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Addressing regulatory bottlenecks is crucial to a thriving, competitive European life sciences sector. LSMA advocates for a proportionate, harmonised, and
risk-based regulatory approach that considers the industry's complex development cycles, specialised products, and commitment to highly controlled
professional and small-volume industrial applications. Adopting these solutions will significantly reduce administrative burdens, costs, and time-to-market
issues, strengthening the EU's position as a hub for life sciences innovation and manufacturing.

This paper outlines key regulatory challenges currently impacting Life Science Manufacturers Association (LSMA) members, hindering innovation, increasing
costs, and affecting competitiveness within the EU and globally. This paper does not consider access to finance or other bottlenecks within biomanufacturing.
We aim to provide concrete examples and highlight areas where a more proportionate, harmonised, and risk-based approach to regulation would foster a
more robust and competitive European life sciences ecosystem, as well as improved access to affordable healthcare for the European public. In this, we have
aimed to put forward suggestions that retain the objectives of relevant EU policies currently under review or planned revision, while ensuring an environment
that is strong for companies. While this list is not exhaustive, LSMA remains available to elaborate further on the points listed below.

The EU REACH Regulation, especially its revision, authorisation, and restriction procedures, presents a primary challenge.

Observed Challenges and Impacts:

o Disproportionate Burden: Investment for authorisation and restriction is often disproportionate to the minimal risk of small quantities used in
biotechnology. This is particularly problematic for LSMA members, which, as upstream manufacturers, are often compelled to seek authorisation for
small quantity uses in laboratories and professional settings where exposures and environmental releases are already well controlled. For instance,
multi-million Euro authorisations for trace OPEs (octylphenol ethoxylates) demonstrate this issue, with cost-effectiveness for authorisations ranging
from $50,000 - $100,000/kg, depending on access to data and need for additional testing. The estimated costs for microplastic restrictions for In Vitro
Diagnostic manufacturers were over EUR 1 million per kilogram; this data was considered by SEAC in the public consultations prior to the derogation
being added, showcasing a significant disconnect between the regulatory burden and the actual risk profile, particularly when the substances are used
in highly controlled environments. Similarly, the impacts from the ongoing Universal PFAS restriction risk to be disproportionate, harm innovation and
in the worst case prevent manufacturing of pharmaceuticals, medical devices and diagnostics equipment.

e High Costs & Delays: REACH authorisation, intended as a market phase-out mechanism for Substances of Very High Concern (SVHCs), has become a
substantial barrier for the life sciences sector, severely hampering Europe’s innovative enterprises’ ability to compete. The financial burden is
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immense, with registration costs of approximately EUR 44,000 for 1-10 tonnes and authorisation costs ranging from EUR 500,000 to EUR 2 million
per application. The administrative burden and time commitment are equally prohibitive. Authorisation processes often take over five years, with an
Analysis of Alternatives (AoA) requiring 1200-1500 man-hours. Furthermore, the search for a viable substitute can substantially extend this timeline
(see image below), creating significant delays that hinder innovation and market entry for new products. This protracted and costly process, combined
with a lack of definitive regulatory timelines, creates significant uncertainty for companies planning their supply chains and R&D investments. This
creates a business paralysis which has a greater impact than the costs alone, as it prevents companies from innovating or making crucial decisions
regarding their supply chains and R&D investments. This uncertainty is compounded by the fact that the full net cost of maintaining REACH compliance
is difficult to predict. The evolving nature of the regulation, coupled with the potential for new restrictions and the administrative burden of tools like
the Mixture Assessment Factor (MAF) mechanism, introduces additional staffing needs and significant financial risk, which disproportionately impacts
smaller companies. Furthermore, many substances identified as SVHCs and considered for inclusion under Annex XIV and XVII are found in articles
where LSMA members do not typically specify their inclusion. Often, these substances are many layers away from our primary suppliers, and the data
from the supply chain is not forthcoming, which challenges the industry's ability to effectively and timely contribute to risk analysis or public
consultations.

"Essential Use Concept" (EUC) unnecessary complexity: The ambiguity and complexity surrounding the EUC guidelines create significant market
uncertainty. The lack of a clear, simplified methodology for recognising essential uses when considering the placement of substances on REACH Annex
XIV or XVII will lead to inconsistent decisions and the potential for overly restrictive measures. This is particularly concerning if a broad interpretation
were to require companies to prove the absence of alternatives for individual Scientific Research and Development (SR&D) activities, a task that is
often impossible and would effectively negate the current upstream exemption. To simplify the EUC and prevent it from becoming a more
cumbersome version of the existing authorisation process, the criteria for "essential use" should be redefined to require only one of two conditions:
either the use is necessary for health or safety or is critical for the functioning of society, or there are no acceptable alternatives. Requiring both
conditions to be met creates an almost insurmountable hurdle and threatens to restrict the very substances vital to the life sciences sector.

Future Costs & Disadvantages: Proposals such as polymer registration, requiring CSRs for 1-10 tonne registrations, ED testing, introduction of a
generic MAF will incur costs in the multiple millions. Furthermore, broad restrictions, like the universal PFAS restriction, threaten essential component
supply chains and risk ignoring the critical needs of our sector. Restrictions are increasingly mirroring authorisation requirements (SEA, AoA) with the
inclusion of revision clauses and substitution plans, which, on the one hand, can help to avoid regrettable substitution but, on the other, make the
process even more unpredictable and burdensome for our sector. Adding costs and lengthening the regulatory approval processes will disadvantage
EU manufacturers.

Proposed Solutions:

Recognise "Essential Uses" & Proportionate Generic Risk Management Approach (GRA): Rather than relying on the vague and overly restrictive
EUC, we advocate for a science-based risk assessment approach, such as strengthening the Risk Management Option Analysis (RMOA) process. This
would eliminate the need for a 'proportionate’ GRA by ensuring that regulatory decisions are based on actual, quantifiable risk, particularly for low
volume uses that present minimal exposure and emissions. This approach would provide a clearer path for recognising essential uses in the life
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sciences sector. The focus of the essential use concept should be on defining how to facilitate the continued use of substances critical to society. This
can be achieved by recognising sectors like life sciences as essential, which would enable a more streamlined determination of their use cases and

mitigate the need for a burdensome analysis of alternatives.

e Clarified SR&D Exemption: Preserve and clarify the Scientific Research and Development (SR&D) exemption with a practical controlled conditions
(practical control conditions in a laboratory/working environment) definition, ensuring EU-wide harmonisation. This clarification should be made
official through legally binding legislation, ensuring that the guidance provided in ECHA Q&As and other non-binding documents is codified. This is
crucial to protect upstream manufacturers from being unfairly burdened by authorisation requirements for substances used in mandatory
preparatory steps, thereby safeguarding innovation and R&D.

e Simplified Processes: Introduce clear definitions for industrial/professional uses, streamline authorisation (with exemptions for essential/low volume
uses), and ensure proportionate restrictions considering alternative availability.

e Maintain Thresholds & Clear EUC: Maintain the one-tonne registration threshold and recognition of the life science sector's dual role in both
manufacturing and research. If EUC is implemented correctly, it has the potential to significantly reduce the regulatory burden on the industry while
maintaining the high level of protection of human health and the environment and enhancing competitiveness and innovation as originally intended
under REACH. Furthermore, this approach should be extended to the definition and guidelines for nanomaterials and the reporting requirements for
polymers, ensuring that any new regulations for these substances do not disproportionately burden the life science industry and its crucial upstream
activities. In addition, regulations should incorporate a mechanism to reconsider derogations for restrictions based on scientific or technical
justifications, which is currently lacking in REACH. A clear procedure should be established for this, rather than relying on informal public consultations.

e Equal and improved treatment with clients of the LSMA sector: The sector should benefit from the same conditions (exemptions) in REACH which
are currently granted to the pharma, - medical devices and IVD sectors. However, these conditions need to be reviewed and improved in the revision
of REACH to ensure that future exemptions cover all authorisation and restriction process. The current Universal PFAS restriction clearly demonstrates
the problem as Active Pharmacutical Ingredients are exempted but manufacturing, which includes inputs from members of LSMA, is not.
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Figure 1: Timeline for substitution of substances —assessment by LSMA.

*The 5-12 period refers to the best-case scenario timeframe for the substitution of one substance in one use. However, delays can occur at various stages of the process, particularly if
the customer evaluation is unsuccessful and R&D must perform a re-evaluation. As a result, the overall substitution process may take considerably longer.

regulatory
approvals

LSMA welcomes the CMA's objectives but expresses concerns over overly broad intervention and the scope of Commission powers.

Observed Challenges and Impacts:

e Uncertainty & Burden: Concerns about collaborative procurement could impact market access and investments. Broad information-gathering powers
(Article 29) could impose significant reporting burdens and raise concerns about the proper protection of trade secrets.
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Proposed Solutions:

Targeted, Low Burden, & Proportionate Intervention: Ensure interventions are proportionate and based on demonstrable vulnerabilities and the
Better Regulation framework. Provide clear guidelines on collaborative procurement.

Industry Representation: Ensure LSMA representation in the Critical Medicines Coordination Group. LSMA represents a key part of the supply chain
for critical medicines, supplying raw materials, consumables and technology.

The BPR's applicability and interpretation, particularly for Product-Type 6 (preservatives for products during storage) used in small quantities in controlled
laboratory settings, pose a disproportionate and regulatorily misaligned burden on life science companies providing essential reagents into diagnostic sectors.

Observed Challenges and Impacts:

Unnecessary Burden & Delays: Applying BPR requirements designed for broader uses to controlled lab environments leads to disproportionate costs
and compliance burdens, especially when the end market sectors have specific exclusions from the scope of the BPR. This is a key example of how a
regulation can create excessive administrative and financial burdens, similar to what is observed with REACH authorisation and restrictions. The long
and uncertain timelines for BPR active substance approvals serve as a case study for what to avoid in other regulatory processes, as they lead to
uncertainty and paralyse investment and innovation.

Competitive Disadvantages & International Complications: Varying interpretations across Member States create competitive disadvantages. Slow
active substance approvals create international complications (e.g., with Korea) and uncertainty for placing treated articles on the market.

Proposed Solutions:

Proportionate Approach & Targeted Guidance: The objective is to achieve a more proportionate approach. LSMA proposes a simplified, risk-based
approach for BPR, potentially through exemptions or simplified procedures for low-volume uses or those in controlled environments. The restrictions
facing the life science industry are disproportionate, given the actual use of the products in practice. For instance, a tonnage-based approach could
be adopted where an active substance is not required under a certain volume, which would greatly simplify processes and reduce the burden on
authorities.

Harmonised Interpretation & Existing Regulations: Ensure harmonised BPR interpretation across Member States and account for existing stringent
quality control/safety regulations in the life sciences sector. This could include aligning with the Chemical Omnibus and allowing the use of any active
substance/biocidal product that has been approved by other qualified jurisdictions, such as the U.S. and South Korea.

Treated Article Relief: Relief is necessary for Active Substance Registrations when used solely in PT6 applications for products used for SRD.
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The potential for disproportionate ESPR implementation is a significant concern. ESPR stands outside EU chemicals legislation, especially where it concerns
the comprehensive lifecycle data requirements for chemical products in the life sciences.

Observed Challenges and Impacts:

Excessive Data Burden & Costs: Requiring detailed lifecycle data for numerous specialised chemicals (often in small quantities) imposes immense
and disproportionate administrative burdens and costs.

IP Risk & Innovation Hindrance: Detailed data requirements are likely to jeopardise intellectual property across the value chain. This diverts critical
resources from innovation to data collection.

Competitive Disadvantage: Disproportionate data requirements negatively impact EU manufacturers' international competitiveness.

Proposed Solutions:

Proportionate Implementation & Tailored Data: Implement ESPR with a proportionate, simplified, risk-based approach for low-volume chemicals,
developing tailored data requirements. Simplify the level of granularity of detail required in the Digital Product Passport (DPP) and remove the
requirement for external third-party backup.

Exemptions & Downstream Focus: Consider exemptions for low volume/R&D chemicals. Prioritise ESPR focus on the final life science product
sustainability and exclude intermediate chemicals and polymers from the priority list in order not to place disproportionate burdens on upstream
intermediates.

Clear Guidance & Phased Implementation: Provide clear, tailored guidance/tools, and implement new requirements gradually.

The EU ABP Regulation and its implementation, particularly inconsistent customs enforcement for small quantities of ABPs in life sciences, pose serious
challenges to LSMA members, who already have tight control of uses involving decontamination prior to release.

Observed Challenges and Impacts:

Increased Costs & Delays: Inconsistent interpretation leads to unpredictable import/transit delays, increasing costs and disrupting
research/manufacturing.

Administrative Burden & Innovation Hindrance: Lack of harmonised procedures increases the administrative burden. Delays in accessing ABPs
impede scientific progress.

Competitive Disadvantages: Inconsistent customs enforcement can create competitive disadvantages.
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Proposed Solutions:

Clear, Harmonised Guidance & Simplified Procedures: Develop clear EU guidance for customs handling of small quantities of ABPs for life science,
implementing simplified procedures and uniform enforcement. In the longer term, LSMA calls for an international harmonisation.

Risk-Based Approach & Dedicated Support: Adopt a risk-based approach for small quantities and establish dedicated contact points within customs,
exploring digitalisation for streamlined processes.

Furthermore, the proposed amendment to Implementing Regulation (EU) 2021/632, which expands the list of animal by-products requiring official veterinary
certification at EU borders, creates regulatory uncertainty and risks disrupting established Life Science supply chains. The period allowing WTO members to
respond to this proposed change is November 28, 2025. The proposed publication date in the EU Official Journal is scheduled for January 2026.

Observed Challenges and Impacts:

Increased Costs & Delays: The qualification notes in the draft regulation lack clarity on what should be in scope, and the European Commission was
unable to explain its intention comprehensively. As a consequence, differing interpretations among member States and ports are expected to arise,
representing a burden to industry and competent authorities, and potentially resulting in the halting of consignments at the border. Thus, the
proposed changes appear contradictory to current efforts to reduce the bureaucratic burden for EU industry.

Supply Chain Risks: Unclear implementation timelines and divergent national enforcement could disrupt the flow of essential research and diagnostic
materials, weakening Europe’s health resilience. The quick response to the recent outbreaks of animal diseases in the EU, e.g., Foot-and-Mouth
Disease in Germany, was made possible by the use of Life Science products. The proposed amendment could hinder this response capacity.

Proposed Solutions:

Postpone Implementation: Delay the proposed amendment to update the adjacent ABP Regulation (EC) 1069/2009 and Regulation (EU) 142/2011 to
ensure they are fit for purpose for Life Science products.

Clarify Scope & Guidance: Revise the Qualification notes to clearly define the intended scope and ensure a harmonised interpretation among Member
States.

The EDQM Certificate of Suitability (CEP) for the manufacturing of serum products to protect, amongst others, against the risks of Bovine Spongiform
Encephalopathy (BSE), poses a challenge due to excessive documentation requirements for minor changes in manufacturing processes, scientific disconnects
in risk assessment, and a lack of alignment with global practices.
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Observed Challenges and Impacts:

e Even low-risk changes to serum manufacturing processes that do not impact the sterility of the serums used, such as switching to stainless steel
equipment or changing filter suppliers, can trigger CEP updates. All updates to the CEP require resubmission to each member state’s competent
authority — a process often requiring 6 months to gain approvals — creating unnecessary delays in supplying vital raw materials to the diagnostic and
bio-manufacturing sectors..

e The scientific evidence supports a low-risk profile for serum products for most countries, as confirmed by the World Organisation for Animal Health
(OIE)'s explicit statement that blood and blood by-products, such as foetal bovine serum, do not transmit BSE. Despite this, LSMA members, who do
not engage in activities that increase BSE risk, are required to comply with extensive documentation for every change, which appears excessive in light
of the scientific consensus.

e While EDQM is often considered a global standard, its rigid application may not align with real-world risk assessments or customer expectations,
especially when other regions (e.g., the U.S., Australia) are more flexible.

Overall, this increases cost and administrative burden and can impact a manufacturer’s ability to implement improved processes and realise efficiency gains.

Proposed Solutions:
e Risk-based & Streamlined Approach: LSMA advocates for a risk-based, streamlined approach to CEP updates, especially for low-risk changes to
manufacturing processes involving the use of industrial serum.

The EU RoHS Directive presents a principal challenge due to the expiry of several exemptions without definitive implementing acts for renewal. This is
especially impacting Category 8 (IVDs/MDs) and Category 9 (Industrial Monitoring and Control Instruments). The fundamental issue is how the technical
exemptions in Annexes Il and IV are currently managed. There is a significant misalighnment of maximum validity dates across different product categories.
This creates a critical risk for Categories 8 and 9, which often use smaller quantities of components but are highly dependent on the general market to supply
them. Since these general market components are given shorter exemption validity periods, it effectively shortens the validity for Category 8 and 9 products
as well, despite these categories being recognised as needing longer adaptation times under Article 5(2). The Commission's inclination to harmonise review
schedules across all RoHS categories, therefore, poses a key concern by failing to account for the unique market dynamics and longer development cycles of
life science products.

Observed Challenges and Impacts:
¢ Increased Costs & Time: Material substitutions caused by expired exemptions necessitate extensive evaluations and potential redesigns of active
portfolios, leading to substantial unforeseen costs and significant time investment, diverting from innovation.
e Competitive Disadvantages & Supply Chain Disruptions: Discontinuation of exemptions disadvantage EU manufacturers globally. Uncertainty
disrupts essential component availability.
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Capacity & Socio-Economic Impact: High-volume/low-mix portfolios strain certifying lab capacities where testing is necessary. Premature market
withdrawal of essential equipment negatively impacts healthcare/research.
Inadequate Consideration of Market Timelines: Applying the same exemption validity across all categories fails to recognize the unique supply chain
and regulatory landscape that applies to life science products (Cat 8 and 9) as was recognized in the 2011 RoHS recast. Longer validity periods are
nearly always necessary for Categories 8 and 9.

Proposed Solutions:

Differentiated Transition Treatment: Amend RoHS to harmonise/align Annex Il and IV while providing additional transition times for Categories 8
and 9 in order to accommodate their longer development as well as regulatory/market acceptance cycles, as intended by Article 5(2).

OSOA Mechanism & Prioritise Impact: Conduct future exemption reviews under the OSOA (One Substance One Assessment) mechanism for robust
evaluations. Ensure consideration of socio-economic assessments as part of renewal applications (under OSOA) as provided under Article 5(1)(a) of
RoHS.

The SCIP reporting obligation adds significant regulatory burden and resource needs, with limited evidence of reducing SVHC releases from end-of-life disposal
of life science equipment.

Observed Challenges and Impacts:

Regulatory burden: The Waste Framework obligation for SCIP (Substances of Concern In Products) reporting has added significant regulatory burden
and resource needs, with limited evidence of reducing SVHC releases from end-of-life disposal of life science equipment. Many LSMA products are
incinerated (decontamination), where SCIP data is not evaluated or contains minimal SVHCs with no foreseeable releases and long use durations.

Proposed Solutions:

Re-evaluate Effectiveness & Risk-Based Approach: Assess SCIP reporting's actual effectiveness for life science products, considering specific end-of-
life handling and low-release potential. Implement risk-based exemptions/simplified reporting where SVHC content is minimal or end-of-life
treatment renders data less impactful.

Focus on Relevant Environmental Impact: Prioritise data collection and reporting on aspects that genuinely contribute to reducing environmental
releases from the life science sector.
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The current regulatory landscape in the European life sciences sector presents significant challenges regarding intellectual property (IP) protection,
particularly concerning data sharing and confidentiality.

Observed Challenges and Impacts:

e Intellectual Property Protection in EU Regulations: While there's an acknowledged intent to safeguard intellectual property rights, the current
language in proposed regulations often falls short. Simply respecting existing confidentiality markings is insufficient. There is a concern that the EU
might impose time limits on the confidentiality of this data, which could directly conflict with the long-term IP protections necessary for patents and
contractual agreements.

Proposed Solutions:
LSMA advocates for stronger and more explicit language within regulations to ensure robust IP protection. We propose the following:

e Explicit Retention of Property Rights: Rather than merely respecting existing confidentiality markings, regulations should explicitly address that data
contributors retain all property rights, including intellectual property rights and other rights, to the data they submit. This provides greater legal
certainty and reinforces IP protection within common data platforms.

e Targeted Data Access for Authorities: While acknowledging the need for authorities to access data for regulatory purposes (e.g., safeguarding citizens
and the environment), this access should be targeted and proportionate. Data access should be restricted to within the EU to enhance EU autonomy
and competitiveness, and to better address data confidentiality concerns.

Addressing these regulatory bottlenecks is crucial for a thriving and competitive European life sciences sector. LSMA advocates for a proportionate,
harmonised, and risk-based regulatory approach that considers the industry's complex development cycles, specialised products, and commitment to highly
controlled professional and small-volume industrial applications. Adopting these solutions will significantly reduce administrative burdens, costs, and time-
to-market issues, strengthening the EU's position as a hub for life sciences innovation and manufacturing.

It is crucial to note that while some progress has been made, certain proposals, like the draft for the comprehensive restriction on Per- and polyfluoroalkyl
substances (PFAS), continue to pose significant challenges to the life sciences sector. The proposed blanket restriction risks impacting the supply of essential
components, hindering innovation, and creating disproportionate burdens, despite the unique and highly controlled uses of these substances in critical
applications.
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Ref | Bottleneck title Bottleneck Description Relevant Potential Change / Policy | Potential Change Impact | Jurisdictional
No Policy Recommendation Benchmarking
Frameworks (comparison to
other countries)
1 REACH For Life Science applications, | EU REACH 1. Theideal solution would be to | Predictability, simplicity, | Authorisation and
Authorisation typically in low volumes or in exempt the life science sector | and speed would free up | Restriction
and restriction | heavily regulated product areas together with the pharma, | financial and expert | processes are
Processes (e.g. pharma), Authorisation and medical devices and IVD | resources to focus on | uniquely
Restriction processes are overly sectors) from both | alternatives. Protecting the | implemented in the
complexand burdensome in authorisations and | current product generating | EU (& UK). Many

comparison to their benefit to
society. Life Science uses are
often not considered in
proposals, leading to unintended
impacts. Slow decision-making
leads to uncertainty and slows
investment and innovation in
both existing chemistry and in
alternatives. Authorisations can
take over 10 years, involve
exorbitant costs (EUR 500,000 -
EUR 2 million per application)
and require up to 1200-1500
man-hours to compile, usually
involving the same experts and
resources that could be
dedicated to finding alternatives.

restrictions.
If this is not possible then the
following is needed:

2. Simplify REACH authorisation
and restriction processes.

3. Introduce binding timeframes
for REACH authorization
decisions.

4. Implement a proportionate
General Risk Approach (GRA)
or simplify the process for low
volume uses/substances.

5. Reduce costs of REACH
authorization processes to
reduce ultimate cost to
consumers and improve
access to affordable
medicines.

income will always be a
natural company/market
priority, but it is important
to lessen the demands so
companies can focus on
future alternatives.

professional and
industrial uses of
substances are
excluded from
those targeting
consumer uses.

In the US, this is due
to a separation
between FDA and

TSCA. Risk
Management

Measures are
implemented by

rule with sectorial
and use exclusions,

which  distinguish
between
occupational and

non-occupational
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exposures and risk
management.

Substances  which
are used for a FDA
related application
(e.g., direct
manufacture of or
inclusion into a

medicine, food,
cosmetics, or
diagnostic/device
product) are
outside the scope of
TSCA.

Hence, the
healthcare and
pharmaceutical

supply chain s
treated differently
and not impacted.

EU Chemicals
Registration
Processes

EU Chemicals registration
processes and proposals such as
the polymer registrations,
requiring Chemical Safety
Reports  (CSRs) for  1-10
registrations, and ED (Endocrine
Disruptor) testing, will incur

EU  REACH;
Pending
REACH
adjustments
(Polymer
Registrations,
ED Testing);

Maintain the one tonne
registration threshold .

Do not introduce new costly
registration requirements for
polymers or ED testing
without a clear, risk-based
justification.

administrative | Notification and
and financial
allowing resources to be | processes exist in
innovation. Prevents a | US TSCA, Canada,
paralysis that | Australia.).However,

burdens, | registration

towards | many regions (e.g.

they do not involve
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Ref | Bottleneck title Bottleneck Description Relevant Potential Change / Policy | Potential Change Impact | Jurisdictional

No Policy Recommendation Benchmarking

Frameworks (comparison to
other countries)
multi-million euro costs for | REACH hinders R&D and crucial | a constant
businesses (e.g., EUR 44,000 for | Restrictions supply chain decisions. evaluation process
1-10 tonnes REACH registration | (e.g., PFAS) that introduces new
costs). High costs and long data requirements
timelines  disadvantage EU after initial
manufacturers. registrations. They
do not suffer as
much from moving
goal posts to the
same degree.

3 Clarify the SR&D | The SR&D definition as well as | EU REACH 1 Preserve and clarify the | Provides legal certainty | N/A
Exemption under | the exemption should be Scientific  Research  and | and protects upstream
REACH improved to provide clarity when Development (SR&D) | manufacturers from unfair

it is applicable. exemption with a practical | authorisation burdens.
"controlled conditions" | Ensures that innovation

For instance, if a broad definition, ensuring EU-wide | and R&D activities, which

interpretation were to require harmonisation. are crucial for the life

companies to prove the absence 2 Make the SR&D Exemption | sciences sector, are not

of alternatives for individual official through legally binding | hindered by regulatory

Scientific Research and legislation, ensuring that the | ambiguity.

Development (SR&D) activities, guidance provided in ECHA

this would lead to a task that is Q&As and other non-binding

often impossible and would documents is codified.

effectively negate the current

upstream exemption.

4 Simplify EU | The ambiguity and complexity | EU REACH 1. Simplify EUC Criteria so that it | Reduces the regulatory | Essential Use
Essential Use | surrounding the EUC guidelines requires the wuse to be | burden on the industry, | Concept was
Concept (EUC) create significant market "necessary for health or | maintains a high level of | developed under

uncertainty. The lack of a clear, safety or is critical for the | protection for human | the Montreal
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Ref | Bottleneck title Bottleneck Description Relevant Potential Change / Policy | Potential Change Impact | Jurisdictional
No Policy Recommendation Benchmarking
Frameworks (comparison to
other countries)
simplified methodology may lead functioning of | health and the | Protocol to cover
to inconsistent decisions and the society" OR "there are no | environment, and | Ozone depleting
potential for overly restrictive acceptable alternatives." enhances competitiveness | substances. Existing
measures. Requiring companies 2. Introduce pre-approved EUCs | and innovation. Ensures | implementations,
to prove both "necessity for for the life sciences sector. continued access  to | under the Montreal
health or safety" AND "no 3. Extend this approach to the | substances vital to the life | Protocol and RoHS,
acceptable alternatives" creates definition and guidelines for | sciences sector. are targeted to
an almost insurmountable hurdle nanomaterials and polymers. limited substance or
and is not appreciably different applications. More
from the established general use (e.g.
Authorisation requirements. under REACH) will
require either
simplification or a
very high degree of
resources  within
industry and ECHA
to effectively
administer
5 Proposed Critical | Concerns about collaborative | Critical 1. Ensure interventions are | Reduces regulatory burden | N/A
Medicines Act | procurement could impact | Medicines proportionate and based on | and uncertainty, protecting
(CMA) market access and investments. | Act demonstrable vulnerabilities. | market access and

Broad information-gathering
powers (Article 29) could impose
significant reporting burdens and
raise concerns about the proper
protection of trade secrets.

2. Provide clear guidelines on
collaborative procurement.

3. Ensure LSMA representation
in the Critical Medicines
Coordination Group to reflect
the supply chain's
perspective.

encouraging investment.
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Ref | Bottleneck title Bottleneck Description Relevant Potential Change / Policy | Potential Change Impact | Jurisdictional
No Policy Recommendation Benchmarking
Frameworks (comparison to
other countries)
6 BPR Applicability | The BPR's applicability and | EU Biocidal | 1. Develop specific BPR | Reduces costs and | N/A
for PT6 interpretation, particularly for | Products guidance/exemptions for PT6 | compliance burdens for
Product-Type 6 (preservatives | Regulation in controlled lab/industrial | the industry. Ensures that
for products during storage) | (BPR) settings, implementing a risk- | regulatory measures are
used in small guantities in based approach focusing on | proportionate to the actual
controlled laboratory settings, actual exposure. risks in a controlled lab
pose a disproportionate and 2. Adopt a tonnage-based | setting and do not create
regulatorily mis-aligned burden approach  where  active | excessive  administrative
on life science companies substance is not required | and financial burdens.
providing essential reagents into under a certain volume.
diagnostic sectors.
7 BPR Varying interpretations of the | EU Biocidal | 1. Ensure harmonised BPR | Mitigates competitive | N/A
Harmonisation BPR across different EU Member | Products interpretation across | disadvantages and
and Approvals States create competitive | Regulation Member States. international
disadvantages. Slow active | (BPR) 2. Account for existing stringent | complications.  Provides
substance approvals lead to quality control/safety | more certainty for
international complications (e.g., regulations in the life sciences | companies placing treated
with Korea) and uncertainty for sector. articles on the market and
placing treated articles on the 3. Allow the use of any active | streamlines the approval
market. substance/biocidal product | process.
approved by other qualified
jurisdictions, such as the U.S.
and South Korea.
8 ESPR Data | The requirement for | Ecodesign for | Implement a  proportionate, | Reduces excessive | N/A
Burden & Costs comprehensive lifecycle data for | Sustainable simplified, risk-based approach | administrative burdens
tens of thousands of specialised | Products for life science chemicals. Develop | and costs, allowing
chemicals, often in small | Regulation tailored data requirements and de | companies to allocate
qguantities, imposes immense | (ESPR) minimis thresholds. resources to innovation
and disproportionate rather than data collection.
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Ref | Bottleneck title Bottleneck Description Relevant Potential Change / Policy | Potential Change Impact | Jurisdictional

No Policy Recommendation Benchmarking

Frameworks (comparison to
other countries)
administrative burdens and costs
on manufacturers.

9 Addressing IP | The current language in | EU 1. Rather than merely | Provides greater legal | N/A

Protection proposed regulations often falls | Regulations respecting existing | certainty and reinforces IP
short in safeguarding intellectual | (e.g., confidentiality markings, | protection. Protects the
property rights. Simply | common regulations should explicitly | long-term IP necessary for
respecting existing | data address that data | patents and contractual
confidentiality = markings is | platforms, contributors retain all | agreements, fostering
insufficient, and concerns exist | ESPR, etc.) property rights, including | innovation within the EU.
that time limits might be intellectual property rights
imposed on data confidentiality, and other rights, to the data
which could conflict with long- they submit.
term IP protections. 2. Data access for authorities

should be targeted,
proportionate and restricted
to within the EU.

10 | EU Animal By- | Inconsistent customs | EU Animal | 1. Develop clear EU guidance for | Provides predictability for | LSMA  calls  for
Products (ABP) | enforcement for small quantities | By-Products customs handling of small | supply chains, reduces | international
Regulation of ABPs in life sciences leads to | (ABP) guantities of ABPs. costs, and prevents | harmonisation in

unpredictable import/transit | Regulation 2. Implement simplified | disruption to scientific | the longer term.
delays, increasing costs and procedures and uniform | progress.
disrupting enforcement.
research/manufacturing. 3. Adopt a risk-based approach
for small quantities and
Furthermore, the proposed establish dedicated contact
expansion of the products group points within customs.
needing veterinary certificates 4. Postpone amendment to
creates regulatory uncertainty Implementing Reg. (EU)
2021/632 until related acts
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Ref | Bottleneck title Bottleneck Description Relevant Potential Change / Policy | Potential Change Impact | Jurisdictional
No Policy Recommendation Benchmarking
Frameworks (comparison to
other countries)
and risks disrupting Life Science are updated; clarify
supply chains. qualification notes and
guidance  for  consistent
enforcement.

11 | EDQM Certificate | Excessive documentation | ; EDQM | 1. Advocate for a risk-based, | Reduces costs and | While EDQM is
of Suitability | requirements for low-risk | Certificate of streamlined approach to CEP | administrative burden and | often considered a
(CEP) changes to serum | Suitability updates for low-risk changes. | allows manufacturers to | global standard, its

manufacturing, scientific | (CEP) 2. Align with global practices | implement improved | rigid application
disconnects in risk assessment, and real-world risk | processes and efficiency | may not align with
and minor changes in the assessments. gains more quickly. real-world risk
manufacturing process, as well as assessments or
a lack of alignment with global customer

practices pose a significant expectations,
challenge. Updates can take up to especially when
six months, increasing costs; other regions (e.g.,
administrative burden and the U.S., Australia)
deterring innovation. are more flexible.

12 | EU RoHS | The expiry of several exemptions | EU RoHS | 1. Amend RoHS to provide | Prevents substantial | N/A
Directive without definitive implementing | Directive additional transition times for | unforeseen costs and time
(2011/65/EU) acts for renewal is a principal | (2011/65/EU) Categories 8 and 9. investments for redesigns.

challenge, especially for Category
8 (IVDs/MDs) and Category 9
(Industrial  Monitoring  and
Control Instruments). Misaligned
exemption validity dates across
categories create a critical risk
and competitive disadvantage.

2. Conduct future exemption
reviews under the OSOA (One
Substance One Assessment)

mechanism for robust
evaluations. Ensure
consideration of  socio-
economic assessments as

part of renewal applications

Mitigates competitive
disadvantages and supply
chain disruptions. Prevents

the premature market
withdrawal of essential
equipment.
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Furthermore, by applying the
same exemption validity across

all categories, the regulatory
framework fails to recognize the
unique supply chain and
regulatory landscape that applies
to life science products as was
recognized in the 2011 RoHS
recast. Longer validity periods
are nearly always necessary for
Categories 8 and 9.

(under OSOA) as provided
under Article 5(1)(a) of RoHS.

13

Waste
Framework
Directive and
SCIP Database

The SCIP reporting obligation
adds  significant  regulatory
burden and resource needs, with
limited evidence of reducing
SVHC releases from end-of-life
disposal of life  science
equipment. Many products are

incinerated (decontamination),
and others contain minimal
SVHCs with no foreseeable
releases

Waste
Framework
Directive;
SCIP
Database

1.

Assess SCIP reporting's actual
effectiveness for life science

products.

Implement risk-based
exemptions or simplified
reporting where SVHC

content is minimal or end-of-
life treatment makes the data

less impactful.

Prioritise data collection on
aspects  that genuinely
contribute to reducing

environmental releases.

Reduces significant
regulatory burden and
resource needs for a
process that has limited
impact on the sector.

N/A
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