK is a party.
2.3 When leaving the EU, these regulations were incorporated under section 3 of the European Union (Withdrawal) Act 2018. The regulations were amended in The Chemicals (Health and Safety) and Genetically Modified Organisms (Contained Use) (Amendment etc.) (EU Exit) Regulations 2019 and The Chemicals (Health and Safety) and Genetically Modified Organisms (Contained Use) (Amendment etc.) (EU Exit) Regulations 2020.
2.4 In order to facilitate its dual access to both the UK Internal Market and EU Single Market, Northern Ireland continues to apply certain rules relating to chemicals under the terms of the Windsor Framework. The territorial scope of the measures described in this consultation is GB. However, the Government intends to avoid any regulatory barriers between Northern Ireland and the rest of the UK, in line with the manifesto commitment to protect the UK Internal Market.
2.5 The proposals set out in this consultation document will give HSE greater flexibility and scope to make necessary – including urgent – or appropriate regulatory decisions in GB at pace with international partners, including the EU and the rest of the world where appropriate, easing potential trade frictions arising as a result of delayed regulatory decision-making.
2.6 The changes will assist HSE to become increasingly adaptive and ambitious in how it regulates chemicals in keeping with the Government’s new approach to regulation and growth set out in the RAP. Removing duplication, streamlining processes and taking a more risk-based approach will ensure HSE remains an effective GB regulator and it will be better situated to pass efficiencies on to business.
[bookmark: _Toc181269118][bookmark: _Toc181269318][bookmark: _Toc197520658][bookmark: _Toc200970833]Purpose of this consultation
2.7 [bookmark: _Toc179459321]HSE, with the agreement of Department for Work and Pensions (DWP) Ministers, is consulting on proposed changes to the GB BPR, GB CLP and GB PIC regimes. This document sets out the proposed changes to these regimes and seeks views. 
2.8 In particular, HSE wish to consult on the commitment made in the RAP on how international approvals can be recognised to reduce the time and cost to bring chemicals products, including biocides, to the GB market. The HSE proposed changes are framed with this in mind.
2.9 [bookmark: _Toc179473103][bookmark: _Ref98695157][bookmark: _Ref294091679][bookmark: _Ref294124758][bookmark: OLE_LINK25]Any changes will be subject to ministerial approval and will need to be agreed by Parliament if primary legislation is required.

[bookmark: _Toc294128389][bookmark: _Toc294166916][bookmark: _Toc294167129][bookmark: _Toc294179465][bookmark: _Toc294128390][bookmark: _Toc294166917][bookmark: _Toc294167130][bookmark: _Toc200970834][bookmark: _Toc181262962][bookmark: _Toc181269120][bookmark: _Toc181269320]Biocidal Products
[bookmark: _Toc197520660][bookmark: _Toc200970835]Background – Biocidal Products and GB BPR
3.1.1 [bookmark: _Toc179459337]Biocides are products which are supplied with the intention of killing or controlling harmful organisms. They include a wide range of product types including insecticides, rodenticides, wood, fabric and construction material preservatives, disinfectants, water treatment chemicals and anti-fouling coatings on ships. They are regulated in GB under assimilated Regulation (EU) No 528/2012 on making available on the market and use of biocidal products (GB BPR).

3.1.2 [bookmark: _Toc179459338]Biocides are essential to society to control pests and to protect public health and infrastructure. However, they can also pose risks to people, animals and the environment if they are improperly used. To mitigate these risks, GB BPR puts in place a two-step process to ensure that biocides may only be supplied and used when the risks are demonstrated to be at an acceptable level.

3.1.3 At the first step, active substances (the active ingredients which give biocides their controlling effect) are subject to a thorough scientific risk assessment to ensure that their risk profile is acceptable and that they have the intended biocidal effect against the target organism. Following this, at the second step businesses may apply for authorisation for products containing, consisting of, or generating approved active substances. At this point a further risk and efficacy assessment is carried out on the product, considering its specific formulation and intended uses. HSE acts as the competent authority in GB on behalf of ministers and undertakes the necessary evaluations at both steps.
3.2 [bookmark: _Toc181262963][bookmark: _Toc181269121][bookmark: _Toc181269321][bookmark: _Toc197520661][bookmark: _Toc200970836]Transition from EU BPR to GB BPR
3.2.1 [bookmark: _Toc179459340]The regulatory regime set out in GB BPR was first established when the UK was a Member State of the EU, under the EU Biocidal Products Directive (Directive 98/8/EC). This was later replaced by the EU Biocidal Products Regulation (Regulation EU No 528/2012) on making available on the market and use of biocidal products (EU BPR).

3.2.2 [bookmark: _Toc179459341]Under the EU regulatory regime, work on evaluating active substances was shared between EU Member States and centrally co-ordinated by the European Chemicals Agency (ECHA). Biocidal products were authorised by Member States but with mutual recognition arrangements and a facility to authorise certain products across the EU.

3.2.3 When the UK left the EU, EU BPR was retained in GB under Section 3 of the European Union (Withdrawal) Act 2018. To coincide with EU Exit, amendments were made to GB BPR using powers in the EU Withdrawal Act. These amendments focused on adapting decision-making and institutional arrangements so that they were appropriate for the UK outside the EU. They did not permit wider policy changes. Therefore, in other aspects GB BPR remains identical to the EU BPR.
3.3 [bookmark: _Toc181262964][bookmark: _Toc181269122][bookmark: _Toc181269322][bookmark: _Toc197520662][bookmark: _Toc200970837]BPR Active Substance Review Programme
3.3.1 HSE inherited the EU’s review programme of existing active substances (defined as those in biocidal products on the EU market on 14 May 2000). At the time of Exit, 243 active substance/product type combinations had been approved. Following transitional arrangements put in place after Exit, approximately 330 active substance/product type combinations were resubmitted, representing about 72% of the EU total at that time. HSE, acting as the competent authority for biocides, is now responsible for evaluating the approximately 330 remaining active substances on a GB-only basis. This forms the GB Active Substance Review Programme (GB ASRP).
[bookmark: _Toc179459347]
3.3.2 [bookmark: _Toc179459348]Alongside the active substances still waiting to be reviewed, those which were approved while the UK was in the EU are starting to expire. Normally first approvals of active substances last 10 years. Between the end of 2020 and the end of 2026, 111 active substance/product type approvals will have expired, though over time this will increase as the full set of approvals issued to date reach their expiry.

3.3.3 [bookmark: _Toc179459349]When active substance approvals expire, GB BPR requires an application to be made to renew the approval, which HSE must then evaluate. To prioritise its work in the early years after the UK left the EU, HSE gained agreement from ministers to postpone all expiry dates that fell between the end of the transition period (31 December 2020) and the end of 2026 until 31 January 2027, subject to a renewal application being received. However, the provisions that allow postponements to be issued are tightly defined and extensions will not be possible indefinitely. Therefore, they cannot provide a long-term solution.

3.3.4 Resourcing the active substance workload, both the GB ASRP and renewals, is a major challenge for HSE. Even based on optimistic estimates of the regulatory resources HSE will have available over the coming years, it is anticipated that the GB ASRP will take at least several decades to complete. Also, if the increasing number of renewals cannot continue to be postponed, HSE’s resources will need to be devoted increasingly towards renewing existing approvals rather than addressing the large backlog of first approvals. This will further slow progress on the GB ASRP.

3.3.5 These delays severely compromise HSE’s ability to regulate biocides efficiently and effectively which risks undermining the purpose of the biocides regime to protect people and the environment, in line with HSE’s strategy. Reforms are urgently needed to put the GB biocides regime on a sustainable footing.
Implications for the UK internal market and Northern Ireland (NI)
3.3.6 As outlined, the territorial scope of these proposals is GB. The Government is committed to protecting the whole UK internal market, including mitigating any regulatory barriers between NI and the rest of the UK. HSE’s general approach to mitigating regulatory barriers that may arise under GB BPR is to closely monitor EU regulatory decisions that apply in NI, to communicate these in a timely fashion to stakeholders so that they can plan and act where required. Where decisions introduce any regulatory differences between NI and GB, HSE works with stakeholders and the NI authorities to identify any potential impacts and any regulatory actions that may be needed to mitigate these.

3.3.7 This general approach will not change following the proposed reforms. However, by introducing additional flexibility into the GB regulatory framework, it will be easier for HSE to manage the flow of regulatory decisions in GB in such a way as to minimise any differences with NI where this is appropriate. Therefore, the reforms will support the Government’s commitment to protecting the UK internal market and minimising any barriers to trade in biocides between NI and the rest of the UK. This is explained further below for individual proposals where relevant.


3.3.8 To address these issues, HSE is exploring reforms in four areas, which collectively would significantly streamline and improve the flexibility of the regime, enabling it to function much more effectively in GB. These are:

3.3.8.1 Changes to support the recognition of international biocides approvals, and where appropriate, authorisations
3.3.8.2 Removal of active substance approval dates and calling in active substances for review
3.3.8.3 Expanded essential use provisions
3.3.8.4 Legislative powers to amend GB BPR

3.4 [bookmark: _Toc181269124][bookmark: _Toc181269324][bookmark: _Toc197520663][bookmark: _Toc200970838]Changes to GB BPR to support the recognition of international biocides approvals
3.4.1 In line with the RAP, HSE is exploring introducing new provisions that would allow recognition of biocide approvals in foreign jurisdictions, where there is assurance that the foreign jurisdiction has similar standards for evaluation. This could apply to both active substances and biocidal products, though the case is more straightforward for active substances for reasons explained below.

3.4.2 Under the current provisions, HSE will always evaluate an application dossier before making a recommendation to the Secretary of State to approve an active substance, or before authorising a biocidal product. The proposal to recognise foreign approvals means removing this domestic evaluation and instead relying on the fact that approvals in trusted foreign jurisdictions have already been evaluated under similar standards. This would save the time and cost of undertaking evaluations for both applicants and HSE and has the potential to create substantial savings for applicants per application. Depending on how it is implemented, HSE estimates that it could save up to 97% of the application fee (the current fee of the order of £160,000 could be replaced with a fee of around £5,000 per application – see 3.8.3), or it could operate without fees if recognition does not require an application to be made.

3.4.3 A list of countries, jurisdictions and other bodies would be deemed trusted jurisdictions where it can be established that regulatory standards for biocides are similar to and at least as high as those in Great Britain. Trusted jurisdictions could be listed in legislation, for example in a Schedule to an Act or set out in a statutory instrument so that it can be amended and updated. Given the close similarity in the GB and EU regimes, it would be likely that the EU would be included in any list, though the potential for any other countries or jurisdictions to be included is still being explored. HSE welcomes feedback on the prospects for recognising approvals or authorisations from outside the EU in response to this consultation.

3.4.4 To support the principle of recognition, several new powers would be required. These could include:

i. A power given to the Secretary of State (SoS) to approve biocidal active substances when they are approved in trusted jurisdictions. Another option is that approvals in listed jurisdictions are automatically approved (without a specific decision from the Secretary of State), while granting the Secretary of State powers to refuse an approval on specified grounds (see below, paragraph ‎3.4.5). Decisions would be subject to consent from ministers in Scotland and Wales, as at present.

ii. A power given to the SoS to add further trusted jurisdictions to a list (for example in a Schedule to an Act or set out in a statutory instrument) where they meet suitable criteria – these are expected to include that standards and evaluation procedures are at least equivalent to those in GB.

iii. A power to request information from any applicant as is necessary to advise the SoS on whether to recognise any active substance approval from a trusted jurisdiction. For example, it may be necessary to obtain more detailed information on the scientific evaluation or data underlying a foreign approval before it is recognised if there are specific issues of concern. HSE would likely seek regulation-making powers to set out any procedures for requesting information in more detail (see below, section ‎3.7). Data protection considerations may also require that an applicant submits data to HSE as a condition of recognising a foreign approval, but this is still being explored (see section ‎3.4.9).

3.4.5 [bookmark: _Ref196465204]A clause would also be required stating that the SoS or the competent authority (Scottish or Welsh Ministers for devolved matters) may refuse to approve an active substance approved in a trusted jurisdiction on specified grounds. While it is expected that most EU active substance approvals would be recognised, this is to ensure that there is flexibility not to do so where it would be harmful to GB interests. Grounds for refusal could include:

i. Absence of the target organism in GB or evidence that a biocidal product or active substance would not be efficacious against the target organism in GB

ii. Where the SoS or the competent authority considers that it has not been demonstrated by the trusted jurisdiction that the biocidal active substance or biocidal product meets the criteria for approval/authorisation

iii. Protection of the environment or public health in GB

iv. Protection of cultural heritage in GB

v. Reasons of public policy or public security

3.4.6 HSE is also considering the introduction of a separate power for it, as competent authority, to use any evaluation available to it, which it considers reliable, from any foreign jurisdiction to inform any evaluation of an active substance or biocidal product. This allows necessary further efficiency in processing applications, by enabling use of reliable information from jurisdictions where it may not be possible to fully recognise approvals due to differences in standards or methodologies. This proposal would rely on any evaluation being legally available to HSE to use.

3.4.7 The principle of recognising foreign approvals or authorisations could be extended to biocidal products. Like recognition of active substance approvals, this would require a power for the competent authority to authorise biocidal products authorised in trusted jurisdictions and also a power to refuse authorisations on specified grounds (similar to those listed in 3.4.5). However, recognising biocidal product authorisations from other jurisdictions may be less straightforward than recognising active substance approvals. Biocidal product evaluations are more likely to differ between countries, due to factors such as differences in product uses, climatic conditions, target species, resistance status, etc. Nevertheless, there would still be substantial efficiencies where this approach can be applied.

3.4.8 [bookmark: _Ref196985837]Recognising foreign approvals or authorisations also raises the question of how any subsequent decisions in the foreign jurisdiction would be handled, such as renewal, restriction or non-approval of an active substance. One option is for these decisions also to be recognised, similar to initial approvals. Another option would be for restrictions or bans to trigger a review in GB (similar to the call-in proposals described below, see ‎3.5.3). An intermediate option would be that a ban or restriction in a foreign jurisdiction would normally be recognised, but with an opportunity for applicants to submit a data package and pay for re-evaluation in GB in case of any concerns. However, for candidates for substitution[footnoteRef:3] or products containing them, some further evaluation is likely to be needed in GB even if another jurisdiction renews, because regulatory decision making depends on whether there are suitable alternatives on the market and this may differ between countries. [3:  Candidates for substitution are active substances with specific intrinsic hazardous properties which are considered to be of higher concern. They are defined in Article 10 of GB BPR.] 


3.4.9 [bookmark: _Ref196747368]HSE is aware that recognising foreign approvals or authorisations raises questions of data protection and data ownership. For example, if a company provided a data package to support an active substance approval in another country and GB recognises that approval, it would need to be determined whether, and how, that data could be protected if other companies then benefit from that approval in GB. As indicated above, one option could be to require an applicant to submit the underlying data package when a foreign approval or authorisation is recognised to support data protection in GB. HSE is considering these issues and would welcome feedback on matters to consider if the recognition approach is pursued.

	Biocides Question 1:
To what extent do you agree or disagree with the principle of enabling approvals of biocidal active substances granted in foreign jurisdictions to be recognised in Great Britain?
Tick the relevant answer.

	Strongly Agree
	Agree
	Do not agree or disagree
	Disagree
	Strongly Disagree
	Don’t know

	
	
	
	
	
	

	Biocides Question 1a:
If you answered ‘don’t know’, please go to the next question. Otherwise, please briefly explain the reason(s) for your response.

	[Free Text]



	Biocides Question 2:
To what extent do you agree or disagree with the principle of enabling authorisations of biocidal products granted in foreign jurisdictions to be recognised in Great Britain?
Tick the relevant answer.

	Strongly Agree
	Agree
	Do not  agree or disagree
	Disagree
	Strongly Disagree
	Don’t know

	
	
	
	
	
	

	Biocides Question 2a:
If you answered ‘don’t know’, please go to the next question. Otherwise, please briefly explain the reason(s) for your response.

	[Free Text]



	Biocides Question 3:
Are you aware of any practical difficulties that might affect an approach to recognise active substance approvals granted outside GB? 
Tick the relevant answer.

	Yes
	No
	Don’t know/Unsure

	
	
	

	Biocides Question 3a:
If ‘yes’, please briefly explain what these practical difficulties might be.

	[Free Text]




	Biocides Question 4:
Are you aware of any practical difficulties that might affect an approach to recognise biocidal product authorisations granted outside GB? 
Tick the relevant answer.

	Yes
	No
	Don’t know/Unsure

	
	
	

	Biocides Question 4a:
If ‘yes’, please briefly explain what these practical difficulties might be.

	[Free Text]







	Biocides Question 5:
Are there any unintended consequences which you think may result from an approach to recognise active substance approvals granted outside GB?
Tick the relevant answer.

	Yes
	No
	Don’t know/Unsure

	
	
	

	Biocides Question 5a:
If ‘yes’, please briefly explain what these unintended consequences might be.

	[Free Text]



	Biocides Question 6:
Are there any unintended consequences which you think may result from an approach to recognise biocidal product authorisations granted outside GB?
Tick the relevant answer.

	Yes
	No
	Don’t know/Unsure

	
	
	

	Biocides Question 6a:
If ‘yes’, please briefly explain what these unintended consequences might be.

	[Free Text]




	Biocides Question 7:
To expand on HSE’s knowledge base, do you have any additional information about whether it would be appropriate to recognise active substance approvals granted outside the EU?
Tick the relevant answer.

	Yes
	No
	Don’t know/Unsure

	
	
	

	Biocides Question 7a:
If ‘yes’, please provide any relevant and useful information here:

	[Free Text]


[bookmark: _Toc181269125][bookmark: _Toc181269325]
	Biocides Question 8:
To expand on HSE’s knowledge base, do you have any additional information about whether it would be appropriate to recognise biocidal product authorisations granted outside the EU?
Tick the relevant answer.

	Yes
	No
	Don’t know/Unsure

	
	
	

	Biocides Question 8a:
If ‘yes’, please provide any relevant and useful information here:

	[Free Text]



	Biocides Question 9: 
There are currently three proposed approaches to how subsequent decisions in recognised foreign jurisdictions - such as renewal, restriction or non-renewal of an active substance - should be handled in GB BPR. Please rank these approaches – so ‘1’ is your preferred approach, ‘2’ is your second preferred approach, etc.
(Note: candidates for substitution, or products containing them, would need further evaluation in GB irrespective of whether they are renewed in another jurisdiction).

	Rank
	Proposed approach

	
	Subsequent decisions in recognised foreign jurisdictions (renewals, non-renewals and restrictions) are recognised in GB (similar to initial approvals).

	
	Renewals are recognised in GB but restrictions or bans in recognised foreign jurisdictions trigger a separate review in GB.

	
	Subsequent decisions in recognised foreign jurisdictions (renewals, non-renewals and restrictions) are normally recognised in GB, but where there has been a ban or restriction in a recognised foreign jurisdiction, applicants who disagree with that decision are allowed to submit a data package and pay for re-evaluation in GB and an independent GB decision is taken.

	Biocides Question 9a:
Please briefly explain the reason(s) for your preferred approach (the approach you ranked number 1).

	[Free Text]



3.5 [bookmark: _Toc197520664][bookmark: _Toc200970839]Removal of active substance approval dates and calling in active substances for review
3.5.1 In addition to recognising foreign approvals, HSE is exploring the removal of all active substance approval expiry dates. Instead, approvals would be issued on the condition that the Secretary of State or the competent authority may ‘call-in’ active substances at any time for review, using a risk-based approach. This would remove the current pressures to prioritise resources towards renewing existing approvals, and instead introduce flexibility for HSE to prioritise its evaluation work where it would have the greatest impact on reducing risks.

3.5.2 This would apply to active substances where the recognition approach above had not been taken, and therefore where there would otherwise still be a need for full evaluation and renewal by HSE. HSE is considering whether renewals should also be removed where a foreign approval has been recognised; this is closely linked to how renewals in the foreign jurisdiction are handled (see ‎3.4.8).

3.5.3 [bookmark: _Ref196984458]An active substance could be ‘called in’ for a full re-evaluation in light of new evidence (similar to a renewal under the current system) or could be focused on specific parts which are of particular interest. Examples of such new evidence could include new studies indicating a previously unforeseen risk, a new mandatory classification and labelling decision, or adverse data from use of biocidal products containing the active substance. In some cases, this could be planned in advance (for example if a range of active substances are to be re-evaluated in light of new guidance). Alternatively, if there is an urgent concern there would also remain the possibility to carry out unplanned reviews. 

3.5.4 HSE is still considering the detailed operation of this proposal, such as the methodology of the risk-based approach to trigger a ‘call-in’ and the sequencing and requirements for applicants. It is likely that secondary legislation would be needed to set out details.

3.5.5 [bookmark: _Ref196914498]Operating a ‘call-in’ system may require industry to track new information on an active substance and make it available to HSE, to help inform whether active substances should be called in for review. This would be an alternative to the current renewal system, where a full renewal dossier must be submitted at defined intervals. There are several ways this could operate, for example, industry providing a periodic return to HSE on any new evidence likely to trigger the need for re-evaluation or making information available to HSE if requested. The impacts would need to be considered during development of secondary legislation. However, such a proposal would be implemented in such a way as not to increase burdens on HSE or industry, particularly considering that many applicants already monitor the performance of biocides on the market and collect adverse data.

[bookmark: _Toc197520665]Removal of expiry dates from biocidal products
3.5.6 HSE is also considering whether the same principles should be applied to biocidal products. This would mean that expiry dates are removed from all biocidal product authorisations meaning they would continue indefinitely unless ‘called in’ for review. HSE, acting as competent authority, would selectively ‘call-in’ authorised products for re-evaluation if there is emerging evidence of risk or based on other relevant considerations, for example if it is appropriate to re-evaluate authorised products based on changed risk criteria or guidance changes.

3.5.7 Another possible model would be to retain the current system for products, so that expiry dates remain in place and authorisation holders must apply for a biocidal product authorisation to be renewed before it expires if they wish to keep the product on the market. This could be done while removing expiry dates and operating call-in arrangements to active substances.

3.5.8 There are advantages and disadvantages to either approach. Removing expiry dates from products would be consistent with the approach being considered for active substances. It would allow HSE to better time product re-evaluations to follow shortly after active substance re-evaluations, allowing the conclusions to be considered. This may achieve greater efficiency and consistency than an approach where active substance and product re-evaluations could happen at different times.

3.5.9 Alternatively, continuing with the current renewal system for products ensures that product evaluations are updated to consider new evidence, guidance and evaluation criteria at more predictable intervals than if expiry dates were removed in favour of call-in arrangements.

3.5.10 HSE would welcome the views of respondents on whether the proposals outlined for active substances (removal of expiry dates with the possibility to ‘call-in’ for review) should also apply to biocidal products.

	[bookmark: _Hlk196474562]Biocides Question 10:
To what extent do you agree or disagree with HSE’s proposal to remove biocidal active substance expiry dates, and replace the process of periodic renewals with a process where active substances are called in for review based on new information?
Tick the relevant answer.

	Strongly Agree
	Agree
	Do not agree or disagree
	Disagree
	Strongly Disagree
	Don’t know

	
	
	
	
	
	

	Biocides Question 10a:
If you answered ‘don’t know’, please go to the next question. Otherwise, please briefly explain the reason(s) for your response.

	[Free Text]



	Biocides Question 11:
To what extent do you agree or disagree that there should be arrangements to require industry to provide information so that HSE can make evidence-based decisions on call in of active substances for review? Tick the relevant answer.

	Strongly Agree
	Agree
	Do not agree or disagree
	Disagree
	Strongly Disagree
	Don’t know

	
	
	
	
	
	

	Biocides Question 11a:
If you answered ‘don’t know’, please go to the next question. Otherwise, please briefly explain the reason(s) for your response.

	[Free Text]




	Biocides Question 12:
HSE is considering different possibilities for how requirements to obtain new information could operate. Do you have any suggestions as to how we could best implement this approach? Tick the relevant answer.

	Yes
	No
	Don’t know/Unsure

	
	
	

	Biocides Question 12a:
If you have responded yes, please provide further information:

	[Free Text]



	Biocides Question 13:
To what extent do you agree or disagree that biocidal product expiry dates should be removed, and the process of periodic renewals replaced with a system where biocidal products are ‘called-in’ for review based on new information?
Tick the relevant answer.

	Strongly Agree
	Agree
	Do not agree or disagree
	Disagree
	Strongly Disagree
	Don’t know

	
	
	
	
	
	

	Biocides Question 13a:
If you answered ‘don’t know’, please go to the next question. Otherwise, please briefly explain the reason(s) for your response.

	[Free Text]



3.6 [bookmark: _Toc181262975][bookmark: _Toc181269133][bookmark: _Toc181269333][bookmark: _Hlk196469015][bookmark: _Toc197520666][bookmark: _Toc200970840]Expanded essential use provisions
3.6.1 Where the Secretary of State decides not to approve an active substance in the GB ASRP, they can issue (with consent from ministers in Scotland and Wales) an ‘essential use derogation’ if the active substance is considered essential to society according to criteria set out in the legislation. This allows products containing the active substance to remain legally on the market and in use for a temporary period, while an application is prepared to approve the active substance. Current essential use provisions are set out in Article 22 of assimilated Regulation (EU) No 1062/2014 of 4 August 2014 on the work programme for the systematic examination of all existing active substances contained in biocidal products referred to in Regulation (EU) No 528/2012 of the European Parliament and of the Council (‘the Review Regulation’). 

3.6.2 To count as essential, an active substance must meet the criteria set out in Article 5(2) of GB BPR, namely:
· it is shown by evidence that the active substance is essential to prevent or control a serious danger to human health, animal health or the environment; or 
· not approving the active substance would have a disproportionate negative impact on society when compared with the risk to human health, animal health or the environment arising from the use of the substance.

3.6.3 [bookmark: _Toc179459358]The essential use criteria are stringent so as not to provide a route to bypass the normal regulatory requirements. However, there have been cases where specific active substances have fallen within the criteria. Examples have included active substances that are critical for water treatment, preservation of wood in essential infrastructure, to avoid bacterial contamination in food and drink manufacture, and in transportation applications.
3.6.4 [bookmark: _Toc179459360]Currently active substances outside the GB ASRP cannot receive essential use derogations. Nevertheless, these active substances could also meet the criteria for being essential to society.
3.6.5 Loss of an important active substance or product has the potential for major adverse social and economic consequences. Although the purpose of the biocides regime, to protect people and the environment, must not be undermined, essential active substances or biocidal products will sometimes fall out of compliance with the GB BPR requirements for reasons unrelated to their risk profile. For example, this could happen because businesses who were previously supporting an active substance decide no longer to do so for purely commercial reasons.
3.6.6 HSE believes that to avoid the risk of such disruption, which could be significant and affect everyday life in the country and GB’s competitiveness, it should be possible for temporary derogations to be issued from the normal authorisation requirements for biocidal product whenever they are societally essential. Currently the provisions enabling this to happen are too inconsistent and leave the risk that HSE has no way of permitting essential products even when there are severe consequences if they must cease to be used.
3.6.7 HSE proposes that this could be remedied by granting a power to the Secretary of State to issue an essential use derogation at any time, and to any active substance that meets the criteria for being essential. It would then be possible for products containing that active substance to be authorised for the period of any derogation. To avoid potential abuse, it would be appropriate to include similar safeguards to those in place now, namely:
· there must be a public consultation on any proposed derogation
· any derogation must only apply as long as the conditions for being essential apply
· appropriate risk mitigation measures must be applied to minimise any exposure to people, animals and the environment and
· it must be ensured that alternatives are being sought or an active substance application is being prepared during the period of the derogation
3.6.8 HSE will always consider UK internal market implications when deciding which substances should be considered essential. Where active substances are considered essential in GB, HSE will also work with NI authorities to consider whether action is required in NI to facilitate the same outcomes.
	Biocides Question 14:
To what extent do you agree or disagree that the Secretary of State should have the power to issue an essential use derogation for any active substance at any time when it meets criteria for being societally essential, such as those defined in Article 5(2) of GB BPR?
Tick the relevant answer.

	Strongly Agree
	Agree
	Do not agree or disagree
	Disagree
	Strongly Disagree
	Don’t know

	
	
	
	
	
	

	Biocides Question 14a:
If you answered ‘don’t know’, please go to the next question. Otherwise, please briefly explain the reason(s) for your response.

	[Free Text]







	Biocides Question 15:
Are there any unintended consequences which you think may result from ‘expanded essential use provisions’ proposal?
Tick the relevant answer.

	Yes
	No
	Don’t know/Unsure

	
	
	



	Biocides Question 15a:
If ‘yes’, please briefly explain what these unintended consequences might be.

	[Free Text]



3.7 [bookmark: _Ref196465504][bookmark: _Hlk196469050][bookmark: _Toc200970841]Powers to amend GB BPR and its supporting regulations

3.7.1 GB BPR, like other chemicals legislation, is assimilated EU law. Although it was amended after the UK left the EU to be operable in GB, it is largely identical to the EU Biocidal Products Regulation.

3.7.2 Currently, there are no ongoing powers which allow GB BPR to be amended through secondary legislation. The Retained EU Law Act 2023 provides powers for assimilated law to be amended, subject to certain conditions. However, most of the powers expire in June 2026 and cannot be used if amendments are required beyond that date.

3.7.3 As assimilated EU law, GB BPR includes more prescriptive, operational and procedural detail than is typical in UK law. Currently this detail requires primary legislation to amend, making it very cumbersome to introduce changes to improve the operability and efficiency of the regime.

3.7.4 To remedy this, HSE proposes to seek appropriate powers to amend GB BPR through secondary legislation. The scope of these powers will need to be clearly defined. Any powers to amend GB BPR through secondary legislation would be subject to parliamentary scrutiny but HSE envisages that such powers would include powers to:

i. Specify detailed arrangements for implementation of the international recognition 

ii. Specify, amend or revoke detailed matters of operation in GB BPR and its supporting regulations, including procedures, timeframes and information requirements relating to any application or other procedure mandated in GB BPR 

iii. Specify matters in relation to how GB BPR and its supporting regulations will be enforced 

iv. Specify timeframes and information requirements in relation to any request for information as a condition for any active substance approval to continue 

v. Address new risks to human health or the environment which may arise within the purposes of BPR 

vi. Put in place transitional arrangements relating to any of the new provisions 

vii. A further provision allowing amendments which reduce burdens on business while not reducing standards of health or environmental protection 
	Biocides Question 16:
To what extent do you agree or disagree with HSE’s proposal to introduce powers to amend GB BPR using secondary legislation in the areas outlined?
Tick the relevant answer.

	Strongly Agree
	Agree
	Do not agree or disagree
	Disagree
	Strongly Disagree
	Don’t know

	
	
	
	
	
	

	Biocides Question 16a:
If you answered ‘don’t know’, please go to the next question. Otherwise, please briefly explain the reason(s) for your response.

	[Free Text]



3.8 [bookmark: _Toc200970842]Biocides cost estimates
3.8.1 Estimated costs and savings of the proposals on biocides are based on previous impact assessments of the regulations, internal expert estimates and workplans for active substance and product assessments in GB and the EU. The figures are initial and reflect the early stage of policy development. They will be refined via further research, industry engagement and subsequent consultation on detailed proposals.

3.8.2 On recognising international biocides approvals, HSE estimates that for active substances, the vast majority (perhaps 97% to 99% based on an assessment of the number of active substances on the GB and EU Article 95 lists) would be eligible for recognition. 

3.8.3 [bookmark: _Ref198538586]If EU and other international active substance approvals were recognised as they were issued (without the need for a GB applicant), then this would save the entirety of the assessment and fee that HSE would otherwise charge. This would be around £160,000. Alternatively, if HSE adopted a system whereby HSE would only recognise an EU or other international approval following an application and dossier submission in GB, this would be expected to incur a limited HSE review similar to a completeness check, charged at around £5,000.

3.8.4 HSE anticipates that choice of the recognition model would affect whether data protection could be claimed in GB, i.e. the ability for the company that owns data underlying an approval to charge others for access to that data. Subject to further analysis, HSE anticipates that granting data protection would rely on the data owner submitting a data package to HSE when a foreign approval is recognised. If there is no application, and no data protection, alternative active substance suppliers (other than the person who owns the data underlying the foreign approval) could benefit from the GB approval and supply the active substance for use in biocides without compensating the data owner. This could have implications for competition and the attractiveness of the GB market to investment and innovation, though we have not attempted to model this further at this stage.

3.8.5 For products, HSE estimates that between around one-third and two-thirds could be eligible for GB recognition of international authorisations. This estimate is based at the top end (two-thirds) on an assessment of the proportion of products authorised in GB that are also authorised in the EU; and at the bottom end (one-third) on an expectation that differences in authorised products in other jurisdictions would require a more  detailed review by HSE. 

3.8.6 HSE estimates that those products eligible for recognition of international authorisations might incur an assessment fee of between £200 and £1,000. The remainder would continue to require a fuller assessment and fees of around £58,000. 

3.8.7 For both active substances and products, the timing and sequencing of approvals and authorisation based on international recognition will depend on the flow of such decisions from suitable international regulators. We do not currently anticipate that GB applicants for international recognition would make any savings or incur any additional costs in terms of dossiers of evidence as we understand that they would send to HSE the same dossier they had sent to any international regulator. 

3.8.8 On removing active substance approval dates and calling in active substances for review, HSE estimate that around 29% of active substances might be in scope of being ‘called-in’ for review (based on an estimate of the number that are candidates for substitution), but this is a rough initial estimate and the actual number called in each year will depend on HSE’s assessment of risk for individual actives. In other cases, HSE might choose to recognise renewal decisions issued by the EU or other suitable international regulators.

3.8.9 For any active substances called in by HSE without an international decision to recognise, HSE estimate that assessment costs and fees might be between 25% and 100% of the current fee of around £220,000 – although such cases are expected to be very rare. Potential cost savings are due to HSE being able to focus the review just on the particular area of concern. 

3.8.10 For any active substances called in by HSE with an international decision to recognise, initial estimates are that assessment costs and fees might be between around £25,000 and £30,000.

3.8.11 We do not anticipate that active substances going through the GB review process would incur any additional costs or make any savings in terms of dossiers of evidence as they would send to HSE what they had already shared with international regulators.  

3.8.12 For products, again HSE estimates that perhaps 29% might be in scope of being called in, but actual numbers would depend on HSE decision-making based on intel on risk of individual products. For those products that would be called in, HSE estimate that assessment costs and fees might come to between around 75% and 100% of the current cost of around £5,700. As above, any savings are due to HSE being able to focus their review just on the particular area of concern. 

3.8.13 For GB products that are not also on EU markets (around 32%), HSE estimate that they would save money on the compilation of a dossier of evidence where they are no longer subject to fixed renewal dates. 

[bookmark: _Toc179457637][bookmark: _Toc179458480][bookmark: _Toc179458567][bookmark: _Toc197520669][bookmark: _Toc200970843][bookmark: _Toc182214941][bookmark: _Toc182229562][bookmark: _Toc182229638][bookmark: _Toc192751764][bookmark: _Toc192752221][bookmark: _Toc192752301][bookmark: _Toc192752381][bookmark: _Toc196980008][bookmark: _Toc197505350][bookmark: _Toc197505407][bookmark: _Toc197505445][bookmark: _Toc197505497][bookmark: _Toc197505713][bookmark: _Toc197512446][bookmark: _Toc197520670][bookmark: _Toc181269140][bookmark: _Toc181269340]
4. Classification, Labelling and Packaging
4.1 [bookmark: _Toc197520671][bookmark: _Toc200970844]Background – The Great Britain Classification Labelling and Packaging (GB CLP) Regulation
4.1.1 Chemicals supplied to the Great Britain (GB) market can sometimes have properties with the potential to cause harm (hazardous properties). Such chemicals are regulated under the assimilated Regulation (EC) No 1272/2008 on classification, labelling and packaging of substances and mixtures (GB CLP) so that people using them, in industry or as consumers, can understand their hazardous effects. The purpose of GB CLP is to ensure a high level of protection of human health and the environment. 

4.1.2 GB CLP adopts the United Nations Globally Harmonized System of classification and labelling of chemicals (‘the UN GHS’); a voluntary internationally agreed system, upon which the classification and labelling provisions of GB CLP are based. The UN GHS facilitates trade by providing the basis for harmonising regulations on chemicals at national, regional, and worldwide levels.

4.1.3 GB CLP applies to manufacturers, importers, downstream users (e.g. formulators) and distributors (e.g. retailers) that supply chemicals to the GB market. Within scope are chemical substances, mixtures, explosive articles and pyrotechnic articles regardless of their volume or weight. Some specialised chemicals, such as cosmetics, food, and waste are regulated under alternative product- and sector-specific laws and are not in scope.

4.1.4 Before placing chemicals on the GB market, suppliers are required to:
· Classify their chemicals through mandatory classification or self-classification to identify and evaluate hazardous properties. Mandatory classification specifies the legally binding classifications and accompanying hazard labelling that must be used, which may cover some or all hazard classes. Where no mandatory classification exists, the supplier must gather and evaluate all the available information, then compare it to the classification criteria and decide on the classification (self-classification). 
· Communicate the hazards identified via labelling.
· Ensure the safe and secure packaging of their chemicals prior to them being placed on the GB market.

4.1.5 GB CLP places additional requirements on certain suppliers of chemicals. For example, manufacturers and importers are required to notify HSE when supplying a new substance to the GB market and are responsible for updating their notifications following a change in classification.
4.2 [bookmark: _Toc181269141][bookmark: _Toc181269341][bookmark: _Toc197520672][bookmark: _Toc200970845]Transition from EU CLP to GB CLP
4.2.1 Prior to the UK’s exit from the European Union, the classification, labelling and packaging framework applicable to the UK was Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 December 2008 on classification, labelling and packaging of substances and mixtures (‘EU CLP’). EU CLP was adopted by Member States on 16 December 2008 and was published in the Official Journal on 31 December 2008. It entered into force on 20 January 2009. 

4.2.2 EU CLP was incorporated into GB law under Section 3 of the European Union (Withdrawal) Act 2018. Amendments were made to the retained EU CLP Regulation to address deficiencies that would arise from the UK's withdrawal from the EU. For example, the responsibilities previously held by the European Chemicals Agency (ECHA) were transferred to HSE, such as evaluation of legally binding classifications and labelling. The modifications made were limited as the powers provided did not permit changes to policy. 

4.2.3 The resulting CLP regime includes supplier requirements that are unnecessary and burdensome. It has also created disproportionate and inefficient processes to deliver scientific and technical updates, and a lack of legislative powers to introduce wider updates of a non-scientific or non-technical nature. In line with the Regulatory Action Plan (RAP), reform of GB CLP is required to address these problems to remove nonessential requirements on business and the ability to keep pace with the EU where appropriate. The changes would need to be delivered through a mix of primary and secondary legislation.

4.2.4 In order to facilitate its dual access to both the UK Internal Market and EU Single Market, Northern Ireland (NI) continues to apply EU CLP under the terms of the Windsor Framework. The Government recognises the potential for differences between GB CLP and EU CLP to become a source of trade friction between GB and NI and will seek to mitigate any regulatory barriers between NI and the rest of the UK, in line with the manifesto commitment to protect the UK Internal Market. 


4.3 [bookmark: _Toc200970846][bookmark: _Toc181262984][bookmark: _Toc181269142][bookmark: _Toc181269342]Making GB CLP Evaluation More Agile and Predictable 
4.3.1 HSE, as the GB CLP Agency, produces legally binding ‘mandatory’ classification and labelling requirements that chemical suppliers must use where applicable. These classifications and labelling elements are set out in the GB Mandatory Classification and Labelling (GB MCL) List which HSE has a statutory duty to maintain using the legal procedures set out in Articles 37 and 37A of GB CLP.
 
4.3.2 These procedures are administrative as they do not require the creation of new laws. Instead, changes to the GB MCL List are made with the Secretary of State’s approval and the consent of Scottish and Welsh Government ministers. To inform decision making, both procedures include the consideration of scientific, impact and policy considerations, which are set out in the publicly available technical reports and Agency opinions produced by HSE. 

4.3.3 Article 37 links GB MCL evaluation activity to that of the EU’s analogous harmonised classification and labelling (EU CLH) system by creating a statutory obligation to consider all EU Committee for Risk Assessment (RAC) opinions on harmonised classification proposals made under Article 37(4) of EU CLP, even for those which consider substances or hazard classes not authorised for use in GB. In such cases, HSE is still legally required to prepare a technical report and an Agency opinion, the production of which can take up to 18 months. 

4.3.4 The requirement to consider RAC opinions that are not relevant to GB adds additional burdens for the regulator. This issue is exacerbated by the recent revisions of EU CLP, under which the six new hazard classes introduced into EU CLP by Regulation (EC) 2023/707 have been prioritised for consideration under the EU CLH system. This will result in a greater proportion of RAC opinions featuring non-GB CLP hazard classes.

4.3.5 In addition, statutory timelines set out in Article 37 of the GB CLP Regulation, are currently triggered by the publication of a RAC opinion, requiring evaluations to be sequenced by the RAC opinion publication date determined for the EU. The current timelines restrict HSE’s ability to prioritise its GB MCL evaluation work appropriately and to provide suppliers with regulatory clarity to a timescale dictated by relevance to the GB market. 

4.3.6 Taking this into account, HSE believes that amendments to the Article 37 and 37A procedures are necessary to provide greater certainty for duty holders and to ensure that future GB MCL evaluation activity can be delivered predictably and sustainably.

4.3.7 HSE would seek to consolidate Articles 37 and 37A into one procedure under which proposals for mandatory classification and labelling would be evaluated, thereby simplifying the process for substance and mixture classification in GB. The consolidated procedure would include a fast-track evaluation pathway (depicted in Figure 1) for assessing classification proposals from territories that adopt the UN GHS and have a transparent classification process. Fast-track evaluation amends the time limit for publication of a technical report from 6 to 12 months whilst removing the requirement to publish an Agency opinion and its associated 12-month time limit. If compared to the existing Article 37 procedure, fast track evaluation would result in a 12-month reduction for delivery of changes to the GB MCL List following publication of the technical report. Figure 1 provides a possible way in which a fast-track procedure would work. Classification proposals from jurisdictions that do not adopt the UN GHS and do not have a transparent classification process would be evaluated under a full process, similar to that currently described in Article 37A.


[image: ]

Figure 1: Possible route to fast-track evaluation for assessing classification proposals from UN GHS adopting territories that have a transparent classification process.


4.3.8 The mechanism by which consent is obtained for updates to the GB MCL List also presents burdens as its current design is duplicative. The current mechanism includes a copy of HSE’s ministerial recommendation being sent to devolved government (DG) ministers twice. Under the Article 37 and 37A procedures, HSE is required to send a copy of its recommendation to DG ministers. A copy of the recommendation is also sent to DG ministers when the UK Government minister seeks DG consent to satisfy the requirements of Article 53B of GB CLP.

4.3.9 HSE is seeking to omit from the consolidated procedure the legal requirement for HSE to send a copy of its ministerial recommendation to DG ministers. This would reduce the administrative burdens arising from this aspect of delivery of the GB MCL system and ensure that resource is used proportionately.

4.3.10 The consolidated procedure retains the ability to consider EU RAC opinions whilst providing the option for faster consideration of classification proposals from other jurisdictions also adopting the UN GHS. The consolidated procedure would be complemented by a GB MCL workplan setting out the classification proposals to be considered in future. As well as providing transparency for stakeholders, the workplan would enable early stakeholder input.

4.3.11 The proposed changes would not impact the obligation under Article 36(1) of GB CLP to subject substances with the most significant hazards to mandatory classification and labelling requirements. HSE remains committed to the evaluation of classification proposals that focus on carcinogenic, mutagenic, reproductive toxic and respiratory sensitising hazards. These proposals would be prioritised for fast-track evaluation where they originate from EU. The amendment of Article 37 would not affect HSE’s ability under Article 36(3) of GB CLP to evaluate RAC opinions featuring the new EU CLP hazard classes on a case-by-case basis where sufficient justification is provided. Nor would it prevent the adoption and prioritisation of these hazard classes in future, should the UK Government’s position on the inclusion of these hazard classes in GB CLP change.

	CLP Question 1:
To what extent do you agree or disagree that HSE’s proposal for fast-track process will improve the existing GB MCL evaluation procedures described in Articles 37 and 37A?
Tick the relevant answer.

	Strongly Agree
	Agree
	Do not agree or disagree
	Disagree
	Strongly Disagree
	Don’t know

	
	
	
	
	
	

	CLP Question 1a:
If you answered ‘don’t know’, please go to the next question. Otherwise, please briefly explain the reason(s) for your response.
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	CLP Question 2:
To what extent do you agree or disagree with HSE’s proposal that the criteria for fast-track evaluation should be based on a jurisdiction’s adoption of GHS, rather than publication of an ECHA RAC opinion?
Tick the relevant answer.

	Strongly Agree
	Agree
	Do not agree or disagree
	Disagree
	Strongly Disagree
	Don’t know

	
	
	
	
	
	

	CLP Question 2a:
If you answered ‘don’t know’, please go to the next question. Otherwise, please briefly explain the reason(s) for your response.

	[Free Text]



	CLP Question 3:
Are there any unintended consequences which you think may result from changing the Article 37 and 37A procedures in GB CLP?
Tick the relevant answer.

	Yes
	No
	Don’t know/Unsure

	
	
	

	CLP Question 3a:
If ‘yes’, please briefly explain what these unintended consequences might be.

	[Free Text]



4.4 [bookmark: _Toc197520674][bookmark: _Toc200970847]Changes to GB CLP substance notification
4.4.1 Article 40 of GB CLP requires the following suppliers to provide HSE with classification and labelling information on new chemical substances they place on the GB market: GB-based manufacturers and importers; and NI-based manufacturers, downstream users and distributors directly supplying the GB market. Further notifications must be made by suppliers when the classification of these substances change.

4.4.2 The notifications received by HSE populate a GB CLP notification spreadsheet. HSE, as the GB CLP Agency, has an inherited duty under Article 42 of GB CLP to set up and maintain a publicly facing database for such notifications. However, this type of database is not in existence due to resource constraints on establishing it around the time of EU Exit. HSE has subsequently come to the view that such a database is not essential for how it regulates chemicals. 

4.4.3 The GB CLP notification requirements replicate the supplier obligations of EU CLP, which was necessary to align with the policy constraints imposed during the UK’s EU Exit. However, the GB CLP notification requirements are viewed as disproportionately burdensome due to their onerous resource implications for notifiers and the non-value added nature of the requirements themselves.

4.4.4 The European Commission’s 2017 review of EU CLP and other EU chemicals legislation estimated that the time taken to submit a notification to the analogous Classification and Labelling Inventory is 11 minutes. Informal stakeholder engagement with GB CLP-regulated businesses conducted by HSE in 2024 indicated that submission of a notification to the GB CLP notification database takes on average approximately three times longer (36 minutes) which suggests that GB CLP notifiers currently face increased burdens to comply.

4.4.5 The notification requirements aim to provide oversight of chemicals placed on the GB market which are excluded from the provisions of the assimilated Regulation (EC) No 1907/2006 on the registration, evaluation, authorisation and restriction of chemicals (UK REACH) or the Biocidal Products Regulation (BPR); and to encourage industry cooperation to agree self-classifications. However, experience shows that the outcomes of such self-classifications are variable and the only way HSE could assure the robustness of any self-classifications would be to validate the entries itself, thereby undermining the rationale for self-classification.

4.4.6 HSE achieves oversight through alternative means set out in legislation. Under Article 49 of GB CLP, suppliers are required to maintain information used to classify and label chemicals they place on the GB market, and to make it available on request to HSE and enforcement authorities. Part 1.1.0 of Annex I to GB CLP encourages suppliers to cooperate to meet classification and labelling requirements. Where data and expertise are shared for these purposes, suppliers are expected to document the basis for classification decisions and to make it available on request to HSE and enforcement authorities. As such, the information received via notification is not used by HSE for GB CLP enforcement or delivery purposes.

4.4.7 A publicly available notification database risks containing inaccurate information and diverging classifications for the same substances, as HSE does not verify submissions and there is no duty to notify HSE if the supply of a previously notified substance to the GB market ceases. Additionally, the identity of notifiers is not made publicly available which prevents communication between notifiers of the same substance and acts as a barrier to industry cooperation.

4.4.8 To ease burdens on businesses, HSE is seeking to remove the GB CLP requirements relating to notification, namely the Article 40 supplier obligations to notify the GB CLP Agency and the Article 42 duties to establish and maintain the notification database. Such actions would reduce the time and cost of regulatory compliance for business and support the government commitment in the RAP to cut administrative costs for business by 25% by the end of the Parliament. It would also remove an unnecessary regulatory statutory requirement and prevent the significant financial expense to establish and maintain a Government Digital Service-compliant database.

4.4.9 Revoking the notification database obligations would not change the general requirements for suppliers to classify, label and package their chemicals under Article 4 of GB CLP. These are separate obligations applying to a wider range of suppliers and chemicals than those in scope of notification and allow for the regulation of hazard communication. Existing provisions in other chemicals regulations provide oversight of chemicals supplied to the GB market, such as UK REACH. Under UK REACH, manufacturers and importers of chemical substances supplied in quantities of 1 tonne or more per year must submit a registration to HSE for those substances. Therefore, HSE is confident that the revocation of the notification database will not inhibit its ability to regulate hazard communication in the supply and use of chemicals in GB.

	CLP Question 4:
To what extent do you agree or disagree that removal of the Article 40 requirement to notify the GB CLP Agency would save businesses time?
Tick the relevant answer.

	Strongly Agree
	Agree
	Do not agree or disagree
	Disagree
	Strongly Disagree
	Don’t know

	
	
	
	
	
	

	CLP Question 4a:
If you answered ‘don’t know’, please go to the next question. Otherwise, please briefly explain the reason(s) for your response.
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	CLP Question 5:
Are there any unintended consequences which you think may result from removing Article 40?
Tick the relevant answer.

	Yes
	No
	Don’t know/Unsure

	 
	 
	 

	CLP Question 5a:
If ‘yes’, please briefly explain what these unintended consequences might be.

	[Free Text]


[bookmark: _Hlk196983258]
4.5 [bookmark: _Toc197520675][bookmark: _Toc200970848]Relocation of technical provisions
4.5.1 Suppliers of hazardous chemicals to the GB market must apply the relevant mandatory classifications and accompanying labelling elements set out in the GB Mandatory Classification and Labelling (MCL) List. Some entries on the GB MCL List have explanatory notes assigned to them which suppliers must take into account when applying mandatory classification and labelling.

4.5.2 The GB MCL List is an administrative list, hosted on the HSE website, whereas the notes accompanying GB MCL entries are described in Part 1 of Annex VI to the GB CLP legislation. The difference in location of GB MCL information arises from the relocation of the mandatory classification and labelling list from Annex VI to HSE’s website to enable post-EU Exit updates of the GB MCL List to be made through simpler, non-legislative procedures. HSE understands that the resulting difference in location of GB MCL information makes it difficult for suppliers to find the necessary information and extends the time taken to classify.

4.5.3 HSE is seeking to move the notes assigned to GB MCL entries from Part 1, Annex VI to HSE’s website. The notes assigned to GB MCL entries would be located on the same spreadsheet as the GB MCL List or in an accompanying document hosted in the same location.

4.5.4 This change would simplify the process duty holders have to follow to identify a mandatory classification and the accompanying notes, which in practice would reduce the time taken to carry out classification. Additionally, this would align the process of adding, amending or removing notes pertaining to GB MCL entries with that of the GB MCL procedure, ensuring more efficient updates through an administrative, rather than legislative, process.

	CLP Question 6:
To what extent do you agree or disagree that changing the location of the GB MCL notes would make it easier to access GB MCL information?
Tick the relevant answer.

	Strongly Agree
	Agree
	Do not agree or disagree
	Disagree
	Strongly Disagree
	Don’t know

	
	
	
	
	
	

	CLP Question 6a:
If you answered ‘don’t know’, please go to the next question. Otherwise, please briefly explain the reason(s) for your response.
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	CLP Question 7:
Are there any unintended consequences which you think may result from the relocation of technical provisions?
Tick the relevant answer.

	Yes
	No
	Don’t know/Unsure

	
	
	

	CLP Question 7a:
If ‘yes’, please briefly explain what these unintended consequences might be.

	[Free Text]



4.6 [bookmark: _Toc200970849]Power to make general updates
4.6.1 Article 53 of GB CLP provides an ongoing power to update the Regulation but its use is limited to the implementation of scientific and technical developments arising from the UN GHS. It is necessary to consider issues that are beyond the scope of the UN GHS or at a faster pace than is possible at the UN GHS to provide regulatory clarity or respond to international changes in areas such as UK free trade agreements with other countries in a timely manner. However, a continuing power does not exist through which such issues can be addressed in the GB CLP regime.

4.6.2 HSE is seeking the creation of an ongoing power, exercisable by statutory instrument under which GB CLP and its supporting legislation can be amended to:

· Implement UN GHS provisions in a fundamentally different way to reduce regulatory burden while maintaining existing levels of protection.
· Make non-scientific and non-technical changes to improve compliance with or address ambiguities in the legislation for duty holders, Devolved Governments and other regulators.
· Incorporate suitable classification, labelling and packaging requirements that are in force in NI to harmonise requirements across the UK, ease trade friction for GB businesses supplying NI or international markets and to ensure that the UK maintains parity with other countries on health and environmental protections.
· Implement scientific and technical aspects of international agreements beyond UN GHS, such as international treaties or UK Free Trade Agreements, which may enable the UK to meet its international commitments without imposing new regulatory regimes on businesses.

4.6.3 The proposed power is necessary to create agility in the CLP regime, allowing it to adapt quickly and support growth in light of wider political, technological and scientific developments; and to ensure that HSE has a vehicle to implement international obligations on an ongoing basis. 

	CLP Question 8:
Are there any unintended consequences which you think may result from the creation of an ongoing power under which GB CLP and its supporting legislation can be amended?
Tick the relevant answer.

	Yes
	No
	Don’t know/Unsure

	
	
	

	CLP Question 8a:
If you answered ‘don’t know/unsure’, please go to the next question. Otherwise, please briefly explain the reason(s) for your response.

	[Free Text]


[bookmark: _Toc200970850]
4.7 CLP cost summary
[bookmark: _Toc182214948][bookmark: _Toc182229569][bookmark: _Toc182229645][bookmark: _Toc192751770][bookmark: _Toc192752227][bookmark: _Toc192752307][bookmark: _Toc192752387][bookmark: _Toc196980016][bookmark: _Toc181262989][bookmark: _Toc181269147]4.7.1 The majority of the changes to CLP relate to the streamlined running of the regime and HSE’s ability to focus on the substances of greatest concern. The proposal with direct impacts on business would be the revocation of the GB CLP notification database, which will save dutyholders time and the associated cost of notification. The total savings from this are expected to be around 36 minutes per notification across around 2,400 notification per annum which equates to an estimated saving of £34,000 per annum for business. We will develop this analysis further through consultation on detailed proposals. 
4.8 [bookmark: _Toc200970851]Protecting Northern Ireland’s Place in the UK Internal Market
4.8.1 The revision of the EU CLP Regulation (Regulation (EC) No. 1272/2008) by two pieces of amending legislation, Commission Delegated Regulation (EU) 2023/707 and Regulation (EU) 2024/2865, introduced differences between the EU CLP and GB CLP regimes.  

4.8.2 The Government recognises that the operation of distinct CLP regimes in Northern Ireland and Great Britain has the potential to impact on the operation of the UK internal market. As set out in the letter from the Secretary of State for Northern Ireland to the Speaker of the Northern Ireland Assembly on 20 January 2025, the Government’s assessment is that the majority of those trading relevant products between Great Britain and Northern Ireland are likely to trade with the EU as well as within the UK, and therefore will have incentives to comply with EU arrangements. As such, the Government’s assessment is that the impact of distinct arrangements is unlikely to have a significant adverse impact on the UK internal market. 

4.8.3 Nonetheless, the Government has also been clear that it will take any necessary steps to protect the UK’s internal market and avoid the development of disincentives for traders to move goods from Great Britain to Northern Ireland.  

4.8.4 For that reason, the Government is considering the incorporation of these measures into the domestic CLP regime on a UK-wide basis, where this is relevant for Great Britain, and with the intention of supporting the smooth operation of the UK internal market and reducing barriers to trade with the EU. 

4.8.5 Commission Delegated Regulation (EU) 2023/707 introduced six new hazard classes into EU CLP:  

· endocrine disruption (ED) for human health and the environment (separate hazard classes);  
· persistent, bioaccumulative, toxic (PBT);  
· very persistent, very bioaccumulative (vPvB);  
· persistent, mobile, toxic (PMT); and  
· very persistent, very mobile (vPvM). 

4.8.6 The new hazard classes are now the focus of United Nations Globally Harmonized System for the Classification and Labelling of Chemicals (UN GHS) discussions and the UK Government is engaging in these international discussions on whether and how to include the potential hazard issues in the UN GHS.

4.8.7 Regulation (EU) 2024/2865 further amended the EU CLP Regulation to improve how chemical hazards are classified, provide clearer safety warnings and improve compliance and user safety. These new measures are aimed at optimising labelling provisions concerning hazard communication, introducing labelling rules such as minimum font size, line spacing and colouring, whilst also permitting for broader use of fold-out labels.  

4.8.8 The EU CLP Regulation, as amended, already applies in Northern Ireland under the Windsor Framework and includes the following measures:  
Changes to hazard identification 
· Application of the six new hazard classes to classification and labelling
Suppliers are required to self-classify and label their chemical substances and mixtures in accordance with the hazard classes specified in paragraph 5. Chemical substances with these hazard classes will be prioritised for EU Harmonised Classification and Labelling. Suppliers are required to apply harmonised classification and labelling elements where available for the chemicals they intend to supply. 

· Clarified rules for the evaluation and classification of complex substances containing more than one constituent
Where data on individual constituents are available, such substances should be classified using the same classification rules as mixtures unless otherwise specified in Annex I to EU CLP. Relevant data on the multi-constituent substance should be taken into account but where an absence of certain properties or less severe properties is indicated, data on the substance should not override the information available on the individual constituents. 

Changes to hazard communication 
· Additional label formatting rules 
Suppliers must label their chemicals in accordance with new rules which specify the minimum font size, background colour and line spacing to be used. 

· Broader use of fold out labels 
The general use of fold out labels is permitted. Previously under EU CLP, use of fold out labels was limited to chemicals in small or unsuitably shaped packaging. Rules governing the location of information in fold out labels are also introduced.  
· Rules on voluntary use of digital labelling 
Non-obligatory information can be provided in a digital only format. When using digital labelling, suppliers have to fulfil new requirements which include being searchable and accessible to all users in the EU free of charge, being available in less than two clicks and not tracking any user data.  

· New deadline for updating labels 
Suppliers must update their labels within six months following a change in the classification and labelling of their chemical(s) which results in an additional hazard class, a more severe hazard class or category or new supplemental labelling elements. 

· Refill station labelling 
Where chemicals are supplied via refill for example detergents, a visible label must be firmly affixed to the refill station. 
· Additional hazard communication requirements for advertisements 
More hazard information is required in advertisements for hazardous substances and mixtures. In addition to the hazard class, advertisements should contain the hazard pictogram, the signal word and the hazard statements. The types of advertisements regulated under EU CLP are widened to include distance sales offers also. 

· Labelling Exemptions 
Derogations to the labelling requirements of EU CLP are introduced for chemicals supplied without packaging (such as fuel at filling stations), chemicals contained in very small packaging with contents below 10ml, and ammunition. 

Adaptation to new methods of supply 
· Risk management at refill stations 
New rules focusing on risk management are introduced for suppliers of chemicals by refill. Suppliers must ensure that clean and suitable packaging is used, the refill station’s operating buttons are kept out of reach of children. Appropriate training of the supplier’s staff must be undertaken and the supplier must be available to provide immediate assistance at the moment of refill. The sale via refill of chemicals with certain hazardous properties is prohibited. These properties are acute toxicity, specific target organ toxicity, carcinogenicity, germ cell mutagenicity, reproductive toxicity, respiratory sensitisation, skin corrosion/irritation, aspiration hazard, flammability, ED, PBT, vPvB, PMT and vPvM. 


4.8.9 In line with the Government’s commitment to protecting the UK internal market in all circumstances, it committed to explicitly consult on applying a consistent regime across the UK, should this be required to safeguard the UK internal market.  This call for views is distinct from but complements that commitment. 

4.8.10 HSE is interested in your views on these recent revisions to EU CLP, their potential impact on the UK’s internal market and the merits of applying a consistent regime across the UK, taking into account the current requirements of GB CLP. The information you provide below will be used by the UK Government to understand how best to address the impact, if any, of the associated changes in classification and labelling on trade between Great Britain and Northern Ireland, as well as to help inform any future impact assessments.  

	CLP Question 9: 
Do you agree or disagree that a consistent CLP regime between Great Britain and Northern Ireland is beneficial to safeguard the UK Internal Market? 
  

	Strongly Agree 
	Agree 
	Do not agree or disagree 
	Disagree 
	Strongly Disagree 
	Don’t know 

	

	
	
	
	
	

	Question 9a: 
If you answered ‘Agree’ or ‘Strongly Agree’, what would you see as the main benefits of a consistent CLP regime between Great Britain and Northern Ireland? 
 

	[Freetext] 



	CLP Question 10:
Do you agree or disagree that the current CLP regime between Great Britain and Northern Ireland is working? 
  

	Strongly Agree
	Agree
	Do not agree or disagree
	Disagree
	Strongly Disagree
	Don’t know

	  
  
	  
	  
	  
	  
	  

	Question 10a: 
If you answered ‘Do not agree or disagree’ or ‘Don’t know’, please move to the next question.  
Otherwise, please briefly describe in what ways the current CLP regime between GB and NI is either working or not working. 
 

	[Freetext] 
 




	CLP Question 11: 
Do you think the Government should apply any of the EU CLP Regulation measures detailed in paragraph 4.8.8 in Great Britain?  


	Yes
	No
	Don’t know

	

	
	

	Question 11a: 
If you answered ‘Yes’, please briefly describe which measure(s) should be applied to GB, and the reasons why.  
Please indicate what the practicalities of applying the measure(s) would be, and whether the measure(s) would promote and/or boost trade between Great Britain and Northern Ireland. 
​​​Also, can you please provide further details of the approximate time and/or costs or savings incurred in the event of applying these measures.​​​​​​ 


	[Freetext] 
 



	CLP Question 12: 
Do you have any further thoughts or views about the application of EU CLP Regulation measures in GB (e.g. the potential impact on UK-EU trade; impact on UK industry)?


	Yes
	No
	Don’t know

	
	
	

	Question 12a: 
If you answered ‘Yes’, please briefly detail these further thoughts about the application of EU CLP Regulation measures in GB. 


	[Freetext] 
 




[bookmark: _Toc200970852][bookmark: _Toc179458481][bookmark: _Toc179458568][bookmark: _Toc179459384][bookmark: _Toc179473109][bookmark: _Toc2123463234][bookmark: _Toc181262990][bookmark: _Toc181269148][bookmark: _Toc181269348][bookmark: _Toc197520678]5.  Prior Informed Consent
5.1 [bookmark: _Toc181262991][bookmark: _Toc181269149][bookmark: _Toc181269349][bookmark: _Toc197520679][bookmark: _Toc200970853]Background – The export and import of certain hazardous chemicals under GB PIC
5.1.1 [bookmark: _Toc179459386][bookmark: _Toc179459387]Assimilated Regulation EU No. 649/2012 on the Export and Import of Certain Hazardous Chemicals (known as ‘GB Prior Informed Consent’ or ‘GB PIC’) implements the UK’s obligations under the international Rotterdam Convention on international trade in certain hazardous chemicals. The main objectives are to promote shared responsibility and cooperation in the international trade of hazardous chemicals, and to protect human health and the environment by providing importing countries with information on how to store, transport, use and dispose of hazardous chemicals safely.

5.1.2 [bookmark: _Toc179459388]GB PIC goes significantly beyond the Rotterdam Convention by extending the requirements to chemicals that meet the criteria to be considered as being ‘banned’ or ‘severely restricted’ in Great Britain (GB), not just those that have been agreed for listing under the Convention. GB PIC requirements also apply irrespective of the intended use of the chemical in the importing country and to exports to all countries, not just those that are parties to the Convention.

5.1.3 [bookmark: _Toc179459389]GB PIC requires companies to notify the first export in any year of any hazardous chemical that is in the GB PIC list to any importing country (including the EU and movement to NI) at least 35 days before the intended date of export. Some chemicals, those in Parts 2 and 3 of the GB PIC list, additionally require the consent of the importing country before export can take place.

5.1.4 [bookmark: _Toc179459390]When the UK left the European Union, the EU PIC Regulation was retained in GB under section 3 of the European Union (Withdrawal) Act 2018. The proposed changes aim to remedy issues in the assimilated Regulation that have been identified through experience of operating GB PIC, so they are more appropriate for the UK.

5.1.5 [bookmark: _Toc182214953][bookmark: _Toc182229574][bookmark: _Toc182229650][bookmark: _Toc179459391][bookmark: _Toc181269150][bookmark: _Toc181269350]Since the establishment of the GB PIC regime, the number of annual export notifications administered by HSE, the GB PIC Designated National Authority (DNA) has increased as the regulatory requirements now apply to export of listed chemicals from GB to the EU and to movement from GB to NI under the Windsor Framework arrangements. Although the transition to GB PIC has not presented any significant challenges to the operation of the regime, there are some limited and technical changes that HSE propose to make to ensure that the legislation is proportionate to the needs of GB. The intended result would be that the UK can continue to implement its international obligations within the required timescales.
5.2 [bookmark: _Toc197520682][bookmark: _Toc197520685][bookmark: _Toc200970854]Removal of the Special Reference Identification Numbers procedure
5.2.1 [bookmark: _Toc179459392][bookmark: _Toc179459393]GB PIC does not apply to small quantities of listed chemicals (not exceeding 10kg in any year from each exporter to any importing country) being exported for the purposes of research and analysis that are unlikely to affect human health or the environment. However, exporters of these chemicals must obtain from the DNA, a Special Reference Identification Number (‘Special RIN’ or ‘SRIN’) and include it in their export declaration. A Special RIN is also required where the export of a chemical relates to an emergency situation.

5.2.2 The Special RIN is not a requirement of the Rotterdam Convention, and it does not implement any provision of that Convention. No further use is made of the Special RIN by HSE or UK customs authorities, nor is it a requirement of importing countries. The Special RIN procedure was introduced into the EU PIC Regulation when the ePIC system for electronic submission of export notifications was established. The GB PIC DNA no longer uses ePIC and the Special RIN serves no useful purpose in the operation of the GB PIC Regulation. Chemicals exported under the Special RIN procedure are excluded from GB PIC annual requirement to report the quantities of listed chemicals that have been exported or imported during the previous year. HSE therefore proposes the removal of the Special RIN procedure.

	PIC Question 1:
To what extent do you agree or disagree with the proposal to remove the Special Reference Identification Number (SRIN) procedure?
Tick the relevant answer.

	Strongly Agree
	Agree
	Do not agree or disagree
	Disagree
	Strongly Disagree
	Don’t know

	
	
	
	
	
	

	PIC Question 1a:
If you answered ‘don’t know’, please go to the next question. Otherwise, please briefly explain the reason(s) for your response.

	[Free Text]



	PIC Question 2:
Approximately how many SRINs does your organisation apply for in a typical year?
Please enter a WHOLE NUMBER or indicate ‘DK’ if you don’t know or are unsure.

	[Input field]



	PIC Question 3:
Are there any unintended consequences which you think may result from removal of the ‘Special Reference Identification Numbers’ procedure’?
Tick the relevant answer.

	Yes
	No
	Don’t know/Unsure

	
	
	

	PIC Question 3a:
If ‘yes’, please briefly explain what these unintended consequences might be.

	[Free Text]



5.3 [bookmark: _Toc181262993][bookmark: _Toc181269151][bookmark: _Toc181269351][bookmark: _Toc197520686][bookmark: _Toc200970855]Amendment of the waiver from requirement for explicit consent to import provision
5.3.1 [bookmark: _Toc179459395]The GB PIC Regulation makes provision for the DNA to grant a one-year waiver from the explicit consent requirement at the request of the exporter and on a case-by-case basis where no response has been received from the authorities in the importing country to repeated requests for consent. Certain conditions must be met before a waiver can be granted such as evidence that the chemical is authorised or used in that country.

5.3.2 The current waiver provision applies certain hazard criteria to the use of the waiver for those chemicals that are listed under the Rotterdam Convention such as classification as carcinogenic or meeting the criteria to be considered persistent, bio-accumulative and toxic, going significantly beyond what the Convention requires. This can create a barrier to the export of a chemical that falls within these criteria when the importing country fails to respond to a consent request. HSE considers that removing the hazard criteria that attach to chemicals listed under the Rotterdam Convention and streamlining the waiver conditions so that the same requirements apply to all chemicals that require the explicit consent of the importing country would facilitate decision making by the DNA and provide greater regulatory clarity.

5.3.3 Where there has been no response from the importing country to repeated requests for explicit consent, this proposal would allow the DNA to grant a one year ‘waiver’ for any Rotterdam Convention-listed chemical where the intended use of the chemical is not in a category for which it is listed in Part 3 of the GB PIC list and there is evidence from official sources that the chemical has been used in or imported into the importing country in the last five years. 

	PIC Question 4:
To what extent do you agree or disagree with the proposal to remove the hazard classification criteria that apply to the Designated National Authority’s consideration of a waiver from explicit consent to import for Rotterdam Convention-listed chemicals?
Tick the relevant answer.

	Strongly Agree
	Agree
	Do not agree or disagree
	Disagree
	Strongly Disagree
	Don’t know

	
	
	
	
	
	

	PIC Question 4a:
If you answered ‘don’t know’, please go to the next question. Otherwise, please briefly explain the reason(s) for your response.

	[Free Text]



	PIC Question 5:
Approximately how many waivers does your organisation apply for in a typical year?
Please enter a WHOLE NUMBER or indicate ‘DK’ if you don’t know or are unsure.

	[Input field]



	PIC Question 6:
Are there any unintended consequences which you think may result from ‘Waiver from requirement for explicit consent to import’ proposal?
Tick the relevant answer.

	Yes
	No
	Don’t know/Unsure

	
	
	

	PIC Question 6a:
If ‘yes’, please briefly explain what these unintended consequences might be.

	[Free Text]



	PIC Question 7:
Please provide any additional comments you have on any of the PIC proposals.

	[Free Text]



5.4 [bookmark: _Toc197520687][bookmark: _Toc200970856]  Power to make general updates
5.4.1 Article 23 of the GB PIC Regulation provides an ongoing power to update the Regulation, but this power is limited to technical changes to the annexes of the Regulation. HSE is seeking the creation of an ongoing power under which GB PIC and its supporting legislation can be amended to: 

· Implement any future changes to the Rotterdam Convention to ensure that the UK can continue to meet its international obligations as a Party to the Convention and make non-scientific and non-technical changes to improve compliance with or clarity of the legislation for duty holders, Devolved Governments and other regulators. 
· Implement scientific and technical aspects of international agreements beyond the Rotterdam Convention such as international treaties or UK Free Trade Agreements, which may enable the UK to meet its international commitments without imposing new regulatory regimes on businesses.
	PIC Question 8:
Are there any unintended consequences which you think may result from the creation of an ongoing power under which GB PIC and its supporting legislation can be amended?
Tick the relevant answer.

	Yes
	No
	Don’t know/Unsure

	
	
	

	PIC Question 8a:
Please briefly explain the reason(s) for your response if you answered “Yes” in the previous question. Otherwise, this is the end of the survey.

	[Free Text]



5.5 [bookmark: _Toc200970857] PIC cost summary
5.5.1 The proposals likely to yield savings to businesses would be those related to the reform of the waiver process and the removal of the Special Reference Identification Number procedure. Any savings are not yet estimated, but given the low volumes of business activity in these areas, savings are expected to be minimal. We will develop this analysis further through consultation on detailed proposals.
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