BPR evaluation - Ctgb position paper from an implementation perspective

SUMMARY

In this position paper the Dutch eCA (Ctgb) sets out its perspective on the review of the Biocidal Products
Regulation (EU) No. 528/2012 (hereafter: BPR). While acknowledging the BPR’s positive contributions,
Ctgb concludes that structural inefficiencies have rendered the current system increasingly overburdened.

To restore the BPR’s fitness for purpose, Ctgb proposes three key reforms aimed at maximizing the
effective and efficient use of capacity, while maintaining a high level of protection of human and animal
health and the environment:

1. Embedding a fully risk-based assessment system aligned with decision-makers’ needs.

2. Eliminating procedural inefficiencies that drain capacity and create systemic delays.

3. Establishing a dedicated mechanism for biocide-specific maximum residue limits.

INTRODUCTION

The BPR governs the placing on the market and use of biocidal products in the European Union. It aims to
facilitate the free movement of biocides, while ensuring the protection of human and animal health and
the environment.

The European Commission is currently evaluating the BPR to assess whether it adequately reflects and
meets current needs. This paper sets out Ctgb’s position, based on its experience as the Dutch evaluating
Competent Authority and its role in the practical implementation of the BPR.

Our assessment is based on the current text and context of the BPR. We note that the Food and Feed
Omnibus may also influence the future construction and design of the BPR. As the Plant Protection
Products Regulation (PPPR) may also be changed in the future, we emphasize the importance of
alignment between the BPR and PPPR frameworks.

ANALYSIS

Ctgb recognises the positive impacts of the BPR. At the same time, experience with its implementation
shows that several elements of the current framework do not function as intended. These shortcomings
are both procedural and technical in nature and increasingly strain the system. The sections below outline
the main issues identified and the solutions Ctgb proposes. These measures are necessary to ensure that
competent authorities retain adequate expertise and capacity, and to prevent the system from becoming
overburdened again.

Positive developments under the BPR

Several core elements of the BPR continue to add clear value. These include the structured EU-level
review of active substances, ECHA’s coordination and IT systems, and instruments designed to reduce
administrative burdens, such as Union Authorisation, Biocidal Product Families, and Same Biocidal
Products.

Arbitration mechanisms for resolving divergent views between Member States have strengthened
harmonisation and consistency. Article 95 has improved transparency on hazards while also preventing
data free-riding. In addition, hazard-based cut-offs, the simplified procedure for substances of low
concern, and criteria for endocrine disruptors support the substitution of hazardous substances. The in
situ generated substances and treated articles were appropriately added to the scope of the BPR.

Areas where improvement is required

1. Risk-based evaluation aligned with decision-making needs
Several aspects of the current evaluation system lead to delay without improving the level of protection.
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Decisions are frequently postponed until dossiers meet evolving or newly introduced requirements, even
where available data already allow a meaningful risk assessment. This creates cascading delays and leaves
well-known risks unmanaged. A genuinely risk-based, weight-of-evidence approach, grounded in expert
judgement and using existing data, would allow earlier and more proportionate decisions. New or revised
requirements can be clearly identified and assessed at renewal unless emerging information justifies
immediate action.

The peer-review process has gradually moved beyond its intended role of addressing substantive
differences in conclusions. Scientific debate and discussions on procedural detail often outweigh their
added value. Clear baseline quality standards would allow peer-review to focus on key issues, applying
the same risk-based expert judgement as the evaluation itself. A small, preferably rotating group of peer
reviewers would normally be sufficient (instead of all member states by default), comparable to the
approach used for medicinal products.

The absence of systematic information on sales and monitoring data limits the ability to distinguish
between biocides with meaningful exposure risks from those that are rarely used. Introducing a
proportionate, data-informed prioritisation mechanism would help focus regulatory capacity where
potential health and environment impacts are highest.

In the absence of alternatives, substances marked for substitution are often renewed. These substances
ought to be phased out after a reasonable transition period that enables the development and uptake of
viable alternatives. To enable this, information on safer substitutes should be available at the outset of
the evaluation, reviewed by experts with relevant competence, rather than assembled ad hoc during
dossier assessment. In case no alternatives already exist, the applicant should be obliged to initiate
actions to alter the situation and justify the duration of his derogation (comparable to the REACh
substitution plan).

2. Robust outcomes with more efficient procedures

Although legal timelines cannot be met currently, the solution does not lie in extending them. Instead,
procedures should be redesigned to support faster decision-making while maintaining and well-
substantiated outcomes. The main challenges and solutions fall into two categories: procedural design
and the organisation of expertise.

2.a Procedural issues

Some categories of biocides are inherently less hazardous than others, such as pheromones. These
substances could be handled through alternative, faster procedures that are proportionate to their
hazard and risk. At the other end of the spectrum, where substances meet both exclusion and derogation
criteria and no alternatives exist, the necessary level of technical detail required in ECHA opinions could
be defined in advance to streamline assessments.

The current system requires that all substances and products that have already been thoroughly
evaluated under EU legislation to be re-assessed on staggered cycles, regardless of their risk profile.
Prioritising first evaluations over non-selective re-assessments, combined with a programmatic renewal
approach, would allow scrutiny and resources to focus on substances that may pose higher risks. Further
inefficiency arises because products are renewed independently of the active substances they contain.
Linking product renewals to the renewal of its active substance(s) would reduce unnecessary work.

Biocidal products that meet the authorisation criteria only by the narrowest margin, and solely through
extensive risk mitigation measures, should not be granted authorisation. Limiting the use of TIERs , as
well as on the nature and number of risk-mitigation measures, would reduce regulatory complexity and
enhance overall efficiency. Such constraints would help ensure that authorisation is reserved for products
that meet the required standards without relying on disproportionate compensatory measures.
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Multiple simultaneous assessments across concerned Member States also contributes to complexity and
delay. Allowing only one application (request) per biocidal product in EU at a time would reduce parallel
processes and diverging situations. Criteria are needed to determine which application type (i.e. renewal,
change, mutual recognition, etc.) should be given priority.

Finally, a lack of coordination in timing leads to inefficiencies. Grouping the evaluation of substances
with similar hazard profiles would streamline assessments and help avoid regrettable substitution.

2.b Expertise-related issues

Depending on their claimed use, chemical substances are regulated under multiple frameworks, often
based on some kind of assessments scheme of their intrinsic hazard properties. When these frameworks
are not aligned, this results in inconsistent outcomes and duplicated work. Applying the principle of “One
Substance, One Assessment” (OSOA) would improve coherence and efficiency. Further development of
this concept would also support better consideration of cumulative exposure and environmental.

The current expectation is that each competent authority single-handedly performs the full spectrum of
tasks and maintains all necessary expertise. A more effective approach would involve central forecasting
and the allocation of applications, in full or in discrete components, to (co-)rapporteurs based on
available capacity, concentrating specialised expertise in specific biocidal niches within a limited
number of Member States, and fair-sharing principles. Coordination of the components is essential.

New or revised guidance often leads to procedural delays. Where faster decision-making results in better
protection, this should take precedence over postponement to fully accommodate new guidance,
unless emerging information justifies immediate action.

Finally, efficacy is assessed at various points in time, even though a comprehensive evaluation at the
moment of first authorisation should, in principle, be sufficient. At the substance approval, as well as
during future renewals (including product renewals), a lighter review would be adequate, focusing
primarily on indications of emerging resistance development and amendments to test protocols.

3. Dedicated procedure for maximum residue limits for biocidal actives substances

The current framework lacks biocide specific maximum residue limits (MRLs). In practice, MRLs set under
plant protection or veterinary legislation are used, even though they are not always representative and
therefor appropriate for biocidal uses. The BPR provides no mechanism to adjust these MRLs to values
realistic for biocidal use, even when mitigating data are available. As a result, certain biocidal products
cannot be authorised because the use will lead to exceedance of an irrelevant MRL. Establishing a
dedicated procedure for setting MRLs for biocidal actives substances would close this gap and provide a
workable basis for authorisation.

Together, the reforms proposed in this paper aim to restore the Regulation’s fitness for purpose, enabling
it to deliver timely, coherent, and effective outcomes while upholding its objectives.
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