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1. [bookmark: _Toc225594971]Executive Summary 
This report presents a critical evaluation of Regulation (EU) 2025/2365, the EU’s first legally binding framework designed to prevent plastic pellet losses and reduce microplastic pollution.  The assessment compares the Regulation against the requirements of OSPAR Recommendation 2021/06 and guidelines, which aims to achieve zero pellet loss across the entire plastics supply chain.  The analysis considers scope, governance, operational requirements, certification, transparency and overall effectiveness, along with the Regulation’s projected reach across sectors and business sizes.  
Overall, the Regulation represents a significant strengthening of the policy landscape.  It replaces inconsistent voluntary initiatives with mandatory, pan-EU rules covering all operators handling ≥ 5 tonnes of pellets per year.  The scope includes production, compounding, conversion, storage, packaging, land-based transport, maritime transport and container cleaning.  It establishes a clear hierarchy of action (prevention, containment and clean-up) and embeds these principles through detailed requirements for risk management plans, spill controls, staff training, incident reporting and annual loss estimation.  For high volume handlers (≥ 1,500 tonnes per year), the Regulation requires independent third-party certification, while smaller operators follow a self-declaration model supported by transparency, record-keeping and oversight by Competent Authorities.  
The Regulation closely aligns with most of OSPAR’s core aims.  It adopts a whole supply chain approach, formalises zero pellet loss as an objective and sets minimum pellet-handling standards through Annex I and III.  It also introduces strong enforcement powers, including unannounced inspections, corrective measures, operational suspensions and, for the most serious infringements committed by a legal person, a requirement that Member States set a maximum administrative financial penalty of at least 3% of annual Union turnover (Article 20(3)). Public disclosure of risk management plans, certificates and self-declarations creates greater transparency and accountability than previously existed in the voluntary system.  
Several divergences mean the Regulation alone does not deliver the OSPAR Recommendation.  OSPAR expects certification to apply to organisations of all sizes, with no exemptions and its guidance details that pellet handling standards should be implemented at site level across all businesses, regardless of size.  The Regulation, however, bases certification requirements on installation throughput.  
Under Article 6, installations that handled 1,500 tonnes or more of plastic pellets in the previous calendar year must obtain certification, with compliance deadlines and renewal frequencies linked to the size of the enterprise.  Installations below this threshold are able to self-declare under Article 5(2) and may never be subject to an accredited third-party audit.  
Microenterprises are exempt from Article 6 certification requirements regardless of throughput, while economic operators handling less than 5 tonnes per year fall outside of the Regulation entirely.  
The Regulation also allows compliance to be demonstrated through an environmental permit (Article 7) or a verified environmental management system (Article 8).  Although OSPAR partly recognises these alternative routes they create a more fragmented assurance model, with different mechanisms used to demonstrate compliance across the sector.  
OSPAR calls for a clear chain of custody for plastic pellets and a publicly accessible register of certified companies.  Its guidance envisages an international, searchable system that allows certification and compliance to be traced throughout the supply chain.  
The Regulation does not include either of these mechanisms.  Under Article 11, each competent authority is responsible for publishing compliance information on its own website, while the Commission publishes only a list of those websites.  Information can also be withheld for confidentiality reasons.  This means that a buyer may be able to verify the status of a supplier, but there is no way to trace compliance through the wider supply chain.  Therefore, this removes one of the key mechanisms OSPAR requires for driving certification throughout the supply chain.  Without a chain of custody system or central public register, customers have limited visibility beyond their direct suppliers and little ability to verify compliance further up- or downstream.  
The assessment of the Regulation’s reach shows that it will affect a vast number of organisations.  Europe’s plastics sector comprises over 50,000 companies, with over 90% being micro or small enterprises. Most handle pellets over the 5-tonne annual threshold and will therefore be required to implement risk management planning, staff training, operational controls and annual loss estimates.  Installations above the certification threshold, which account for the bulk of pellet throughput, additionally face third party certification, with further annual internal assessment for medium- and large-sized enterprises (Article 5(8)).  
Maritime carriers, logistics companies, recyclers, converters and upstream producers are all brought into scope, addressing gaps in voluntary frameworks.  
Regulation (EU) 2025/2365 is highly suitable as the core regulatory instrument for delivering many of the fundamental aims of OSPAR Recommendation 2021/06.  It creates binding, consistent, enforceable rules and is expected to substantially reduce pellet losses across the EU.  
However, the Regulation on its own does not constitute a full implementation of OSPAR’s desired certification and governance model.  To fully meet OSPAR’s intentions, additional measures, such as certification registers, procurement-based drivers, expanded certification coverage, a chain of custody standard and enhanced support for SMEs would be required.  With these additions, the EU framework could fully align with, and potentially exceed, the ambition of OSPAR’s approach to eliminating pellet loss.


2. [bookmark: _Toc225594972]Introduction 
This report details the results of the critical evaluation of the EU pellet regulations (EU Regulation (EU) 2025/2365 of the European Parliament and of the Council of 12 November 2025 on preventing plastic pellet losses to reduce microplastic pollution[footnoteRef:1]).  The Regulation was assessed against OSPAR Recommendation 2021/06 on the reduction of plastic pellet loss into the marine environment and supporting Guidelines.     [1:  Regulation (EU) 2025/2365 of the European Parliament and of the Council of 12 November 2025 on preventing plastic pellet losses to reduce microplastic pollution, https://eur-lex.europa.eu/eli/reg/2025/2365/oj/eng ] 

This desk-based study provides a breakdown of the Regulation requirements, structure and scope compared with the detailed requirements and guidelines of the OSPAR Recommendation.  It reviews areas of alignment and divergence and the extent of the supply chain reach.  The study also identifies strengths, gaps and any need for additional measures to ensure meaningful progress toward eliminating pellet pollution.    

[bookmark: _Toc225594973]OSPAR Recommendation background and requirements 
OSPAR (Oslo-Paris Convention) is the mechanism by which 15 governments and the EU cooperate to protect the marine environment of the North-East Atlantic.  OSPAR Recommendations are formal agreements that lay out specific actions or standards that contracting parties are expected to implement to fulfil the goals of the Convention.
OSPAR Recommendation 2021/06, adopted in 2021, addresses the growing concern over microplastic pollution, specifically targeting the loss of plastic pellets, also known as nurdles, into the marine environment.  These small plastic granules, used as raw materials in the production of plastic products, can enter marine ecosystems during manufacturing, transportation, or handling processes.  Once released, they are challenging to recover and are a threat to the health of marine life and ecosystems.  
The primary aim of Recommendation 2021/06 is to prevent or significantly reduce the loss of plastic pellets into the marine environment, recognising that preventative measures are more effective and economically viable than remedial actions.  
The Recommendation has been adopted to ‘… (in particular, to prevent where possible or to significantly reduce the loss of pellets into the marine environment) by promoting the timely development and implementation of effective and consistent pellet loss prevention standards, developed by standards bodies or equivalent, and certification schemes for the entire supply chain.  The recommendation will also support European Union (EU) Member States in implementing the EU Plastics Strategy in a harmonised implementation of the schemes.’ (OSPAR Recommendation 2021/06 §2.1).  
To support Recommendation 2021/06 objectives, OSPAR has developed Guidelines to assist Contracting Parties and stakeholders in implementing effective pellet loss prevention measures.  They relate to the provisions and requirements set out in OSPAR Recommendation 2021/06 on the reduction of plastic pellet loss into the marine environment.  
Key requirements 
Under this Recommendation, OSPAR Contracting Parties are encouraged to: 
i. Promote the development and implementation of pellet loss prevention standards:  These standards should be effective and consistent, aiming to prevent pellet loss at every stage of the plastic supply chain
ii. Encourage participation in certification schemes: Stakeholders across the supply chain, including producers, transporters and converters should be encouraged to participate in these schemes
iii. Report on implementation: Contracting Parties  provide an initial report by 31 January 2023 on progress developing and promoting certification schemes for the supply chain, and a report by 31 January 2025 on implementation of the Recommendation, then every six years thereafter.  Reports should cover supply chain participation in the certification schemes and an evaluation of their effectiveness (Recommendation 4.1 to 4.3). 
Interim reporting by Contracting Parties in 2023, published in 2024, (Implementation of OSPAR Recommendation 2021/06 on the reduction of plastic pellet loss into the marine environment) found that while several Contracting Parties had initiated steps towards implementing the recommendation, challenges persist, including: 
i. Lack of established international certification schemes: The absence of a universally recognised certification scheme hindered full implementation 
ii. Varied participation levels: Countries such as Spain had seen significant industry participation in voluntary initiatives (e.g. Operation Clean Sweep®) whereas others were still developing frameworks 
iii. Need for harmonisation: Ensuring compatibility across different national measures and certification schemes remained a challenge 
A further report published in 2025 (Implementation of OSPAR Recommendation 2021/06 on the reduction of plastic pellet loss into the marine environment[footnoteRef:2]) and based on national reports submitted by Contracting Parties in January 2023 and 2025, found that the majority of Contracting Parties had experienced barriers to the implementation of the Recommendation.  This is largely due to the timing of the launch and expansion of an international, industry led certification scheme as well as the announcement of the EU Regulation on preventing plastic pellet losses to reduce microplastic pollution.   [2:  https://www.ospar.org/documents?v=63721 ] 

Looking ahead, Contracting Parties expect that future reporting will show greater participation by relevant companies in such certification schemes and reflect the implementation of the EU Regulation.
The next comprehensive reporting on the implementation of Recommendation 2021/06 is scheduled for 31st January 2031.   

[bookmark: _Toc199236962][bookmark: _Toc225594974]OSPAR Key Principles 
The overarching objective of the OSPAR recommendation is to achieve zero pellet loss and incorporates three key principles.  The table below details the objective/key principles and how EU Regulation 2025/2365 meets (or does not meet) the principles.  
	OSPAR objective/key principle 
	How EU Regulation 2025/2365 meets this principle? 

	Achieve zero pellet loss across the plastic supply chain 
	EU Regulation 2025/2365 advances the principle of achieving zero pellet loss across the plastic supply chain by imposing comprehensive, legally binding requirements on all actors, above the five-tonne threshold, involved in producing, handling, converting, transporting, storing and shipping plastic pellets. 
It mandates risk management plans, preventative and containment equipment, staff training, record-keeping, spill response and regular compliance checks ensuring strengthened controls at every stage of the supply chain.  
Although the goal of the Regulation is ‘achieving zero pellet losses’, it recognises that losses may still occur and immediate containment, clean-up and corrective actions are required when they do.  
The Regulation substantially meets the principle by embedding zero pellet loss as its overarching aim and establishing detailed mechanisms to minimise spills.  However, practical limitations mean it ensures continual reduction and management rather than absolute elimination.   

	Priority orders of action for industry-wide best practice pellet handling 
i. Prevention 
ii. Containment and mitigation 
iii. Clean-up
Must be a clear hierarchy of measures in the standard and certification scheme 
	The required hierarchy of best practice pellet handling is clearly embedded within the Regulation as it mandates that all economic operators and carriers implement measures in a strict order: 
i. Prevention 
ii. Containment and mitigation 
iii. Clean-up 
Article 5(5) explicitly sets out this priority order of action requiring prioritisation of preventing spills at source, followed by containing any spills to avoid losses and finally undertaking clean-up activities.  
This hierarchy is reinforced throughout Annex I and Annex III in which specific equipment and procedures categorised under prevention, containment and clean-up ensuring that certification, risk management plans and operational practices align with this structured sequence.  

	Reporting and Transparency 
The reporting of any losses, and the reporting of upgraded handling practices, drives industry-wide improvement on the issue of pellet loss and allows for external tracking of progress.
	Article 18 requires a harmonised methodology for estimating pellet losses to be developed through the European standardisation process, with the Commission required to submit the standardisation request by 17 December 2026.  However, no deadline has been set for the resulting standard.  The obligation to estimate losses using that methodology will only apply six months after the standard is published in the Official Journal, or from the date an implementing act adopted under Article 18(3) takes effect.  Until then, operators must continue to estimate losses using their own methods, meaning reported figures are unlikely to be directly comparable.
However, the Regulation introduces a number of measures intended to improve transparency and accountability.  Operators must maintain annual records of estimated pellet losses and the quantities of pellets handled, making the information available to competent authorities on request.   
It mandates the public disclosure of key documents including risk management plans, self-declarations of conformity, certificates and permit information via easily accessible websites maintained by national authorities, with exceptions for safety and confidentiality.  
It obliges operators to report incidents or accidents involving pellet losses, that cause a loss affecting human health or the environment, within 30 days, including cause and corrective measures.  
Together these requirements help make the system more open and accountable.  Tracking losses and sharing information about improved handling practices enables external tracking of progress.  

	Adoption
Best practice implemented by the full plastics supply chain and instigate an industry-wide culture shift.  
Apply to all businesses, regardless of size, handling or managing new or recycled plastic pellets. 
	The Regulation imposes binding requirements on all economic operators handling five tonnes or more of plastic pellets annually, regardless of business size, and on EU and non-EU carriers and maritime shippers without any tonnage threshold (Article 1(2)).  Its requirements for prevention, containment, clean-up, training and reporting support a consistent approach to pellet loss prevention across the sector.  
However, it does not fully align with OSPAR's principle that standards should apply to all businesses.  Operators handling fewer than five tonnes per year are excluded entirely, while installations handling less than 1,500 tonnes annually can rely on self-declaration rather than accredited third-party certification.  Instead, compliance is monitored through risk-based inspections by competent authorities.  
The Commission must review the impact of these thresholds by 17 December 2033, including the exclusion of smaller operators and the absence of a threshold for carriers (Article 25(1)(i)).
The Regulation also differs in legal reach.  It is directly applicable and legally binding across the EU but does not extend to the four OSPAR Contracting Parties outside the EU.  





3. [bookmark: _Toc225594975]Overview of the EU Regulation
EU Regulation 2025/2365 is the European Union’s first comprehensive legal framework aimed at preventing plastic pellet losses across the entire supply chain, with the broader objective of reducing microplastic pollution at source.  It was adopted on 12th November 2025 and published on 26th November 2025, entering into force on 16th December 2025.  It forms part of the EU’s Zero Pollution Action Plan[footnoteRef:3], complementing existing measures such as the REACH microplastics restriction, the Single-Use Plastics Directive and the Packaging and Packaging Waste Regulation (PPWR).   [3:  https://environment.ec.europa.eu/strategy/zero-pollution-action-plan_en ] 

Plastic pellets, flakes and powders, are a source of microplastic pollution and the EU estimates that billions leak into the environment every year through poor handling, accidents and transport incidents.  Once lost pellets are difficult to recover, harming wildlife, ecosystems and potentially human health.  
This Regulation responds to long-standing concerns about microplastic pollution and aims to achieve zero pellet loss by requiring economic operators and transport carriers to adopt strict handling, containment, clean-up and monitoring reporting practices.  It adopts a whole supply chain approach covering production, processing, packaging, transport (by land and sea), storage and container cleaning.  

[bookmark: _Toc225594976]Why the Regulation was introduced 
Microplastics, including those created when pellets escape into the environment, are found in soil, rivers, oceans, beaches, food and air.  They are particularly problematic as they can persist for decades, be mistaken for food by seabirds, sea turtles and other marine life, carry harmful chemicals or pathogens and clean-up can be extremely difficult once they reach natural environments.  
Pellet losses occur through routine mishandling and large-scale incidents at sea.  For example, the 2023 ‘Toconao’ container loss off the coast of Spain released millions of pellets and severely impacted coastal communities.  
Until now, EU legislation did not include specific, binding requirements governing pellet handling.  Voluntary initiatives such as Operation Clean Sweep® had low uptake and inconsistent implementation.  Similarly, voluntary international shipping measures from the IMO have had limited implementation.  In 2024 the IMO Marine Environment Protection Committee approved MEPC.1/Circ.909, covering the packaging, transport documentation and stowage of freight containers carrying plastic pellets.  Because the circular is not binding it has not been applied consistently, and the Regulation proceeds on that basis: recital 19 records that those recommendations ‘are not legally binding’ and that the Union should therefore introduce binding rules, while recital 16 calls on the Union and its Member States to ‘pursue efforts to make the recommendations in MEPC.1/Circ 909 mandatory at international level’.  

[bookmark: _Toc225594977]Scope 
The Regulation applies broadly to anyone handling or transporting pellets within the EU, including: 
· Manufacturers, processors, recyclers and converters handling ≥ 5 tonnes/year 
· Installations that clean pellet containers or tanks 
· EU and non-EU carriers transporting pellets by road, rail or inland waterways 
· Shippers, operators, agents and masters of seagoing vessels carrying pellet containers to or from EU ports 
Compliance requirements vary based on company size and the volume of pellets handled.  The tonnage thresholds apply to economic operators.  Carriers and maritime actors are in scope at any volume.

[bookmark: _Toc225594978]Overview of thresholds and pellet handling obligations 
	Volume of pellets handled per year 
	Who this applies to 
	Main obligations 

	Less than 5 tonnes 
	Economic operators below the scope threshold
	No obligations as an economic operator. A business below this threshold that also transports pellets is still caught as a carrier under Article 1(2)(c).

	5 tonnes or more 
	All economic operators at or above the threshold, any enterprise size
	Article 5(1): risk management plan for each installation, self-declaration of conformity, equipment and procedures in Annex I.  Article 5(6): staff training, and five-year records of quantities handled and losses estimated.  Article 3(2): notify each installation and state whether it is above or below 1,500 tonnes.

	Below 1,500 tonnes 
	Small, medium-sized and large enterprises with installations below the threshold and microenterprises at any volume.  
	Core obligations including Article 5(2): notify an updated risk management plan and renew the self-declaration of conformity every five years. No certification required.

	1,500 tonnes or more
	Small, medium-sized and large enterprises. Microenterprises are outside Article 6 at any volume
	Article 6: third-party certification.  Large by 17 December 2027 then every three years.  Medium-sized by 17 December 2028 then every four years.  Small by 17 December 2030 with a five-year certificate, then Article 5(2) self-declaration unless they choose to renew.  Certifier spot checks under Article 6(4).

	Installation at 1,500 tonnes or more, medium-sized and large enterprises only
	Medium-sized and large enterprises
	Article 5(8) and Annex I paragraph 6: annual internal assessment, formal management review at least once a year, awareness and training programme and procedures for informing drivers, suppliers and subcontractors.

	No tonnage threshold
	EU and non-EU carriers by road, rail or inland waterway
	Article 5(4) and Annex III: prevention, containment and clean-up actions and on-board equipment.  No risk management plan (recital 27).  Article 5(6) training and loss records, Article 5(7) corrective measures.  Article 3(2) notification before first transport.  Non-EU carriers appoint an authorised representative under Article 4.

	No tonnage threshold
	Shippers, operators, agents and masters of seagoing vessels
	Article 12: good-quality packaging, transport information to the vessel, special stowage request, and stowage under deck or inboard in sheltered areas. Applies from 17 December 2028.



[bookmark: _Toc225594979]Core obligations for economic operators 
At the heart of the Regulation is the requirement for companies to identify, prevent, contain and clean-up pellet spills and losses.  

[bookmark: _Toc225594980]Risk Management Plans (RMPs) 
Risk Management Plans (RMPs) form the core operational requirement of Regulation (EU) 2025/2365, ensuring that all installations handling plastic pellets adopt a structured approach to preventing spills and losses.  The Regulation establishes RMPs as mandatory, installation-specific documents that identify where spills may occur, assess potential pathways for pellet escape and outline the equipment and procedures needed to prevent, contain and clean-up spills and losses.  
By requiring operators to map risks, maintain appropriate preventative and containment measures and designate staff to oversee spill monitoring and reporting, the Regulation embeds proactive and continual risk control into day-to-day operations.  Where the operator is a medium-sized or large enterprise and the installation handled 1,500 tonnes or more in the previous calendar year, the risk management plan must also cover an annual management review of losses and of the equipment and procedures in place, an awareness and training programme based on employees' roles and procedures for informing drivers, suppliers and subcontractors (Article 5(8) and Annex I, paragraph 6).  Enterprise size and installation throughput are separate conditions, and both have to be met.  


[bookmark: _Toc225594981]Prevention, containment and clean-up requirements 
The Regulation places strong emphasis on preventing plastic pellet losses at their source, establishing a clear hierarchy of action: prevention first, containment second and clean-up as a final step.  This structured approach ensures that avoiding spills is prioritised before addressing the consequences of those that occur.  
The EU Pellet Regulation requires all economic operators and carriers to maintain suitable equipment and procedures that reflect the nature and scale of their activities.  Preventative measures focus on secure packaging, careful handling and infrastructure that reduces the likelihood of spills.  Containment measures, for example, catchment devices and drain protection, ensure that any releases remain within the installation and do not become environmental losses.  Clean-up requirements ensure that spilled pellets are promptly removed using appropriate tools/processes and managed in ways that prevent further losses to the environment.  
Together these requirements embed a practical, operational framework for minimising pellet pollution.  They make environmental protection a routine part of daily handling activities and ensure that all staff, suppliers and transport partners understand their roles in preventing microplastic leakage.  

[bookmark: _Toc225594982]Notification, traceability and reporting 
To ensure effective oversight and enforcement, Regulation (EU) 2025/2365 introduces comprehensive notification, traceability and reporting obligations for all actors handling plastic pellets.  These requirements create a consistent information framework that enables authorities to monitor pellet flows, assess compliance and identify where risks of loss are highest.  
Economic operators must notify the competent authorities of each installation handling pellets (Article 3(2)), indicating whether the installation falls above or below the 1,500-tonne annual threshold while carriers must also notify authorities before transporting pellets within the EU.  
Traceability is strengthened through mandatory record-keeping, requiring operators and carriers to document annual quantities of pellets handled and estimated losses, retaining this information for at least five years.  These records support compliance verification and feed into certification processes where required.  In addition, medium- and large enterprises handling higher quantities must conduct annual internal assessments, ensuring continuous monitoring of system performance.  
At the system level, Member States must report to the European Commission every three years providing aggregated data on notified installations, registered carriers, risk-management documentation, inspections and incidents.  This structured reporting enables the Commission to evaluate the Regulation’s implementation and its contribution to reducing pellet losses across the EU.  

[bookmark: _Toc225594983]Certification and compliance 
A central feature of the Regulation is the use of self-declaration of conformity.  Economic operators must:
· Submit a self-declaration alongside their risk management plan, confirming that required prevention, containment and clean-up measures have been implemented. 
· Renew the self-declaration every five years and notify an updated risk management plan at the same interval.  This applies to small, medium-sized and large enterprises whose installations handled below 1,500 tonnes in the previous calendar year, and to microenterprises at any volume (Article 5(2)).  
Installations handling 1,500 tonnes or more a year must demonstrate compliance through third‑party certification.  Microenterprises are outside Article 6 whatever the volume handled.  Certification cycles are:
· Large enterprises - every 3 years
· Medium enterprises - every 4 years
· Small enterprises - one mandatory certification by 17 December 2030, then every 5 years or revert to self‑declaration
Article 6(4) states that certifiers must carry out spot checks to ensure the risk management plan is adequate and properly implemented.  The Regulation sets no frequency for these checks and does not say whether they are announced.  Certificates must record the date of each one (Article 6(5)(b) and Annex IV), so in practice their timing will be set by certifier accreditation requirements rather than by the Regulation.  In addition, certifiers must report every certificate issued, suspended, withdrawn or changed directly to the competent authorities (Article 6(6)).
The Regulation introduces an alternative compliance route based on environmental permits (Article 7).  A Member State can choose to exempt an operator from submitting self-declarations and obtaining certification if the installation is already operating under a permit that incorporates all requirements of Annex I (risk management).  This route requires: 
· The operator to notify the permitting authority of their risk management plan and updates 
· The authority to review and, if needed, revise the permit to ensure alignment with the Regulation 
· Regular inspections equivalent in frequency to the certification timetable 
This allows Member States to integrate pellet-handling obligations into their existing permitting systems, avoiding duplication.  
A third route is through environmental management systems.  Article 8(1) exempts operators registered under EMAS from Article 5(2) and from certification under Article 6(1), (2) and (3), provided an environmental verifier has confirmed that the Annex I requirements are included in the management system and implemented.  Article 8(2) allows Member States to extend the same treatment to an operator with a verified environmental management system meeting equivalent conditions.  Unlike the permit route, verification is independent.

[bookmark: _Toc225594984]Obligations for carriers and maritime transport 
Carriers (road, rail, inland waterway) must follow defined measures to prevent plastic leakage during transport, such as ensuring packaging integrity, cleaning external surfaces, sealing loading areas, repairing damaged bags in transit when possible and carrying basic clean-up tools.  
Sea transportation has stricter requirements.  Shippers must use strong, loss-proof packaging and provide special stowage requests while vessel operators must stow pellet containers under deck or in sheltered deck areas wherever possible.  These requirements go beyond current International Maritime Organization (IMO) guidance, reflecting the EU’s aim to prevent high-impact maritime spills.  

[bookmark: _Toc225594985]Transparency and data collection 
Competent authorities must publicly share: 
· information on operators, installations and transporters (notifications)
· Risk management plans (minus sensitive details) 
· Self-declarations 
· Certificates 
· Permit decisions 
· EMS conformity assessments
Article 11(2) requires competent authorities not to publish the tonnage handled at an installation (Annex I, paragraph 1(b)) and allows other details to be withheld on safety or confidentiality grounds.  The public record therefore does not show which threshold band an installation falls into.
Economic operators must maintain five-year records of estimated quantities lost and handled annually.  A harmonised EU method for estimating pellet losses is to be developed through European standardisation, with the Commission required to submit the request by 17 December 2026 (Article 18(2)).  No date is set for delivery of the standard, and the duty to use the method applies six months after it is published in the Official Journal or from the date an implementing act under Article 18(3) applies.  

[bookmark: _Toc225594986]Enforcement, penalties and corrective measures 
Authorities can inspect installations (including unannounced visits), require additional measures and suspend operations if there is an immediate risk to the environment or health.  
Penalties must be effective, proportionate and dissuasive.  For the most serious infringements committed by a legal person, Member States must set a maximum administrative financial penalty of at least 3% of annual Union turnover in the preceding financial year (Article 20(3)).  Individuals harmed by non-compliance have a right to compensation under Article 21, and Article 19(1) treats qualifying non-governmental organisations as having sufficient interest to complain, with their wider role in proceedings left to national rules.  
[bookmark: _Toc225594987]Implementation timeline
This timeline follows the Regulation’s staged application dates, showing when each major obligation becomes legally binding.
	12 November 2025 
	Regulation adopted 
The European Parliament and Council formally adopt the regulation 

	16 December 2025 
	Early provisions start 
A set of foundation obligations begin immediately allowing Member States and industry to prepare.  
· Article 3(1): General obligation to avoid pellet losses and immediately contain/clean spills 
· Article 5(6)(second subparagraph): Requirement to use the harmonised methodology for estimating pellet losses (when published) 
· Article 16: Member States must designate competent authorities and grant them inspection/enforcement powers 
· Article 17(1): Commission must publish EU-wide awareness-raising and training material by 17 December 2026 
· Article 18(2) & 18(3): Commission must request the harmonised standard for loss estimation by 17 December 2026, or establish the methodology by implementing act

	17 December 2027 
	Full core obligations apply 
This is the main application date when the majority of legal duties begin.  From this date, the following requirements apply to operators handling ≥5 tonnes/year and carriers:
· Economic operators 
· Full risk management plan obligations (Article 5)
· Submission of self‑declarations of conformity for applicable operators
· Implementation of all prevention, containment and clean‑up procedures
· Staff training and annual loss‑estimation record‑keeping
· Carriers (road, rail, inland waterways) 
· All Annex III actions (prevention, containment and on‑board equipment)
· Certification timelines begin 
· Companies begin preparing for the first round of certification deadlines 
· Large enterprises: first certificate due by 17 December 2027 and renewed every 3-years 
· Medium enterprises: first certificate due by 17 December 2028 and renewed every 4-years
· Small enterprises: first certificate due by 17 December 2030 (5-year validity) 

	17 December 2028 
	Maritime transport rules apply 
For shippers and vessels, the following Articles apply: 
· Article 1(2)(d): Scope formally includes shippers, operators, agents and masters of vessels 
· Article 12: Binding rules for sea transport (stowage, packaging, stowage requests, cargo information) 
· Article 13(1): Compliance verification by authorities covering maritime transport 
· Article 17 (2)-(3): Member State assistance and training obligations extended to maritime actors 
· Article 19: Complaint-handling and access to justice provisions for maritime transport 
This marks the full integration of maritime activity into the Regulation’s enforcement system.  

	1 January 2030 
	First member State reports due 
Member States must submit their first 3-year implementation report to the Commission covering the period 2027 – 2029.  Subsequent reports follow every 3-years.  
The Commission must publish an EU-wide summary of the reports within 3-months.  

	17 December 2030 
	First mandatory certification for small enterprises 
Small operators handling ≥1,500 tonnes/year must obtain certification for the first time.  
Certification then either continues every 5 years or reverts to self‑declaration (operator’s choice).

	17 December 2033 
	Full EU evaluation 
The Commission must complete a comprehensive review of the Regulation covering:
· Overall effectiveness 
· Whether additional sources of microplastic pollution should be regulated 
· Loss-estimation data 
· Effect of the exemptions granted under Article 7 (Article 25(1)(j))
· Impact of thresholds 
· Enforcement outcomes 
· Interaction with international (e.g. IMO) developments, in particular maritime transport (Article 25(1)(h)), the contribution to the target of reducing microplastic pollution by 30% by 2030 (Article 25(1)(d)), and chemical traceability of pellets including the relevance of a unique chemical signature (Article 25(1)(g))



[bookmark: _Toc225594988]Summary 
Regulation (EU) 2025/2365 introduces the EU’s first comprehensive, legally binding framework to eliminate plastic pellet losses across the entire supply chain.  It requires economic operators handling five tonnes or more a year, and carriers and maritime actors at any volume, to adopt prevention, containment and clean-up measures, supported by mandatory risk management plans, self-declarations, certification for higher volume handlers and, in some cases, permit based compliance.  
By extending obligations to land based handlers and maritime transport alike and by strengthening transparency, training and enforcement mechanisms, the Regulation aims to drive consistent, high-quality pellet management practices across Europe.  Ultimately, it forms a central part of the EU’s wider strategy to reduce microplastic pollution and protect both the environment and human health.






4. [bookmark: _Toc225594989]Detailed analysis of the Regulation’s alignment with or divergence from the OSPAR Recommendation requirements
This section provides a detailed assessment of how Regulation (EU) 2025/2365 aligns with, or diverges from, the requirements set out in the OSPAR Recommendation and its accompanying Guidelines. 
The analysis examines each element of the Recommendation, including scope, principles, operational requirements and certification scheme design, comparing them against the specific provisions of the Regulation. 
By reviewing the extent to which the Regulation fulfils, partially meets, or falls short of OSPAR’s expectations, this section identifies areas of strong alignment, highlights gaps where the Regulation does not fully meet the recommended standards and clarifies where important differences in approach remain. 
The findings offer a clear, evidence‑based understanding of how effectively the Regulation supports OSPAR’s objective of achieving consistent, independently verified pellet‑loss prevention across the entire plastics supply chain.

[bookmark: _Toc225594990]Self-declaration and permits 
The Regulation’s compliance pathways, specifically self-declaration and permits, differ from the approach envisaged in OSPAR Recommendation 2021/06.  While OSPAR calls for an independently audited certification scheme across the entire plastic pellet supply chain, the Regulation introduces more flexible mechanisms allowing operators to meet their obligations either by self-declaring compliance or by operating under national environmental permits that incorporate the Regulation’s requirements.  
These alternative routes reflect a different regulatory philosophy, one that focuses on proportionality and integration with existing national systems rather than OSPAR’s model of universal third-party verification.  The following section outlines how these mechanisms function in practice and highlights the key differences between the two frameworks.  

[bookmark: _Toc225594991]Self-Declaration 
The Regulation takes a proportionate approach, blending self-declaration with mandatory third-party certification.  The route an operator follows is set by two things: 
i. the tonnage handled at the installation in the previous calendar year, and 
ii. the size of the enterprise.  
Risk is not itself an operative trigger, though it is the stated rationale.  Recital 32 treats installations at or above 1,500 tonnes a year as capable of higher risk of loss, and recital 21 says obligations for micro, small and medium-sized enterprises should be adjusted to mitigate the burden on them.  OSPAR asks instead for certification across all actors, applying to organisations of all sizes with no exemptions (Recommendation 3.2(m)).  Under the Regulation: 
· All economic operators with installations below 1,500 tonnes, and all microenterprises whatever the volume handled, must submit a self-declaration of conformity and notify an updated risk management plan every five years (Article 5(2)) 
· Small enterprises handling ≥ 1,500 tonnes a year must obtain certification initially, but after the 5-year certificate expires, they can choose to self-declare, unless they choose to recertify 
This reflects the recognition that micro, small and medium-sized enterprises face proportionally higher costs in meeting these obligations, which is why Member States must make assistance available to them, including financial support for the purposes of certification for small enterprises (recital 42 and Article 17(2)(a)).  Self-declaration does not mean lack of oversight.  There are a number of mechanisms in place to compensate for this.  
1. Mandatory risk management plan: Economic operators must maintain a detailed risk management plan setting out spill risk locations, mitigation equipment, procedures for prevention, containment and clean-up, annual loss estimates and staff responsibilities.  Failure to maintain or implement the plan is a compliance breach.  
2. Public disclosure: Risk management plans and self-declaration must be made publicly available by competent authorities (Article 11(1)), though Article 11(2) requires the tonnage handled at an installation to be withheld and allows other details to be omitted on safety or confidentiality grounds.  This transparency acts as a reputational incentive for compliance, an entry point for NGOs and stakeholders to raise concerns, and a tool for buyers and customers to vet suppliers.  
3. Competent authority verification: Authorities can require amendments to the risk management plan, demand additional measures or equipment, conduct risk-based inspections or suspend installation operations in case of serious noncompliance.  
4. Record-keeping obligations: Economic operators must keep 5-year records of estimated loss quantities, handled volumes and measures taken.  Inspectors and certifiers can access these records.  
5. Incident reporting: Any incident or accident causing a loss that  affects human health and/or the environment must be reported to the competent authorities within 30 days, with an estimate of the quantity lost, the causes and the measures taken.  The Regulation distinguishes a spill, which stays within the installation or vehicle, from a loss, which reaches the environment (Article 2(2) and (3)).  This creates traceability and immediate oversight.  

[bookmark: _Toc225594992]Self-declaration as a regulatory instrument 
Self-declaration is widely embedded in UK and EU regulations.  Regulations use self-declaration primarily to streamline market access, reduce administrative burdens, lower costs for businesses, increase manufacturer accountability and accelerate the time-to-market for products.  It allows businesses, particularly for lower-risk products to efficiently place goods on the market while placing direct accountability on manufacturers to ensure that their products comply with essential health, safety and environmental requirements without requiring third-party testing or certification.    
Self-declaration is not a ‘lighter’ option, but a different enforcement model.  The operator formally declares full responsibility for compliance, accuracy of the risk assessment and implementation of all the measures in place.  This creates potential administrative, civil and criminal liability for false declarations.  
Self-declaration still gives regulators a clear basis to act.  If a spill occurs, inspectors can verify whether the operator actually put the measures in their risk management plan into practice.  If they didn’t, the operator can be required to rectify the issue, face administrative financial penalties, for which Member States must set a maximum of at least 3% of annual Union turnover for the most serious infringements committed by a legal person (Article 20(3)).  Where the infringement poses an immediate danger to human health, threatens an immediate significant adverse effect on the environment, or leads to a significant loss, the competent authority may also suspend operation of the installation until compliance is restored (Article 15(2)).  
Whilst the OSPAR Recommendation favours universal certification, self-declaration under the Regulation achieves: 
· Broad coverage 
· Legal enforceability 
· Consistency with UK and EU regulation principles (i.e. proportionality and risk-based burden) 

[bookmark: _Toc225594993]Regulations that allow self-declaration 
Self-declaration is used widely in regulations, especially where there are a large number of small operators involved.  Risks can be managed through oversight rather than universal certification and documentation and transparency create enforceability. 
	Regulation 
	How it works 
	Similarity 

	REACH (Regulation (EC) 1907/2006) – Registrations & Safety Data Sheets
	Manufacturers and importers self-declare hazard data, exposure assessments and safety data sheets.  Regulatory authorities verify data during inspections.
	· Self-declaration
· Heavy penalties for incorrect decisions 
· Market actors must generate and maintain detailed documentation 

	Medical Device Regulation (EU) 2017/745
UK Medical Devices Regulations (UK MDR 2002)
	Uses a tiered approach where the level of oversight is dependent on the risk posed by the device.  
Low risk devices (Class I) can be placed on the market through manufacturer self-declaration of conformity.  Higher risk devices (Classes IIa, IIb and III) require an independent conformity assessment by a Notified Body.  
	· Backed by strict documentation requirements 
· Post-market surveillance 
· Inspections 
· Severe penalties for false declarations 

	Machinery Directive (2006/42/EC), replaced by Machinery Regulation (EU) 2023/1230 from 20 January 2027
The Supply of Machinery (Safety) Regulations 2008
	Most categories of machinery can be placed on the market through self‑declaration, provided they meet essential health and safety requirements.
Only the high-risk categories require Notified Body involvement.  
All manufacturers must keep a technical file and sign an EU Declaration of Conformity which carries legal liability.  
	· Third-party assessment when risks are significant 
· Supported by enforcement through inspections, liability and possibility of product withdrawal 

	The General Product Safety Regulations 2005, and in the EU Regulation (EU) 2023/988 
CE Marking and the EU New legislative framework
	Under many directives (Low Voltage Directive, EMC Directive, Toy Safety Directive) companies can self-declare conformity with essential requirements, maintain technical files and affix CE/UKCA marking.  
Third-party certification is required only for high-risk products.  
	· Self‑declaration for low/medium‑risk 
· Notified Body certification only for high‑risk sectors

	EMAS (Eco-Management and Audit Scheme) and ISO 14001 
	EMAS requires verification by an accredited environmental verifier, so it is a third-party route rather than a self-declaration.  Other environmental management systems rely more on internal audits, self-reporting and documentation checks by authorities or certification bodies.  
	Article 8(1) exempts EMAS-registered operators from Article 5(2) and from certification under Article 6(1), (2) and (3), provided an environmental verifier has confirmed that the Annex I requirements are in the management system and implemented.  Of the three alternative routes this one keeps verification independent.  



A wider look across EU and UK regulatory frameworks that rely on manufacturer self‑declaration, including sectors such as medical devices, machinery, chemical management, product safety and environmental compliance, highlights an important point: self-declaration is not a weak or lesser form of regulatory compliance. 
Across EU and UK Regulations it is a well-established and trusted mechanism, used in highly complex and stringent sectors such as medical devices and chemicals.  Its effectiveness stems from a number of features: 
i. Operators remain legally responsible for the accuracy and completeness of their declarations.  A self-declaration is a formal, enforceable statement that carries legal liability if found to be misleading or false.  
ii. Competent authorities retain powers to inspect facilities, request documentation, conduct market surveillance and impose sanctions where non-compliance is identified.  These powers ensure that self-declaration operates within a wider system of active regulatory oversight.  
iii. Third-party certification is reserved for high-risk categories ensuring that regulatory burdens are proportionate to the level of risk.  This tiered approach is central to EU product regulation and allows authorities to focus external audit requirements where they add the greatest value.  
iv. The requirement to maintain structured documentation, such as technical files (or in the case of the Regulation, risk management plans) creates a clear evidence trail.  This documentation enables enforcement bodies to verify whether the measures declared on paper are implemented in practice.  
The Regulation on preventing plastic pellet loss adopts the same logic.  It enables self-declaration for lower risk or smaller operators, while mandating independent third-party certification for larger operators handling larger volumes of pellets.  This mirrors established EU regulatory practice: a proportionate framework that combines self-declaration, documented responsibilities and strong enforcement powers to achieve high standards of environmental protection.  
OSPAR recommends universal third-party certification, whereas the Regulation introduces a hybrid system combining self-declaration for lower risk and smaller operators and mandatory certification for installations handling 1,500 tonnes or more a year.  


[bookmark: _Toc225594994]Permits 
The Regulation allows member States to use environmental permits as an alternative route to demonstrate compliance, (Article 7).  Under this approach economic operators can be exempt from certification and some self-declaration requirements if the installation is operated under an environmental permit that already includes all the controls needed to ensure compliance with Annex I of the Regulation.  
To qualify for the exemption, a permit must be granted or updated only after the competent authority has verified that the installation complies with all applicable Annex I requirements, including prevention measures, containment systems, clean-up procedures and risk assessments. The operator must also notify the permitting authority of its risk management plan, and any updates, every three years for large enterprises, four years for medium-sized enterprises and five years for micro and small enterprises (Article 7(1)(b)).  In addition, the installation must be subject to regular inspections, including site visits, at intervals equivalent to those required under Articles 5(2) and 6(1) to (3) (Article 7(1)(d)).
It is important to note that even when a permit replaces certification, the economic operator remains subject to regular site inspections, environmental compliance checks and verification of risk management plans.  
Suspension of part or all of the installation is available only where the infringement poses an immediate danger to human health, threatens an immediate significant adverse effect on the environment, or leads to a significant loss (Article 15(2)), using the powers conferred by Article 16.  This use of permits shifts the compliance assurance from independent certifiers to public environmental authorities.  

[bookmark: _Toc225594995]OSPAR Recommendation and permits 
The use of permits diverges significantly from OSPAR’s recommended governance model.  OSPAR Recommendation 2021/06 specifies a certification scheme for all companies in the supply chain, the use of independent accredited auditors, publicly available certificates and a public register.  
OSPAR does consider verification by public authorities.  Recommendation 3.2(h) asks for 'regular auditing of procedures and performance by independent and accredited external bodies or equivalent control by public authorities'.  What it does not consider is verification sitting outside a certification scheme, with accreditation by a recognised public accreditation body (3.2(g)), certificates made publicly available (3.2(i)) and a public compliance register of certified companies (3.2(j)).  The permit route delivers the verification without the additional requirements.  
The OSPAR Recommendation separates regulatory oversight from certification.  The Guidelines envisage a scheme run by an independent Scheme Manager with a multi-stakeholder Governance Board, separate from the regulator (Guidelines 3.2.1(b)), with certification bodies verifying compliance.  In contrast in the Regulation, regulators verify compliance under the permit route.  It is also relevant to acknowledge that the Regulation’s approach may place additional financial and administrative burdens on public authorities, as competent regulators are required to verify compliance directly, particularly under the permit‑based compliance route.
Under Regulation (EU) 2025/2365, competent authorities are required to carry out inspections, review risk management plans, verify implementation and determine any necessary corrective actions. This moves a significant element of compliance assurance away from independent certification and into the regulatory system, increasing the demands placed on public authorities. Under the OSPAR model, verification costs are borne by operators through certification fees. Under the permit route, those costs are effectively absorbed by public authorities, which must also deliver the wider inspection programme required by Article 13(1). The result is a redistribution of cost rather than a reduction in it. The permit route also has advantages for operators.  An installation already subject to environmental permitting can meet its pellet obligations inside a framework it already operates, without running a parallel certification process or paying certifier fees.  In some Member States such installations also hold a certified environmental management system, in which case Article 8 offers a further route and the practical value of the permit exemption is smaller.  Article 25(1)(j) requires the Commission to assess the effect of the Article 7 exemptions by 17 December 2033.
Furthermore, OSPAR emphasises supply-chain transparency as it includes a chain of custody system, a public register and third-party audits to ensure traceability across the supply chain.  

[bookmark: _Toc225594996]Why the Regulation includes a permit option
The Regulation aims to recognise existing national environmental permitting systems, reduce administrative burden, allow flexibility across diverse Member State regulatory frameworks and ensure proportionality (a core EU legal requirement).  
In contrast, OSPAR identified a failure in existing systems to prevent pellet pollution so has promoted a new, harmonised regional framework, drive industry-wide certification adoption and provide clear supply chain consistency across Contracting Parties.    
The permit system under the Regulation provides a flexible, regulator-led way of ensuring compliance with pellet-handling requirements.  It is a pragmatic tool that leverages existing environmental permitting structures, but it does not replicate OSPAR’s vision of an independently audited, supply chain wide certification.  
While both systems aim to achieve zero pellet loss, the Regulation’s permit route represents a different governance model prioritising flexibility and proportionality over the third-party certification approach envisaged by OSPAR.  
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[bookmark: _Toc225594997]Assessment against the OSPAR Recommendation 
Key: 		RED: Does not meet Recommendation 			Orange: Fulfils some of the Recommendation 			Green: Fulfils Recommendation 

	OSPAR Recommendation 
	OSPAR guidelines 
	Meets Recommendation
	Comments 

	Scope and purpose 

	Reduce marine litter 
	Reduce marine litter (in particular, to prevent where possible or to significantly reduce the loss of pellets into the marine environment) by promoting the timely development and implementation of effective and consistent pellet loss prevention standards, developed by standards bodies or equivalent, and certification schemes for the entire supply chain.
	
	EU Regulation 2025/2365 lays down obligations for the handling of plastic pellets to prevent losses at all stages of the plastic pellet supply chain, with the aim of achieving zero plastic pellet losses, (Article 1(1): Subject matter and scope).  
The Regulation adopts a full supply chain approach covering production, recycling, compounding, conversion and processing, storage, packaging, loading/unloading, road, rail, inland waterway and sea transport.  It also states that ‘a supply chain approach is essential’, (Recital (5)).   
OSPAR calls for standards developed by standards bodies or equivalent.  The Regulation meets this by:
· Article 18(1) mandates development of a standardised methodology in harmonised European standards (via Regulation 1025/2012[footnoteRef:4])  [4:  Regulation (EU) No 1025/2012 of the European Parliament and of the Council of 25 October 2012 on European standardisation, amending Council Directives 89/686/EEC and 93/15/EEC and Directives 94/9/EC, 94/25/EC, 95/16/EC, 97/23/EC, 98/34/EC, 2004/22/EC, 2007/23/EC, 2009/23/EC and 2009/105/EC of the European Parliament and of the Council and repealing Council Decision 87/95/EEC and Decision No 1673/2006/EC of the European Parliament and of the Council Text with EEA relevance, https://eur-lex.europa.eu/eli/reg/2012/1025/oj/eng ] 

· The Commission must request these standards by 17 December 2026 (Article 18(2))
· If standards bodies do not deliver, the Commission must impose an EU-wide methodology directly (Art. 18(3))
Additionally, Annex I and Annex III provide detailed, prescriptive, consistent handling requirements.  
OSPAR expects certification schemes, not voluntary programmes.  The Regulation supports this by requiring certification wherever an installation handled 1,500 tonnes or more in the previous calendar year.  Enterprise size then sets the deadline and the renewal cycle: 
· Large enterprises: by 17 December 2027, then every 3 years (Article 6(1))
· Medium-sized enterprises: by 17 December 2028, then every 4 years (Article 6(2))
· Small enterprises: first certificate by 17 December 2030, valid five years, after which they may revert to self-declaration under Article 5(2) unless they choose to renew (Article 6(3))
It also requires certifiers to be accredited third-party bodies (Article 9), carry out spot checks and notify competent authorities of certificates issued, withdrawn, suspended or changed.  
These certification requirements and alternative compliance routes apply across installations handling ≥1,500 tonnes/year, with lighter obligations below it.  Microenterprises are outside Article 6 whatever the volume handled. 

	Chain of custody system 
	Certification schemes should facilitate a chain of custody system to ensure effective communication of compliance with standardised best practice to provide a mechanism by which suppliers and buyers of pellets as well as plastic products (e.g. retailers or brand-owners) could be assured that their supply chain is handling plastic pellets responsibly and effectively preventing their loss into the environment.
	
	The regulation clearly establishes mandatory certification for installations handling ≥1,500 tonnes/year.  
Certification must be conducted by independent, accredited certifiers and is subject to spot checks and notification to authorities, (Articles 6 and 9).  
A chain-of-custody system typically requires: 
· Traceability of materials across each transfer point 
· A mechanism for down-stream actors (e.g. buyers of pellets, converters, retailers etc.) to verify upstream compliance 
· Certification that is linked to the material as it moves through the supply chain
The Regulation does include: 
· Supply chain notifications and registrations: economic operators must notify competent authorities of each installation, including tonnage thresholds (Article 3(2)) and carriers must register before transporting pellets (Article 3(2) and Article 4).  This provides a regulatory traceability layer but only for regulators, not for buyers or retailers.  
· Public access to compliance information: Article 11 requires competent authorities to publish risk management plans, self-declarations of conformity, certificates and permits on a public, free-to-access website.  This enables some visibility for downstream actors to check whether a supplier has certified installations.  
However, the Regulation does not create: 
· A pellet-level chain-of-custody system (e.g. tagging, transfer documentation, chain-of-custody certificates) 
· A formal mechanism for buyers, retailers, brand owners or plastic product manufacturers to verify compliance as part of procurement.  Article 11 gives indirect visibility of a named supplier but not of a chain: each competent authority publishes to its own national website, the Commission publishes only the list of those websites (Article 11(3)), the tonnage handled is withheld from publication (Article 11(2)), and no common data format or search function is required
· A requirement for certified organisations to communicate certification to customers 
· Certification that travels with the product (it applies to installations, not to shipments or batches of pellets) 
The regulation creates transparency and regulatory oversight but does not establish a true chain of custody scheme as OSPAR intended.  
THE EU Regulation provides indirect assurance through publicly accessible information (Article 11) rather than a system where retailers or brand owners can be assured that their supply chain is handling pellets responsibly.  
· There is no mechanism requiring suppliers to communicate compliance to their customers
· There is no certification mark, label or supply chain declaration that buyers could rely on
· Compliance is installation-based, not product-based
A retailer could check a supplier’s installation certificate online, but this is not a structured chain-of-custody assurance system.  
The Regulation sets: 
· Standardised prevention, containment and clean-up practices in Annex I and Annex III 
· Harmonised methodologies for loss estimation (Article 18) 
· Certification verifying conformity (Article 6) 
However, there is no obligation for forward communication of compliance and no requirement for supply chain documentation to accompany pellets.  

	Apply to all involved in the supply chain 
	In order to achieve the overall purpose, pellet loss prevention processes should apply to all involved in the supply chain and should be certified according to the certification scheme.  These processes should be accompanied by measures to encourage participation in the certification scheme. 
	
	Based on the requirements in OSPAR Recommendation 2021/06, which states that pellet loss prevention processes should apply to all actors in the supply chain and should be certified according to a certification scheme, accompanied by measures to encourage participation, the Regulation (EU) 2025/2365 only partially meets this expectation.
The Regulation does apply pellet-loss prevention obligations across the entire supply chain in the EU, handling over 5 tonnes per year, from production and conversion to transport and storage, through comprehensive handling, prevention, containment and clean-up requirements (Article 1(1) and Recital 5), and establishes mandatory certification for installations ≥1,500 tonnes per year through an accredited, independent scheme (Article 6).  It also includes measures that indirectly encourage participation, such as public disclosure of certificates and risk management plans (Article 11) and support measures for micro- and small enterprises, including training, technical assistance and potential financial support (Article 17(2)).  
However, unlike OSPAR’s vision, certification is not required for all actors in the supply chain.  It is triggered by the installation rather than the company: any installation that handled 1,500 tonnes or more in the previous calendar year must be certified, whether it is operated by a small, medium-sized or large enterprise.  Every enterprise whose installations fall below that figure, of any size including large, relies on self-declaration under Article 5(2), and microenterprises remain on self-declaration whatever the volume handled.    
Additionally, although the Regulation provides support to promote compliance, it does not establish a dedicated incentive scheme specifically designed to encourage voluntary uptake of certification across all supply-chain participants.  
Therefore, while the Regulation reflects the spirit of the OSPAR Recommendation, it does not fully fulfil the requirement that all supply-chain actors be certified nor does it explicitly introduce proactive encouragement measures beyond compliance support.  

	Key principles 

	Achieve zero pellet loss across the plastic supply chain
	The overarching objective of the OSPAR Recommendation is to achieve zero pellet loss across the plastic supply chain
	
	The regulation explicitly sets the objective of achieving zero plastic pellet losses, matching the overarching aim of the OSPAR Recommendation.  Article 1(1) states that the regulation’s purpose is to ‘prevent losses … with the aim of achieving zero plastic pellet losses’, meaning it fully aligns with OSPAR’s zero‑loss objective.  

	Priority given to preventative measures 
	Priority should be given to preventive measures to contain pellet loss over remedial measures to mitigate and clean-up pellet spillage
	
	The Regulation clearly reflects this OSPAR principle as it does more than simply acknowledge the importance of prevention, it formally embeds it as a legal priority.  
Article 5(5) requires that all economic operators and carriers follow a strict hierarchy in their actions: first preventing spills, then containing any spills that do occur and only as a last step cleaning up losses.  
By legally obliging all actors in the supply chain to prioritise preventative measures above remedial ones, the Regulation fully aligns with OSPAR’s expectation that avoiding pellet loss should take precedence over later mitigation or clean-up efforts.  

	Policy measures 
	Focus on prevention of spills at source
	
	The Regulation supports OSPAR’s focus on preventing spills at source by requiring economic operators to prioritise spill prevention as the first and most important action.  Article 5(5) legally mandates that prevention must come before containment and clean‑up, ensuring that efforts are directed at stopping pellet losses from occurring in the first place rather than relying on downstream mitigation.

	Priority orders of action for industry-wide best practice pellet handling
	Prevention, containment and mitigations and clean-ups 
	
	The Regulation strongly aligns with the Recommendation that industry-wide best practice for pellet handling must follow a clear priority order of actions, placing prevention at the top.  Article 5(5) of the Regulation establishes a mandatory hierarchy requiring all economic operators and carriers to first implement actions to prevent spills, then (only if prevention fails), carry out actions to contain spills and finally undertake clean-up actions as the last resort.  
This legally enforced sequence mirrors OSPAR’s call for industry-wide best practice built around prioritising preventative measures, ensuring that efforts and resources focus on avoiding pellet loss at its source rather than depending on remedial interventions.  
By embedding this priority order across the entire supply chain, the Regulation promotes consistent, proactive and early-stage risk management, driving more effective and harmonised pellet-handling practices throughout industry.   

	Reporting and transparency 
	The reporting of any losses, and the reporting of upgraded handling practices, drives industry-wide improvement on the issue of pellet loss and allows for external tracking of progress.
	
	The Regulation does reflect this OSPAR principle as it introduces mandatory reporting requirements that support industry-wide learning and external monitoring of progress on pellet loss.  
Article 5(6)(b) requires all economic operators and carriers to keep records of annually estimated pellet losses, including quantities lost, causes and corrective actions taken.  
Article 11 requires competent authorities to publish key compliance documents, such as risk management plans, self-declarations and certificates, providing external visibility into improved handling practices and allowing transparent tracking of progress over time.  
While the Regulation does not include an industry-wide public reporting dashboard these mandatory reporting duties and transparency provisions do promote continuous improvement and make it possible for regulators, stakeholders and the public to monitor how pellet handling practices evolve, therefore broadly supporting the OSPAR principle.  

	Adoption 
	To stop pellet loss to the environment the above best practice must be implemented by the full plastics supply chain and instigate an industry-wide culture shift.
	
	The regulation aligns with this OSPAR principle as it recognises that voluntary initiatives and awareness raising alone are insufficient to achieve the industry-wide culture shift needed to stop pellet loss, an issue highlighted by OSPAR in reference to the limited uptake of Operation Clean Sweep®.  The Regulation therefore imposes binding, enforceable obligations across the entire plastics supply chain handling over 5 tonnes annually, covering production, processing, storage, distribution and all modes of transport (Article 1, Recital 5) and requires all actors to implement mandatory prevention, containment and clean-up measures to fundamentally change operational behaviour (Article 5, Annex I and Annex III).  
It also introduces certification requirements wherever an installation handled 1,500 tonnes or more in the previous calendar year, whatever the size of the enterprise operating it (Article 6)  and transparency obligations that make compliance publicly visible (Article 11).  These mechanisms go beyond awareness-raising and are designed to drive cultural and operational change at scale.  
The Regulation mandates that Member States provide assistance, training and potential financial support, especially for SMEs (Article 17(2)), which helps encourage uptake and support the transition toward best practice pellet handling.  
While it does not explicitly use sustainable procurement to stimulate certification uptake, the regulation’s binding nature and supply-chain wide obligations are fully consistent with OSPAR’s view that mandatory measures, not voluntary efforts alone, are necessary to trigger an industry-wide cultural shift toward zero pellet loss.  

	Minimum requirements for pellet handling standards

	Pellet handling standards 
	Developed by standards bodies, or by equivalent transparent and multi-stakeholder governance structures to ensure that the content has been developed using consensus of all relevant parties, in a fair and transparent manner.
	

	The regulation requires that the key technical elements, such as methodology for estimating pellet losses, are developed through formal European standardisation processes, which are transparent, consensus-based and involve multi-stakeholder governance.  
Article 18 mandates that harmonised standards are created in accordance with Regulation (EU) 1025/2012[footnoteRef:5]., meaning they must be developed by recognised European standardisation organisations through inclusive procedures involving industry, NGOs, national authorities, experts and other stakeholders ensuring fairness and consensus.   [5:  Regulation (EU) No 1025/2012 of the European Parliament and of the Council of 25 October 2012 on European standardisation, amending Council Directives 89/686/EEC and 93/15/EEC and Directives 94/9/EC, 94/25/EC, 95/16/EC, 97/23/EC, 98/34/EC, 2004/22/EC, 2007/23/EC, 2009/23/EC and 2009/105/EC of the European Parliament and of the Council and repealing Council Decision 87/95/EEC and Decision No 1673/2006/EC of the European Parliament and of the Council Text with EEA relevance, https://eur-lex.europa.eu/eli/reg/2012/1025/oj ] 

The request for the development of harmonised standards to one or more European standardisation organisations must be submitted by The Commission no later than 17th December 2026.  
If standards bodies do not deliver, the European Commission must step in to establish the methodology through an implementing act (Article 18(3)), which itself requires consultation with Member States experts under transparent procedures, ensuring continued multi-stakeholder input.  
The Regulation aligns well with OSPAR’s Recommendation that standards are developed through transparent, multi‑party, consensus‑driven governance structures.
Regulation (EU) 1025/2012: Regulation (EU) No 1025/2012 establishes the EU’s framework for developing European standards that support the Single Market by removing technical barriers to trade and ensuring consistent product and service quality across Member States.  It sets out how European and national standardisation bodies, EU countries and the European Commission cooperate to create voluntary standards for products, services and processes, including identifying ICT technical specifications that can be referenced in EU legislation.
It emphasises inclusive participation from stakeholders, (industry, SMEs, consumers, and public authorities), to ensure standards reflect broad needs

	Accreditation 
	Be accredited by a recognised public accreditation body or an independent accreditation body assigned the responsibility by the competent or designated authority 
	
	The Regulation requires certification to be carried out only by accredited bodies (‘certifier’).  A certifier must either be: 
i. a conformity assessment body within the meaning of Regulation (EC) No 765/2008[footnoteRef:6] (i.e. accredited by a recognised national accreditation body), or  [6:  Regulation (EC) No 765/2008 of the European Parliament and of the Council of 9 July 2008 setting out the requirements for accreditation and market surveillance relating to the marketing of products and repealing Regulation (EEC) No 339/93 (Text with EEA relevance), https://eur-lex.europa.eu/eli/reg/2008/765/oj ] 

ii. an environmental verifier licensed under EMAS (Regulation (EC) No 1221/2009[footnoteRef:7]) (Article 2(15)) [7:  Regulation (EC) No 1221/2009 of the European Parliament and of the Council of 25 November 2009 on the voluntary participation by organisations in a Community eco-management and audit scheme (EMAS), repealing Regulation (EC) No  761/2001 and Commission Decisions 2001/681/EC and  2006/193/EC, https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32009R1221 ] 

It also lays down independence, competence and integrity requirements that apply to those accredited certifiers (Article 9) and explains this approach in Recital 33, thereby aligning with OSPAR’s call for accreditation by recognised public or designated bodies.  

	Implemented at site-level 
	Implemented at a site-level (not company-level), wherever pellets are handled or managed. 
	
	Regulation (EU) 2025/2365 requires pellet handling obligations and compliance assessments to be applied at the level of each individual installation rather than at company level.  
Article 5(1) requires economic operators to establish a risk management plan ‘for each installation’ where pellets are handled and to install equipment and implement procedures specific to that site.  
Certification under Article 6 is also carried out per installation, with certifiers assessing and verifying compliance at the specific site where pellet handling occurs, not across a company’s operations as a whole.  
This site-specific approach aligns directly with OSPAR’s requirement that best practice measures be implemented wherever pellets are handled, ensuring operational controls are tailored to real, location specific risks rather than general corporate policies.  

	Documentation of an organisation’s responsibilities
	Operational activities are assessed, defined and compliance activities identified.  
Define operations which can and cannot be controlled. 
	
	A structured, site-level assessment of operational activities, definition of risks and the identification of compliance actions is required by the Regulation.  Each installation must have a risk management plan that:
· maps the site 
· identifies where spills/losses could occur
· lists the handling operations during which they could occur 
· explicitly lists the activities over which the installation can exercise control, including those involving suppliers, subcontractors and offsite storage (thereby distinguishing what can versus cannot be controlled).  
(Annex I, points 1(c) – (g), (i) – (j)) 
The plan must also describe the equipment and procedures to prevent, contain and clean-up losses (Annex I, points 1(i) – (j), 2 – 5).  
Article 5(6)-(8) adds training, record-keeping of annual loss estimates and for larger installations, an annual internal compliance assessment, all of which ensure that operations are periodically assessed, defined and aligned with the identified compliance activities.

	Management
	Publicly available pellet-loss prevention policy with clear objectives and implementation plan defining equipment, training and communication.
Performance monitored, documented and analysed
Assign clear roles and responsibilities to staff for prevention, containment, clean-up and performance monitoring.
	
	Each installation is required to prepare a detailed risk management plan that defines clear objectives and implementation measures, including equipment, procedures, training and communication for pellet-loss prevention, containment and clean-up (Annex I, points 1(i)-(j), 2–5).  These documents, along with self-declarations and certificates, must be publicly available by competent authorities on a free and accessible website (Article 11(1)).    
At the same time, the Regulation includes specific safety and confidentiality protections.  Competent authorities must redact or withhold information if publication would endanger the installation, local population or protected public interests such as public security, commercial confidentiality or environmental protection (Article 11(2)).  
The regulation ensures that performance is monitored, documented and analysed as economic operators and carriers must record annual pellet-loss estimates and total quantities (Article 5(6)(b)) and medium and large enterprises must conduct annual internal compliance assessments (Article 5(8)).  Finally, it assigns clear roles and responsibilities by requiring each installation to designate a staff member responsible for recording, investigating and following up on spills and losses (Annex I, point 1(h)) and by mandating staff training so that employees understand their roles in prevention, containment, clean-up and monitoring (Article 5(6)(a)). 
Overall, the regulation not only aligns with the OSPAR recommendation but also adds important safeguards to ensure that publicly available information is shared responsibly and securely.

	Competence, training and awareness 
	Competence for prevention, containment and clean-up clearly documented 
Training provided: prevention, containment and clean-up 
Policies and environmental issues communicated to all staff 
	
	The Regulation requires that competence for prevention, containment and clean-up is clearly documented as each installation’s risk management plan must include a specific staff role for responsible recording, investigating and following up on spills and losses, ensuring that responsibilities for operational control and incident management are formally assigned (Annex I, point 1(h)).  
It also mandates that all staff are trained according to their roles so they can correctly use equipment and carry out procedures related to spill prevention, containment and clean-up (Article 5(6)(a)), with medium- and large-sized installations additionally required to implement a formal awareness and training programme (Annex I, point 6(b)).  
The regulation ensures that policies and environmental responsibilities are communicated to all staff, as economic operators must make staff aware of the procedures and equipment in place and inform third parties accessing the site about relevant environmental and operational requirements (Annex I, point 3(a)).  Together these provisions ensure that competence, training, environmental responsibility and communication practices are all firmly embedded in site-level operations, in line with the OSPAR Recommendation.  

	Risk assessment of pellet loss 
	Documented risk assessment of pellet handling activities  
Include: mitigation measures, equipment and procedures for prevention, containment and clean-up, high risk areas, handling procedures and pathways to the external environment. In addition, the assessment should also include health and safety policies as standard
	
	The Regulation requires a documented site-specific risk assessment of all pellet handling activities through the mandatory risk management plan (Article 5(1), Annex I, point 1).  This plan must include all core elements specified in the OSPAR guidelines including: 
· Mitigation measures, equipment and procedures for prevention, containment and clean-up (Annex I, points 1(i)–(j), 2–5) 
· Identification of high-risk areas, including locations within the installation where spills or losses could occur and pathways to the external environment (Annex I, Points 1(c)-(f))
· Defined handling operations where pellet losses could occur, including activities involving suppliers, subcontractors and off-site storage (Annex I, point 1(g))
Although the Regulation does not explicitly state ‘health and safety policies’ as part of the environmental risk assessment, it incorporates health and safety considerations indirectly, especially through requirements relating to: 
· Appropriate and safe packaging and equipment standards (Annex I, point 2(a)) 
· Staff training to ensure safe handling, implementation or procedures and correct use of equipment (Article 5(6)(a)) 
· Measures to prevent harm from pellet spills, including those that protect both workers and the environment (Recitals 1 and 4) 
Together these requirements create a comprehensive documented assessment framework that aligns closely with OSPAR’s Recommendation, ensuring that all risks, pathways, procedures, mitigation measures and equipment are systematically identified and addressed at the site-level.  

	Operational controls 
	Documented procedures – monitored and reported 
Hierarchy of priorities: prevention, containment and clean-up 
Avoid unnecessary handling 
Choose low-risk storage areas
Recognise remedial clean-up off-site and in the environment is more challenging and requires specialist equipment 
	
	The Regulation aligns well with most aspects of this OSPAR Recommendation, though some elements are met more directly than others.  
Documented procedures are required that are monitored and reported, as each installation must maintain a detailed risk management plan setting out procedures for prevention, containment and clean-up (Annex I, points 1(i)-(j)) and must keep annual records of annual losses (Article 5(6)(b)). 
It fully incorporates the hierarchy of priorities, with Article 5(5) legally obliging economic operators to act first to prevent spills, then to contain and lastly clean up losses.  
Avoiding unnecessary handling is treated differently.  Recital 20 names it as the first step, including 'by reducing the transfer points', but no article or annex requires the number of transfer points to be reduced.  The operative provisions address the consequences of handling: spill trays under transfer points and during loading and unloading, clear protocols for opening, loading, closing and sealing containers and physical testing of the effectiveness of prevention procedures (Annex I, point 5(a)), together with secure connection points and loading systems that can be completely emptied (Annex I, point 4(a)).
Requirements to choose low-risk storage areas are reflected in Annex I, which mandates secondary containment, secure storage, proper drainage protection and the identification of high- and low-risk locations within the installation (Annex I, points 1(c)-(d), 2(b), 4(b)).  Finally, the regulation recognises that off-site or environmental clean-up is more challenging, requiring economic operators and carriers to prioritise prevention as clean-up measures.  They must be carried out in a way that minimises environmental damage, particularly in sensitive habitats (Recital 20) and to report incidents promptly along with remedial actions (Article 14).  

	Procurement 
	Procurement policy 
One method for driving adoption across the supply chain is  that the request for standards and certification are passed on from customer to supplier via procurement requirements to implement a formal chain of custody across a full supply chain.  
	
	OSPAR highlights procurement as a key mechanism for driving uptake of standards and certification across the supply chain, by having customers require certified pellet-handling practices from the suppliers.  This is essentially creating a formal chain of custody driven by market demand.  
The regulation (EU) 2025/2365 does not establish, mandate or incentivise such procurement-based mechanisms.  There is no requirement for purchasers of pellets, converters, brand-owners, retailers or downstream users to request certification from upstream suppliers.  Furthermore, there is no requirement for certified economic operators or carriers to communicate compliance to customers.  
However, the Regulation does create indirect enabling conditions: certification and risk management information is publicly accessible (Article 11), meaning procurement teams could choose to use this information voluntarily.  But without any formal requirement, incentive or reference to sustainable procurement the Regulation does not actively use procurement as a driver for certification uptake.  While mandatory certification reduces the burden on procurement to drive compliance within the EU, it does not remove the need for it.  The Regulation's geographic scope is limited to EU Member States, leaving procurement as the main tool for influencing suppliers outside the Union, including the four OSPAR Contracting Parties that fall beyond EU jurisdiction. 

	Communication 
	Internal and external communication of policies, implemented measures and expectations 
	
	The Regulation requires strong internal communication, including training and ensuring staff understand all procedures and responsibilities for prevention, containment and clean-up (Article 5(6)(a), Annex I, point 3(a)).  It also ensures external communication through mandatory public disclosure of risk management plans, certificates and compliance documents on a publicly accessible website (Article 11(1)), while protecting sensitive information (Article 11(2)).  
Although it does not require broader communication to customers or the wider supply chain, it still largely meets OSPAR’s expectations for clear internal and external communication of policies and implemented measures.

	Performance evaluation 
	Monitoring, internal and independent auditing to evaluate its pellet loss prevention measures and policies 
Estimate of the amount of pellet lost per year 
Annual audits – documentation retained for 5-years 
	
	Economic operators and carriers are required to monitor their performance as they must keep annual estimates of pellet losses and total quantities handled (Article 5(6)(b)).  For medium-sized and large enterprises, the Regulation strengthens performance evaluation further by mandating annual internal assessments of compliance with the risk management plan (Article 5 (8)).
Independent auditing is also built in.  For example, installations handling ≥ 1,500 tonnes per year must undergo periodic certification by accredited third-party certifiers who perform spot checks and certify conformity (Article 6(1)-(4)).  Documentation requirements are robust.  Records must be retained for five years, including loss estimates, internal assessments and documentation needed for certifiers and authorities (Article 5(6), Article 5(8)).  
Overall, the Regulation provides a comprehensive framework for monitoring, internal review, third‑party verification and long‑term documentation, closely matching OSPAR’s Recommendation for performance evaluation.

	Improvement 
	React to non-conformities: take action to rectify issues, demonstrate learning, corrective actions documented and retained for 5 years 
	
	Non-conformities must be reacted to promptly.  This includes informing authorities, taking necessary measures to restore compliance and implementing any additional corrective actions imposed by the competent authority (Article 15(1)).  
Where a nonconformity presents an immediate danger or results in significant loss, authorities may even suspend operations until corrective measures are completed (Article 15(2)), reinforcing the expectation that issues must be rectified without delay.  
Corrective actions are also inherently documented and retained, as economic operators and carriers must keep records of annual loss estimates, internal assessments and compliance related documentation for five years (Article 5(6), Article 5(8)).  This record keeping ensures that evidence of learning and improvements is available for both internal review and external verification.    
The Regulation provides a strong framework for identifying nonconformities, taking corrective action, documenting responses and maintaining records supporting OSPAR’s Recommendation for continual improvement.  

	Minimum requirements for a certification scheme

	Operate internationally  
	Level playing field between countries 
	
	Regulation (EU) 2025/2365 establishes uniform, directly applicable rules across all EU Member States which creates a consistent regulatory baseline and prevents national disparities.  
As it is an EU regulation (not a directive), its requirements apply identically in every Member State without needing national transposition (Article 26).  This ensures that all pellet-handling operators, carriers and shippers are subject to the same standards for prevention, containment, clean-up, certification, record-keeping, transparency and enforcement, regardless of where in the EU they operate.  
The Regulation also explicitly aims to avoid the ‘patchwork of national restrictions’ that previously existed (Recital 6), harmonised risk-management requirements (Article 5, Annex I) and harmonised reporting and transparency obligations (Article 11).
Furthermore, the requirement for harmonised standards developed under Regulation 1025/2012 (article 18) ensures that technical methodologies used across Member States are consistent and jointly agreed, reinforcing fairness and comparability across borders. 
This uniformity operates inside the Union.  The Guidelines ask for a scheme that ‘would ideally operate internationally, ensuring a level playing field between countries’ (Guidelines 3.2), and OSPAR’s maritime area includes four Contracting Parties that are not EU Member States.  The Regulation cannot create a level playing field with them, so this requirement is met within the EU rather than across the OSPAR region.

	Transparent platform
	Where the achievement of all businesses that are externally audited against an agreed standard recognised
Public registry 
Combination of the Register and the broader certification scheme requirements, including site application, auditing, governance structure and management that form a transparent, well managed and effective certification scheme
	
	The Regulation requires that all medium, large and certain small-sized pellet handling installations handling ≥ 1,500 tonnes a year are externally audited by independent, accredited certifiers who verify compliance against the Regulation (Article 6, Article 2(15), Article 9).  This ensures consistent assessment across all audited businesses.  
It also establishes a public registry function, as competent authorities must publish risk management plans, self-declarations, certificates and permit information on a freely accessible website (Article 11(1)), creating clear public visibility of which installations have been certified or assessed.  
In combination with the harmonised requirements, such as standardised site applications via risk management plans (Article 5(1), mandatory auditing and spot-checks (Article 6(4)) and defined governance structures involving accredited certifiers and competent authorities (Article 9, Article 16), the Regulation provides a transparent, well-managed and effective certification system.  It also ensures consistency across countries by applying uniform requirements and publicly available compliance information.  
The Regulation does not deliver the Register itself.  Publication is split across national websites with no common data format, the Commission publishes only the list of those websites (Article 11(3)), and the tonnage handled at an installation is withheld (Article 11(2)).  A buyer can verify a named supplier; nobody can query the system as a whole.  This is assessed as partially met, consistent with the Database, Governance and Register rows below.

	Essential Requirements – Phase 1

	Database
	Database system that forms a Register 
International 
Updated annually 
	
	The OSPAR Guidelines detail a database system forming a register, one that is international in scope and updated annually.  The Regulation specifies some of these features, but not all.  
Alignment with the Recommendation includes: 
· The requirement for competent authorities in each Member State to publish a wide range of compliance information on a publicly available website (Article 11(1))
· The European Commission must also publish lists of national websites and designated authorised representatives of non-EU carriers (Article 11(3)-(4)) 
· These public databases function as a partial register, showing which installations are notified, certified or permitted
Areas of divergence include: 
· No single EU-wide or international register as the Regulation creates national databases managed by individual Member States not one unified, EU-level or international register 
· No requirement for an annually updated consolidated register 
· No dedicated formal ‘register’ as described by OSPAR.  The Guidelines anticipate a single searchable Register, international in scope, ultimately holding tens of thousands of company sites (Guidelines 3.2 and 3.2.1(a)).  Article 11 produces national websites with no common data format and no search requirement, and the Commission’s role is limited to publishing the list of those sites (Article 11(3))

	Development, management and governance of the certification scheme 
	Scheme and Register developed and managed by an independent organisation
Industry association can fill role with oversight of a Governance Board to provide scrutiny
Governance Board: independent multi-stakeholder group of experts from industry, NGOs, policy makers and certification bodies.  Take decisions on critical aspects 
Scheme Manager: responsible for the day-to-day running of the scheme
	
	The regulation includes a requirement for independent certifiers, who must be accredited third‑party bodies and operate free from conflicts of interest (Article 2(15); Article 9).  This ensures independence in the assessment stage of the certification process.  Competent authorities also play a role in verification and oversight (Article 16), offering another layer of scrutiny.  
However, the Regulation does not create a structured certification scheme manager or multi-stakeholder Governance Board, nor does it assign management of the certification system to an independent organisation.  Governance of the Regulation is instead split between:
· National competent authorities (Article 16), and 
· The European Commission, mainly for standardisation and delegated acts (Article 18, Article 22).  This is regulatory oversight and not independent multi-stakeholder governance.  
OSPAR details a register managed by the scheme operator.  Under the Regulation each Member State hosts its own database (Article 11(1)) whilst the Commission publishes a list of website links (Article 11(3)).  Article 11 runs to four paragraphs and contains no provision for a combined register, managed independently or otherwise.  
The Regulation aligns with OSPAR’s Recommendation for independent auditing but diverges significantly from the requirement for the design, management and governance of the certification scheme.  
OSPAR requires a structured, independently managed certification ecosystem with transparent multi-stakeholder oversight.  In contrast, the Regulation establishes a legal compliance regime administered by authorities and implemented by accredited certifiers but without a unified scheme owner, a multi-stakeholder governance board, a scheme manager or an independently managed central register.  

	Inclusion on the register 
	Independently audited and passed and appropriate standard approved by the Certification Schemes Governance Board 
Independent accredited auditor, reporting, comprehensive auditor training kept under review by Governance Board and public clarity on each Standards audit requirements 
	
	The Regulation only partially meets this OSPAR requirement.  It requires companies to be independently audited by accredited third-party certifiers (Article 6, Article 9) and makes certification results publicly available (Article 11).  However, it does not create the structured certification scheme OSPAR described as there is no independent Governance Board, no multi-stakeholder oversight of standards, no central body managing auditor training and no formal register controlled by an independent scheme owner.  
While independent audits are a key part of the Regulation, the broader governance and registration system envisioned by OSPAR is missing.  

	Registry applications and updates 
	Simple process – application through on-line portal 
Independent, accredited auditor provides results of the audit and uploads to portal 
	
	The Regulation only partially aligns with this OSPAR Recommendation.  While it requires independent, accredited certifiers to carry out audits and notify competent authorities of the results (Article 6(6)) and obliges Member States to publish certificates and related documents online (Article 11(1)), it does not create the kind of simple, centralised, online application and upload portal specified by OSPAR.  Instead, the system is decentralised with each Member State maintaining its own website, there is no single EU-level registry, no unified online application process and no mechanism for auditors to directly upload results into a shared portal.  

	Auditing 
	Audits at least every 3-years 
	
	The Regulation partially meets this requirement.  Large enterprises must be certified every three years (Article 6(1)), medium-sized enterprises every four years (Article 6(2)) and small enterprises hold a certificate valid five years, after which they may revert to self-declaration under Article 5(2) rather than recertify (Article 6(3)).  Economic operators handling under 5 tonnes a year are outside the scope of the Regulation, and installations below 1,500 tonnes are never subject to third-party audit.
The Guidelines ask for an external, independent accredited audit ‘at best annually and at a minimum every three years’ (Guidelines 3.2.1(e)).  Only large enterprises meet that minimum.  The four-year cycle for medium-sized enterprises and the five-year certificate for small enterprises both fall outside it, so the audit frequency aligns for the largest operators only.   

	Auditor accreditation and training 
	Certification body must be independent and well trained 
Training package developed by Scheme Manager or Governance Board – responsible for developing, reviewing and approving audit training packages
Certification body can develop own training requirements based on the standard
	
	Certifiers, in the Regulation, are defined as ‘any of the following natural or legal persons: 
(a) a conformity assessment body as defined in Article 2, point (13), of Regulation (EC) No 765/2008[footnoteRef:8] of the European Parliament and of the Council [8:  Regulation (EC) No 765/2008 of the European Parliament and of the Council of 9 July 2008 setting out the requirements for accreditation and market surveillance relating to the marketing of products and repealing Regulation (EEC) No 339/93 (Text with EEA relevance), https://eur-lex.europa.eu/eli/reg/2008/765/oj/eng ] 

(b) a natural or legal person which has obtained a license to carry out verification and validation in accordance with Regulation (EC) No 1221/2009[footnoteRef:9]’   [9:  Regulation (EC) No 1221/2009 of the European Parliament and of the Council of 25 November 2009 on the voluntary participation by organisations in a Community eco-management and audit scheme (EMAS), repealing Regulation (EC) No 761/2001 and Commission Decisions 2001/681/EC and 2006/193/EC, https://eur-lex.europa.eu/eli/reg/2009/1221/oj/eng ] 

The Regulation aligns with OSPAR’s requirement for fully independent and impartial auditing.  It sets very strict rules to ensure that certifiers, their senior management and all personnel involved in conformity assessment remain completely free from conflicts of interest.  
They are expressly prohibited from engaging in any activity that could compromise their independence or integrity and must operate in a non-discriminatory, professionally competent and pressure-free environment including protection from financial or commercial influence.  
The Regulation also guarantees the impartiality of certifiers and requires that they possess the necessary expertise, equipment and infrastructure to carry out high-quality assessments.  These provisions closely reflect OSPAR’s expectation that certification must be carried out by auditors whose independence and technical competence are beyond question.  

	Communication 

	Acceptance on the register 
	Acknowledgement when companies accepted, removed or there is an update 
	
	While the Regulation requires Member States to publish certain documents (e.g. certificates, risk management plans, self-declarations etc.) on a public website (Article 11(1)) and requires certifiers to notify authorities when certificates are issued, withdrawn or changed (Article 6(6)).  However, it does not establish the structured register system OSPAR describes.  
The Regulation provides some detail, but the specific mechanisms and structures OSPAR describes for a formal register are not included. 

	Removal from public register 
	Removed if: 
· Not audited in time with a pass result according to timescales allowed 
· Not re-certified at an audit 
· Ask to be removed 
	
	

	Representation and use of the scheme by companies 
	Name and location as a minimum 
	
	

	Language 
	Consideration for language options 
	
	

	Essential Requirements – Phase 2

	Essential requirements 
	Area for end users, including retailers to outline and demonstrate compliance of their supply chains to the pellet handling standards, using procurement drivers
Mechanism to recognise procurement activities 
Mandatory requirement to report estimates of pellet loss 
	
	The Regulation only minimally aligns with this OSPAR guideline and most of the specific elements OSPAR describes are not present in the framework.  While the Regulation requires companies to report annual estimates of pellet loss (Article 5(6)(b)), which matches OSPAR’s requirement for mandatory reporting, it does not provide any kind of system or area for end users, retailers or brand owners to demonstrate supply-chain compliance.  There is no mechanism that supports retailers in proving that their suppliers meet pellet-handling standards, or any formal recognition of procurement activities as a driver for best-practice.  
The Regulation focuses almost entirely on obligations for pellet handlers, transporters and operators themselves with no role assigned to downstream buyers, no supply chain compliance pathway and no procurement linked incentives.  
Although it fulfils the reporting requirement the broader OSPAR Recommendation, enabling retailers and other end-users to demonstrate and drive compliance through procurement is not reflected in the Regulation.  
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5. [bookmark: _Toc225594998]Summary of the Regulation’s projected reach across the plastics supply chain sectors and business sizes
Regulation (EU) 2025/2365 applies to every stage in which plastic pellets are handled, reflecting the Regulation’s recognition that losses occur throughout the supply chain, not just during production.  The scope explicitly includes ‘production including recycling, master batching, compounding, conversion, processing, distribution, transport, including by sea, and other logistic operations, storage, packaging, and the cleaning of plastic pellet containers and tanks’, (Recital 5).  These activities are identified as key points where poor handling practices have historically contributed to pellet losses.
Although all economic operators are subject to core obligations such as risk management planning, spill prevention and staff training, the Regulation differentiates compliance pathways using two separate tests.  The first is installation throughput: certification under Article 6 is triggered wherever an installation handled 1,500 tonnes or more in the previous calendar year.  The second is enterprise size, which sets the deadline and the renewal cycle: large enterprises by 17 December 2027 then every three years, medium-sized by 17 December 2028 then every four years, and small enterprises by 17 December 2030 with a certificate valid five years, after which they may revert to self-declaration under Article 5(2).  Microenterprises sit outside Article 6 whatever the volume handled.  

[bookmark: _Toc225594999]Scope of the regulation across supply chain sectors 
The Regulation adopts a whole supply-chain approach.  Economic operators handling 5 tonnes or more of plastic pellets per year are in scope, and cleaning stations, carriers and maritime actors are in scope at any volume (Article 1(2)).  Together this spans:
· production (including outputs from recycling)
· masterbatching and compounding
· conversion and processing
· storage and packaging
· distribution and logistics
· road, rail, inland waterway carriers
· maritime shippers and vessel operators, agents and masters
· cleaning stations for pellet containers and tanks
This means controls are required wherever pellets are physically moved, not only at polymer plants.  It captures high risk operational activities, for example loading and unloading, transfers between containers, storage yard drainage points, vehicle/wagon cleaning and vessel stowage, where poor practices have historically led to losses.

[bookmark: _Toc225595000]Reach across supply chain sectors 
[bookmark: _Toc225595001]Impact summary by sector 
	Sector 
	Polymer production and compounding/masterbatch 

	Size
	Based on the available evidence, Europe’s polymer production and compounding/masterbatch sector comprises several dozen polymer‑production companies and several hundred to over a thousand compounding and masterbatch firms, together forming a significant subset of the ~50,650 plastics‑industry companies operating in Europe.  This total industry figure includes producers, converters, recyclers and downstream processors, but within it, polymer production is known to be highly concentrated among a relatively small number of large manufacturers, while compounding and masterbatching are far more fragmented and widespread across the value chain[footnoteRef:10]. [10:  https://mobilityforesights.com/product/europe-polymer-compounding-masterbatch-market ] 


	Risk Profile 
	Very high throughput, large number of internal handling points (silos, bagging lines, rail/road loading) 

	Obligations 
	Certification, audits, risk management plans, engineered containment (e.g. drain protection, capture gates), trained spill teams and incident analytics feeding annual management review 

	Expected effect 
	Regulation sets out practices already common at larger sites and creates a level playing field across Member States



	Sector 
	Conversion (injection moulding, extrusion, film, rotomoulding etc.) 

	Size
	The whole supply chain approach creates obligations for polymer producers, as well as a wide range of downstream users who receive pellets as raw material inputs.  In 2024, European plastics industry comprised 50,000 to 52,000 companies employing approximately 1.5 million people, processing over 54 million tonnes, with the main consuming sectors being packaging (39%), construction (23%), automotive (8%) and electrical/electronics (6%)[footnoteRef:11].  These segments can involve extensive pellet handling, often across large numbers of small and medium sized installations, all of which are now directly subject to risk management, spill prevention and annual loss estimation requirements when they handle ≥ 5 tonnes a year. [11:  https://plasticseurope.org/wp-content/uploads/2025/09/PE_TheFacts_25_digital-1pager-scrollable.pdf ] 


	Risk Profile 
	Frequent small spills from hoppers/bag handling, high variable throughputs, predominately SMEs 

	Obligations 
	Risk management plans, proportionate equipment (e.g. vacuum capture, floor gates), training, self-declaration or certification for higher throughput plants 

	Expected effect 
	Improves baseline practice across SMEs that previously sat outside formal schemes 



	Sector 
	Recycling 

	Size 
	In 2023, there was 13.2 Mt of installed plastics recycling input across approximately 850 companies[footnoteRef:12].  All of these facilities handle pellets or pre-pelletised stream (flakes, agglomerates, powders) and will typically cross the 5 tonnes threshold.   [12:  https://www.plasticsrecyclers.eu/wp-content/uploads/2024/11/Plastics-Recycling-Industry-Figures_2023.pdf ] 


	Risk Profile 
	High complexity (dirty feedstock, washing, pelletising), frequent transfers, operator sizes tend to be small and medium[footnoteRef:13]. [13:  https://www.plasticsrecyclers.eu/wp-content/uploads/2024/11/Plastics-Recycling-Industry-Figures_2023.pdf] 


	Obligations 
	Same as converters above 

	Expected effect 
	Improves baseline practice across recyclers that previously sat outside formal schemes



	Sector 
	Logistics (road, rail, inland waterway), terminals and cleaning 

	Size 
	No official EU dataset identifies how many transport and logistics companies handle plastic pellets, and the available data does not allow the regulated population to be quantified.  The specialist logistics sector can be illustrated.   Cefic reports that more than 2,500 companies have been assessed under its SQAS scheme since its launch in 1992, although this is a cumulative figure rather than a measure of currently active providers.  The relevance of SQAS to pellet transport was further reinforced when Operation Clean Sweep recognised the scheme in 2022 as an alternative to separate OCS certification for logistics providers.
The European Chemical Transport Association (ECTA) also publishes polymer handling guidance and represents a range of operators specialising in polymer and bulk-solid logistics, demonstrating the existence of a substantial specialist sector without providing a reliable basis for estimating its size.
The population captured by the Regulation is, however, considerably wider than this specialist tier.  Article 1(2)(c) applies to all EU and non-EU carriers transporting plastic pellets within the Union, with no minimum tonnage threshold.  As a result, a general haulage company occasionally transporting palletised bags of pellets falls within scope on the same basis as a dedicated bulk polymer logistics operator.  This broad scope is reflected in Article 25(1)(i), which requires the Commission to review by 17 December 2033 whether a carrier threshold would be appropriate.  

	Risk Profile 
	Spill risk at (un)loading, hose connections, valve failures, bag tears, cleanliness of trailers and containers, documentation, data gaps between parties 

	Obligations 
	Carriers: implement the Annex III prevention, containment and clean-up actions and carry the specified on-board equipment (Article 5(4)).  Staff trained to their roles, and five-year records of annually estimated losses and quantities handled, produced to competent authorities on demand (Article 5(6)).  Corrective measures without delay where controls fail (Article 5(7)).
EU carriers notify competent authorities before first transporting pellets in the Union (Article 3(2)); non-EU carriers must designate an authorised representative in at least one Member State (Article 4).
Cleaning stations and terminals: risk management plan for each installation, self-declaration of conformity and the Annex I equipment and procedures (Article 5(1)), with certification where the installation handled 1,500 tonnes or more (Article 6).  Carrier obligations apply from 17 December 2027 (Article 26).

	Expected effect 
	EU and non-EU carriers included.  Brings together the different organisations involved into one clear, consistent compliance approach and strengthens sector initiatives like ECTA Responsible Care[footnoteRef:14] along with ongoing efforts to digitalise cleaning documentation.   [14:  https://ecta.com/wp-content/uploads/2026/01/ECTA-Annual-Report-2024-25-final.pdf ] 




	Sector 
	Maritime carriage (deep sea) 

	Size
	As above, no official figures exist, however it is documented that maritime transport carries 38% of EU pellet movements[footnoteRef:15].  A reasonable estimate based on the size of the container shipping market, the proportion of polymer cargoes moved by sea (38%), and the inclusion of both EU and non‑EU carriers in the Regulation suggests that approximately 55 to 80 maritime shipping companies are involved in the carriage of plastic pellets to, from, or within the European Union. [15:  https://packagingeurope.com/news/stricter-eu-rules-for-transporting-plastic-pellets-seek-to-prevent-pollution/12722.article ] 


	Risk Profile 
	Low probability, high impact events (e.g. container loss of ‘Toconao’ off the coast of Spain in 2023, which released pellets from one of six lost containers, recital 18).  

	Obligations 
	EU requirements align to, and seek to strengthen IMO guidance (packaging, stowage, labelling, pictograms, notifications).

	Expected effect 
	The Regulation makes the substance of the IMO recommendations binding on shippers and vessels calling at or departing from EU ports (Article 12), thereby giving legal effect within the EU to measures that are otherwise voluntary under IMO Circular MEPC.1/Circ.909.  In doing so, it strengthens pellet loss prevention and response requirements for maritime transport linked to the Union.  Recital 16 also states that the Union and its Member States will continue to support efforts to develop mandatory international requirements through the IMO, while Article 25(3) requires the Commission to review any future IMO measures and, where appropriate, align the Regulation with them.



[bookmark: _Toc225595002]Reach across business sizes 
[bookmark: _Toc225595003]Impact summary 
There are no published EU level statistics that detail how many companies handle under 5 tonnes of pellets per year.  This is because: 
· No EU database currently tracks pellet-handling volumes per site 
· The ≥5 tonne threshold in Regulation (EU) 2025/2365 is new, meaning no regulatory reporting existed before to quantify who falls below it
· Industry bodies such as Plastics Europe, PRE, Cefic etc. give total company numbers, but not volumes of pellets handled per site   
However, out of approximately 51,700 companies, around 46,000 – 49,000 are micro-enterprises.  Although many micro companies handle pellets only intermittently, most commercial converters, recyclers and logistics operators exceed the ≥5 tonne threshold during normal operations.  Based on sector composition, it can be estimated that only 4-10% companies (around 2,000 to 5,000 sites), handle less than 5 tonnes of pellets per year, meaning the Regulation captures 90-96% of companies handling pellets commercially, and a higher share again of total throughput.  
This means that the Regulation has a very broad impact across the plastics sector, with both micro/small enterprises and medium/large enterprises brought into scope through the ≥5‑tonne annual handling threshold.  The European plastics industry is overwhelmingly SME‑based, with around 51,000 companies operating in the sector and an estimated 98–99% falling into the SME category; most of these, likely 90–95%, are micro‑enterprises, reflecting the highly fragmented structure of converters, recyclers and logistics operators. 
As a result, the majority of organisations affected will be micro and small operators that routinely handle pellets as part of day‑to‑day activities.  For these companies, the Regulation introduces new expectations around documentation, training and basic containment equipment, but keeps the burden proportionate through self‑declaration and simplified control requirements.  In contrast, a far smaller number of medium and large enterprises (although responsible for a much larger share of total pellet throughput) will face the more demanding obligations of third‑party certification and recurring audits, formalising and strengthening practices many already follow under existing environmental management systems.
	Size 
	Micro/small enterprises 

	Reach 
	Very high – captured by the ≥ 5 tonne per year threshold 

	Impact 
	Paperwork, documentation and equipment expectations rise but the model uses self‑declaration plus proportionate controls.  Because micro and small handlers make up the vast majority of pellet‑handling sites across the plastics value chain, simple templates, standardised loss‑estimation methods, and pooled training resources will be essential to keep compliance practical and affordable.  Small enterprises operating an installation above 1,500 tonnes are the exception: they must hold at least one certificate by 17 December 2030 before self-declaration becomes available to them (Article 6(3)).



	Size 
	Medium and large enterprises 

	Reach 
	Very high – captured by the ≥ 5 tonne per year threshold.  Certification depends on installation throughput rather than enterprise size, so a large enterprise whose installations all sit below 1,500 tonnes remains on self-declaration (Article 5(2)).  

	Impact 
	Third‑party certification and audits add cost and require more structured internal management systems.  However, many high‑throughput sites already operate similar processes (e.g. ISO‑based environmental management systems), so the Regulation primarily formalises and harmonises existing good practice rather than introducing fundamentally new controls.




[bookmark: _Toc225595004]System wide transparency and enforcement
Mechanisms: Public disclosure of risk management plans, certificates, self-declarations, incident reporting, penalties corrective measures and suspension of operations where an infringement poses an immediate danger or leads to a significant loss (Article 15(2)), and administrative fines for which Member States must set a maximum of at least 3% of annual Union turnover for the most serious infringements (Article 20(3)).  
Effect: Creates traceability and external accountability to replace an opaque, voluntary baseline essential for monitoring progress toward ‘zero pellet loss’.  

[bookmark: _Toc225595005]Conclusion 
Taken together, the evidence shows that Regulation (EU) 2025/2365 has an exceptionally broad and deep reach across the plastics supply chain as it applies to every sector in which pellets are handled.   
The ≥5‑tonne threshold ensures that virtually all commercial pellet handlers are in scope, while the 1,500‑tonne threshold introduces proportionate certification obligations wherever an installation crosses it, whatever the size of the enterprise operating it.  Estimated sector sizes further demonstrate the scale of impact.  
	Category 
	Estimated No. Companies 
	Share of Total Industry
	Relevance to Regulation 

	Total plastic industry companies 
	~51,000 companies 
	100% 
	Baseline of potential pellet handlers 

	SMEs 
	~50,600-51,200 companies 
	~ 98-99% of all companies
	Almost all SMEs exceed the ≥5 t threshold at some point in the supply chain

	Micro enterprises (0 – 9 employees) 
	~ 46,500–49,000 companies 
	~ 90–95% of all companies 
	Majority of sites required to maintain RMPs, training and loss estimation

	Medium and Large Enterprises 
	~ 500–1,000 companies 
	~1-2% of companies 
	Most installations above the 1,500 t certification threshold sit in this group, but the threshold attaches to the installation, so small enterprises above it certify too (Article 6(3))

	Large polymer producers 
	‘Several dozen’ firms – highly concentrated sector 
	< 0.1%
	Almost all fall under certification.  Critical due to large spill potential

	Compounders and Master batchers 
	Several hundred to >1,000 companies
	~ 2% 
	Many exceed ≥ 5 t; some exceed ≥ 1,500 t depending on scale

	Converters (moulders, extruders)
	Tens of thousands of SMEs in downstream processing
	Largest segment
	Huge number of small sites newly in scope due to the ≥5 t threshold

	Recyclers 
	~ 850 companies handling pellet like materials
	~ 1.5%
	Nearly all exceed 5 t; some exceed 1,500 t

	Logistics providers 
	Estimated 500–750 companies
(Specialist chemical logistics providers only. The regulated population is larger, because carriers are in scope at any volume (Article 1(2)(c))) 
	~ 1–1.5%
	Many exceed 5 t; certification depends on handled volumes

	Companies handling less than 5 tonnes annually 
	Estimated 2,000 – 5,000 sites 
	~ 4 – 10% 
	Out of scope as economic operators, though a business below the threshold that transports pellets is still caught as a carrier 



These figures illustrate why the Regulation’s annual ≥5 tonne threshold brings virtually the entire commercial pellet handling landscape into scope.  Meanwhile, the 1,500 tonne certification threshold applies to the installations that manage the majority of pellet volumes, most of which are operated by medium and large enterprises, ensuring that the heaviest obligations fall where the potential environmental impact is greatest.
The Regulation’s strength lies in its whole‑supply‑chain scope, bringing consistency to a landscape previously reliant on uneven voluntary initiatives.  With obligations applying from ≥ 5 t/year, the framework pulls in tens of thousands of operators ensuring that pellet‑loss prevention is no longer the preserve of frontrunners but the baseline for the entire sector.
The Regulation is scaled to the realities of a predominantly SME‑based industry.  While the largest handlers transition to routine third‑party certification, SMEs operate under a self‑declaration regime yet still adopt the same prevention‑containment‑clean‑up hierarchy and transparent reporting practices.  This combination promotes culture change without imposing disproportionate burden, bridging the gap between regulatory ambition and practical implementation across the ~50,000+ companies and 1.5 million workers underpinning Europe’s plastics value chain.  The introduction of harmonised, auditable pellet‑handling standards offers both risk reduction and a level playing field.
Altogether, the projected reach of the Regulation is substantial but necessary.  Plastic pellets are the third‑largest source of unintentional microplastic releases, and losses can occur at every step of the value chain.  By embedding rigorous operational controls, transparent reporting, and external assurance where risk is highest, the Regulation creates the conditions for measurable, sustained reductions in pellet pollution. 

6. [bookmark: _Toc225595006]Summary of the suitability of the Regulation as a tool to implement the OSPAR Recommendation, highlighting the need for any additional measures
This section brings together the findings from the preceding analysis to assess the overall suitability of Regulation (EU) 2025/2365 as an instrument to support the implementation of OSPAR Recommendation 2021/06 on the reduction of plastic pellet loss in the marine environment.  It evaluates areas of strong alignment, identifies divergences and limitations and outlines the additional measures that would be required, either at EU, national or industry level, to fully deliver the intent and scope of the OSPAR framework.  

[bookmark: _Toc225595007]Overall alignment with the OSPAR Recommendation 
Regulation (EU) 2025/2365 represents the first comprehensive, legally binding framework governing pellet loss prevention across the full plastics supply chain within the EU.  Its introduction substantially strengthens the policy landscape relative to the voluntary, industry led initiatives that prevailed when the Recommendation and guidelines were published.  In terms of intent, scope and much of its operational architecture the Regulation aligns closely with the core ambitions of OSPAR: achieving zero pellet loss, embedding preventative handling practices and ensuring consistent standards across the supply chain.  
The Regulation adopts a whole-chain approach covering production, processing, transport (including maritime transport), packaging, distribution and storage.  This mirrors the OSPAR Recommendation that pellet loss prevention apply to all actors handling or managing pellets.  It also embeds key principles including: 
· Zero pellet loss as an overarching principle 
The Regulation explicitly states its purpose as the achievement of zero pellet losses fully reflecting the central aim of OSPAR Recommendation 2021/06 
· A legally mandated hierarchy of actions 
Prevention is prioritised first, followed by containment then clean-up.  This fully aligns with the mandatory sequence outlined in the OSPAR Guidelines.  
· Site level implementation 
Risk management plans, operational controls and inspections apply individually to each installation handling pellets, mirroring OSPAR’s requirement for site-based assessment and management.  
· Transparency and reporting 
Annual loss estimates and publication of compliance documents support the OSPAR principle that transparency drives improvement and accountability. 
· Independent certification for high-volume operators 
Mandatory third-party certification for installations handling 1,500 tonnes or more reflects OSPAR’s requirement for robust verification, though not universally.  
Overall, the Regulation constitutes a major step towards harmonised, enforceable pellet loss prevention across Europe.  It provides a regulatory baseline that was absent during the initial OSPAR implementation cycle and is expected by Contracting Parties to significantly strengthen future reporting, particularly the 2031 reporting period.  
However, alignment is not complete.  Several aspects of the OSPAR Recommendation are only partially met, while others are not included at all.  These gaps reflect differing regulatory strategies.  OSPAR envisages a standards-based, third-party verified certification scheme applicable to all operators whereas the EU Regulation prioritises proportionality, integration with existing permitting frameworks and risk-based differentiation.  

[bookmark: _Toc225595008]Strengths and key areas of strong alignment 
Comprehensive and legally binding supply chain coverage:  The Regulation applies to economic operators handling 5 tonnes or more per year, and to carriers and maritime actors at any volume, covering the entire chain from production to maritime transport (Article 1(2)).  This breadth of scope goes beyond the voluntary initiative of Operation Clean Sweep® and directly supports OSPAR’s aim of establishing industry-wide best practice.  
Embedding the prevention, containment, clean-up hierarchy: Article 5(5) requires all operators and carriers to act in a defined order; therefore, the Regulation operationalises OSPAR’s core principle within enforceable legal obligations. 
Detailed operational requirements and standardisation: Annex I and Annex III set out prescriptive, site level requirements for prevention equipment, drainage controls, containment systems, staff training, procedures and clean-up.  These form a minimum pellet-handling standard, aligning with OSPAR’s emphasis on consistent best practice across the supply chain.  
The mandated development of harmonised EU standards for loss estimation methodologies (Article 18) also advances OSPAR’s call for consistent, transparent, multi-stakeholder standard setting.  
Strong enforcement powers: Compared with voluntary programmes, the Regulation brings in much tougher and more reliable compliance measures by enabling: 
· Unannounced inspections by competent authorities (Article 13(1))
· Suspension of operations where an infringement poses an immediate danger to human health, threatens an immediate significant adverse effect on the environment, or leads to a significant loss (Article 15(2))
· Corrective measures 
· Administrative financial penalties, for which Member States must set a maximum of at least 3% of annual Union turnover for the most serious infringements committed by a legal person (Article 20(3)).  
· Gives the public, including NGOs, the right to submit substantiated complaints and to seek review of competent authorities’ decisions, acts and failures to act, in line with the Aarhus Convention (Article 19).  Individuals harmed by non-compliance also have a right to compensation (Article 21)
These tools significantly enhance the credibility and effectiveness of pellet-loss prevention, addressing OSPAR’s concern about inconsistent voluntary uptake.  
Transparency through publication of compliance information: Mandatory public availability of risk management plans, certificates, permits and self-declarations helps foster external accountability.  This is consistent with the OSPAR principle that transparency drives improvement and supports tracking of industry progress.  
Inclusion of maritime rules: The regulation uniquely incorporates binding maritime requirements, an area which OSPAR recognises significant spill risk but where no comprehensive international certification scheme yet exists.  This inclusion places the EU at the forefront of global pellet loss prevention from sea transport.  
Provisions supporting cultural and operational changes:  By requiring training, annual assessments for larger installation, documentation and a clear set of obligations for all operators, the Regulation contributes to the long-term cultural shift that OSPAR identifies as necessary for achieving zero pellet loss.  Taken together, these strengths mean the Regulation provides a foundation for realising much of OSPAR’s intention, rather than the voluntary and fragmented measures available beforehand.  


[bookmark: _Toc225595009]Gaps and limitations in implementing OSPAR Recommendation 2021/06 
Despite its strengths, the Regulation does not fully reflect several essential requirements of the OSPAR Recommendation.  These limitations affect its suitability as a complete implementation tool and highlight areas where supplementary measures are likely to be required.  
Absence of universal third-party certification: OSPAR calls for:
· an independently audited certification scheme
· applicable to all actors in the supply chain 
· with all companies achieving compliance through external verification 
The Regulation diverges from this model in two significant ways: 
i. Self-declaration is permitted wherever an installation handled below 1,500 tonnes in the previous calendar year, including large enterprises and for microenterprises at any volume (Article 5(2)).  While legally enforceable, this lacks the uniformity and external scrutiny envisaged by OSPAR.
ii. Certification is installation-based but threshold dependent.  The Regulation requires mandatory certification only for installations ≥ 1,500 tonnes per year.  This means thousands of smaller processing, recycling and packaging facilities, which may be high-risk for pellet leakage, may never undergo an independent audit.  This partial coverage undermines OSPAR’s aim of a consistent, supply-chain-wide verification scheme and introduces variability into the compliance landscape.  The Regulation acknowledges the question: Article 25(1)(i) requires the Commission to assess, by 17 December 2033, the impact of excluding from certain obligations economic operators handling pellets below the thresholds, and the relevance of establishing a threshold for carriers.
Compliance via environmental permits: OSPAR does contemplate verification by public authorities.  Recommendation 3.2(h) asks for ‘regular auditing of procedures and performance by independent and accredited external bodies or equivalent control by public authorities’.  What it does not contemplate is verification sitting outside a certification scheme: 3.2(g) requires accreditation by a recognised public accreditation body, 3.2(i) certificates made publicly available and 3.2(j) a public compliance register of certified companies.  The Regulation’s permit route (Article 7) lets Member States include pellet-handling obligations in existing environmental permits in place of certification, which delivers the verification without the scheme around it.  This creates several consequences:
· Operators can be compliant without any accredited third-party audit.  Verification comes instead from competent authority inspections, which Article 7(1)(d) requires at the frequency referred to in Article 5(2) and at a frequency equivalent to the certification cycles, so there is control, but not independent certification
· Verification becomes dependent on national regulators rather than accredited certifiers
· Article 7(1)(c) sets the basis on which permit conditions are granted or reviewed.  This is on the basis of verification against Annex I, so the level of requirement is fixed.  What may vary between Member States is implementation and enforcement practice, including inspection depth, resourcing and how consistently conditions are applied, which affects the consistency of assurance rather than the standard itself
· It weakens the supply-chain transparency proposed under OSPAR
While operationally efficient, this divergence means the Regulation does not deliver the certification uniformity, supply chain visibility or governance independence set out in OSPAR Recommendation 2021/06.
No chain of custody system: OSPAR explicitly calls for a chain-of-custody mechanism enabling buyers, retailers and downstream manufacturers to verify responsible pellet handling in their supply chains.  The Regulation does not introduce:
· batch-level or shipment-level traceability
· documentation accompanying pellet transfers
· chain-of-custody certificates
· mandatory communication of compliance to customers
· labelling or certification marks
Public disclosure of installation-level documents (Article 11) provides only indirect visibility.  It does not constitute a chain of custody system and does not support supply-chain procurement mechanisms.  As a result, retailers, brand owners and converters cannot use the Regulation as a reliable tool to guarantee their supply chains are certified or compliant, a key feature of the OSPAR model.  Mandatory certification does reduce the weight procurement has to carry inside the Union, because compliance there is required rather than requested.  It does not close the gap.  The Regulation binds EU Member States only, so procurement and investor pressure remain the only mechanisms reaching suppliers established outside the Union, including four of the fifteen government Contracting Parties to OSPAR.
Lack of a unified, international registry or governance body: OSPAR specifies that its certification scheme should include:
· a central, international register
· a multi stakeholder governance board
· an independent scheme manager
· harmonised auditor training requirements
The Regulation instead creates:
· decentralised national databases
· no central governance body
· no independent scheme manager
· no unified audit training framework (beyond accreditation rules)
This fragmentation limits the functionality, clarity and comparability of compliance data across Member States and falls short of OSPAR’s vision of an internationally coordinated certification system.
Procurement not used as a compliance driver: OSPAR identifies procurement (especially from large downstream users and retailers) as a key tool for driving industry-wide certification and behavioural change.  The Regulation does not:
· require procurement policies
· provide incentives for certified suppliers
· link certification to access to markets
· provide tools for buyers to demonstrate supply-chain compliance
This major omission limits the market and reputational drivers that OSPAR considered essential for widespread adoption of best practice.
Missing support for end-user visibility and supply chain assurance: OSPAR’s Phase 2 essential requirements include:
· systems for retailers to verify compliant supply chains
· mechanisms to recognise supply-chain due diligence
· support for downstream reporting
None of these are present in the Regulation, leaving a significant part of the OSPAR model unaddressed.

[bookmark: _Toc225595010]Need for additional measures 
To fully implement OSPAR Recommendation 2021/06 using Regulation (EU) 2025/2365 as the core legal instrument, Contracting Parties, particularly EU Member States, would need to introduce additional measures addressing the gaps above.  These could be implemented through:
· national legislation
· complementary EU guidance or implementing acts
· industry agreements
· procurement standards
· voluntary schemes strengthened by market pressure
Recommended additional measures include:
Establishment of an EU-wide or OSPAR compatible certification register: To mirror the OSPAR Recommendation a consolidated, EU-level register should be established displaying: 
· certified installations 
· permit-based compliant installations 
· certification status and history 
· audit outcomes 
· expiry dates 
This would enhance transparency and support supply-chain assurance.
Development of a chain of custody standard: An EU or OSPAR standard covering documentation accompanying pellet transfers, certification of upstream compliance, integration with procurement requirements and options for downstream third-party assurance.  This would operationalise the OSPAR chain-of-custody ambition and enable retailers and brand owners to verify supply chains.  This would be substantial new standardisation work rather than an extension of the current framework.  A route already exists: Article 18 uses the procedure in Regulation (EU) No 1025/2012 to develop the harmonised methodology for loss estimation, and the same mechanism could carry a chain-of-custody standard, though it would need a new standardisation request rather than an amendment to the Annexes under Article 22.
Expansion of certification to additional operators: OSPAR Contracting Parties could choose to:
· require certification for all operators handling pellets, regardless of volume
· lower the 1,500-tonne threshold
· mandate certification for high-risk sectors (e.g. recycling, packaging, offshore logistics)
This would align the EU framework more closely with OSPAR's universal certification approach.  However, extending certification to all operators would come at the expense of the proportionality built into the Regulation.  Whether that trade-off is justified is already due to be considered as part of the Commission's review under Article 25(1)(i) by 17 December 2033.
Strengthening of the permit route: If permits continue to be used, safeguards are needed to ensure they replicate certification requirements, such as:
· mandatory use of accredited validators within permitting
· publication of permit audit schedules
· compatibility checks against OSPAR standards
· harmonised EU guidance for consistent implementation
This would close the gap between the Regulation’s flexibility and OSPAR’s uniformity.
Use of procurement as a driver: Contracting Parties, public bodies and large private actors could be encouraged or required to:
· procure only from certified pellet-handling suppliers
· request compliance documentation from contractors
· include pellet-loss prevention in environmental or ESG criteria
· adopt OSPAR-aligned supply-chain standards
This would replicate OSPAR’s intent and significantly accelerate certification uptake.
Enhanced reporting and data aggregation: To support OSPAR’s long-term monitoring goals, a requirement to aggregate and publish national pellet-loss data, identify high-risk sectors or regions would enable better international comparison and understanding of pellet-loss trends.
Support mechanisms for SMEs: Because a significant proportion of pellet handlers are small or micro enterprises, additional measures could include:
· targeted grants for spill prevention infrastructure
· subsidised certification
· shared training platforms
· simplified RMP templates
· sector-specific guidance
These tools would improve compliance and support alignment with OSPAR’s universal expectations.

[bookmark: _Toc225595011]Conclusion 
Regulation (EU) 2025/2365 is highly suitable as a core instrument for implementing many of the critical elements of OSPAR Recommendation 2021/06.  It aligns strongly with OSPAR’s objectives, principles and much of its operational architecture, offering a level of coverage, enforcement and standardisation that far surpasses previous voluntary efforts.  Its introduction represents a significant milestone and will materially improve Europe-wide prevention of pellet loss.
However, the Regulation is, on its own, not sufficient to fully deliver the OSPAR vision of a unified, independently audited, transparent certification and chain-of-custody system applicable to all supply-chain actors.  Its reliance on self-declaration, the optional use of permits, absence of chain-of-custody mechanisms, lack of central governance and decentralised databases all limit its capacity to serve as a complete implementation mechanism.
For EU Member States participating in OSPAR, the Regulation provides a strong foundation but must be complemented by additional measures, whether regulatory, administrative or market driven, to fill the identified gaps.  With these additions, the EU system could meet or even exceed the ambition of OSPAR Recommendation 2021/06 and significantly reduce pellet pollution across the North-East Atlantic region.
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8. [bookmark: _Toc225595013]Mapping OSPAR Requirements to Regulation (EU) 2025/2365
	OSPAR Recommendation 
	Relevant Regulation (EU) 2025/2365 Article(s) 
	How the Regulation Responds 

	Pellet loss prevention processes should apply to all actors in the supply chain.
	Article 1(1)-(2) (scope), Recital 5
	The Regulation applies to economic operators handling 5 tonnes or more per year, and to carriers, shippers and maritime actors at any volume (Article 1(2)), covering producers, recyclers, converters, distributors, transporters (road, rail, inland waterway, sea), storage operators and cleaning stations, reflecting a full supply chain approach.  

	Pellet loss prevention processes should be implemented across production, transport, storage, and handling stages.
	Article 5 (handling obligations), Article 12 (sea transport), Annex I & III
	The regulation establishes detailed, binding requirements for prevention, containment, and clean-up of spills and losses at every stage of handling and transport, including sea freight.

	All supply chain actors should be certified according to the certification scheme.
	Article 6 (certification), Article 5(2) (self-declaration for smaller operators)
	Certification applies to installations that handled 1,500 tonnes or more in the previous calendar year (Article 6) and to no others.  Enterprises below that threshold, and microenterprises at any volume, rely on self-declaration under Article 5(2), so this Recommendation is only partially met.

	Certification should verify compliance with standardised best practices.
	Annex I (standardised prevention & containment requirements), Article 6(1)-(3), Recitals 32-34
	Certification is based on verifying conformity with standardised EU pellet loss prevention requirements defined in Annex I, including equipment, procedures and training obligations.  

	Certification schemes should create a chain of custody mechanism enabling communication of compliance through the supply chain.
	Article 11 (public access to certification data)
	The regulation provides public transparency of certificates but does not implement a chain of custody system or require compliance information to accompany pellet shipments or be passed to downstream buyers, retailers or brand owners. 

	Mechanisms should exist for buyers, suppliers and brand owners to verify responsible pellet handling in the supply chain.
	Article 11 (publication of certificates, risk management plans)
	Buyers may manually verify supplier compliance via public databases, but no structured assurance mechanism (e.g. labels, traceability documents, chain of custody certification) is established.

	Participation in the certification scheme should be encouraged through supportive measures.
	Article 17(2) (training, technical assistance, financial support), Recital 42
	The Regulation encourages compliance by requiring Member States to offer training, information, technical assistance and potential financial support to small operators, indirectly promoting participation.  No explicit certification incentive mechanism exists.

	Pellet handling standards should be consistent, effective, and developed by standards bodies or equivalent.
	Article 18(1)-(3) (harmonised standards), Recitals 43-44
	The Regulation mandates creation of harmonised European standards through EU standardisation organisations.  If they do not deliver, the Commission must impose a unified EU methodology. 

	Certification schemes should cover the entire supply chain.
	Article 6 (coverage based on handling volumes), Recital 32
	While major installations are certified, the scheme does not extend to all supply chain actors, especially those handling <1,500 t/year or microenterprises.
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