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Turning Europe's Biotech Ambition
into Biomanufacturing Reality

The Life Science Manufacturers Association (LSMA) welcomes the opportunity to contribute to the
development of the EU Biotech Act Il. Life science manufacturers are the companies that develop and
supply the materials, consumables, equipment, and specialised services that make pharmaceutical,
biotechnology, and diagnostic production possible. They are the engineering and innovation base on which
European biomanufacturing runs.

LSMA represents innovators in biomanufacturing technology and the primary industrial adopters of what
the bioeconomy produces, translating bio-based innovations into validated and regulated manufacturing
applications for their clients. Europe holds a globally competitive position in this space, one that is rapidly
being contested by the United States and China, both of which have industrial strategies that explicitly
target this layer.

The Biotech Act Il provides a unique opportunity to ensure that Europe's biotechnology strategy addresses
not only downstream biotech products and production capacity, but also the regulated manufacturing
technologies, materials, and specialised services without which medicines, vaccines, diagnostics, and
advanced therapies cannot be produced at scale. Without a functioning bridge between industrial
biotechnology and regulated manufacturing, Act ll's ambition stops at the factory gate.

LSMA's recommendations are designed to help the Commission translate Europe's biotech ambition into
deployable manufacturing capability: RECOGNISE life sciences manufacturers as innovation actors,
DEFINE life sciences manufacturing to create the legal basis for proportionate implementation, and
BRIDGE industrial biotechnology and regulated manufacturing through regulatory pathways that allow bio-
based innovation to enter regulated production without compromising safety, quality, or supply continuity.

RECOGNISE the Actors that Make European
Biomanufacturing Possible

Life sciences manufacturing is among Europe's most strategically significant industrial sectors. The
materials, technologies, and enabling services that make regulated manufacturing possible are developed,
produced, and deployed across a substantial European industrial and R&D footprint. European production
sites and innovation centres in this space supply virtually every biopharmaceutical and advanced therapy
facility on the continent. And yet the sector is systematically absent from the industrial strategies, funding
instruments, and policy frameworks that are shaping Europe's biotech future.

The framing of the Biotech Acts reflects this absence. Both Acts approach biomanufacturing primarily as a
question of capacity: how much can Europe produce, how quickly, and for which downstream end-
products. What this framing misses is that biomanufacturing capacity is only as good as the technology
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base that enables it - the chemical inputs, bioprocessing platforms, advanced materials, and
manufacturing systems that determine whether Europe can actually produce the medicines, vaccines, and
diagnostics it needs. Funding instruments under Horizon Europe, IPCEI eligibility, EIC support, and
innovation procurement are calibrated to downstream end-product developers. The companies that make
those developers' production possible are treated as suppliers, not as innovation actors.

In the healthcare space, life science manufacturers are also Europe's primary industrial adopters of what
the bioeconomy produces. When industrial biotechnology generates a bio-based alternative to a fossil-
derived manufacturing input, it is life sciences manufacturers who must generate the technical evidence
required for downstream adoption to ensure it can be integrated into production processes for medicines,
vaccines, and diagnostics. This adoption role is more technically demanding, more capital-intensive, and
more consequential for European supply security than the adoption role of almost any other industrial
sector. It is not recognised anywhere in the current Act Il framework.

LSMA recommends that the Biotech Act Il explicitly recognise life sciences manufacturers as
innovation actors and extend the Act's innovation, funding, and other incentives to them.

DEFINE Life Sciences Manufacturing to Create Policy
Levers

Life sciences manufacturing technologies and their producers have no legal definition in EU law. This
absence is not a technicality. Without it, manufacturers have no legal standing to claim adapted treatment
under horizontal regulation, and regulators have no instrument to provide it. The result is legal uncertainty,
disproportionate compliance burden, and a structural inability for the Commission or its agencies to
develop sector-specific guidance that can support proportionate implementation.

LSMA believes that definitions of life sciences manufacturing technologies and manufacturers in EU law
would create a legal basis for the Commission, EMA, and ECHA to develop proportionate implementation
frameworks through the instruments those institutions already have. Other sectors in the life sciences,
including pharmaceuticals and medical devices, already benefit from such equivalent definitions which
allows horizontal obligations to be applied through tailored guidance and secondary legislation.

LSMA recommends that Biotech Act Il introduce definitions of life sciences manufacturing
technologies and manufacturers that provides the legal basis for the Commission and relevant
agencies to develop sector-aware guidance and secondary legislation under existing horizontal
frameworks.

BRIDGE Industrial Biotechnology and
Biomanufacturing

Act II's central ambition is to accelerate the deployment of industrial biotechnologies and bio-based
materials at scale. LSMA represents the actors who must translate that ambition into validated, regulated
production realities. The regulatory pathway for doing so does not currently exist.

Even where a bio-based alternative is chemically equivalent to its fossil-derived counterpart, there is no EU
mechanism for the rapid validation of like-for-like substitution in pharmaceutical or biomanufacturing
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supply chains. Substitutions that would take weeks under US frameworks (CBER's Advanced Technologies
Program provides the reference model, as do ARPA-H's Embody programme and the UK's Catapult network
for manufacturing scale-up) require years in Europe, constrained by agency capacity, the absence of fast-
track equivalency pathways, and regulatory frameworks that were not designed with this transition in mind.
The result is that Act lI's industrial biotech innovations will reach mass-market non-regulated applications
long before they reach the regulated environments where European supply security is most exposed.

A structural element of this gap is the absence of formal cooperation between EMA and ECHA on the
manufacturing interface. EMA governs pharmaceutical quality requirements; ECHA governs the chemical
substances used in pharmaceutical production. Where a bio-based substitution requires assessment
under both frameworks simultaneously, there is no joint mechanism. Biotech Act Il is the appropriate
legislative vehicle to establish one.

Market-pull measures can play a constructive role in this bridge, provided they are designed as
accelerators of adoption rather than as obligations imposed ahead of the regulatory pathways that would
make adoption feasible. Demand-side measures (procurement signals, credit and certificate systems, tax
incentives for bio-based uptake) that create market pull without mandating compliance timelines
incompatible with revalidation cycles are appropriate and welcome. Mandatory bio-based content targets
applied to regulated manufacturing inputs, without the regulatory bridge described above, would penalise
companies for revalidation timelines they cannot control and would risk disrupting supply chains that
Europe cannot afford to interrupt. These measures would support Europe’s competitiveness,
sustainability, and strategic autonomy objectives while preserving the high standards of patient safety,
product quality, chemical safety, and environmental protection on which the life sciences sector depends.

LSMA recommends that Biotech Act Il establish fast-track equivalency assessment pathways for bio-
based substitutions in GMP-regulated manufacturing, mandate formal EMA/ECHA cooperation on
the manufacturing interface, and ensure that any market-pull instruments targeting life sciences
manufacturing inputs are conditioned on the availability of validated regulatory pathways for the
alternatives they seek to promote.
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Annex: lllustrative regulatory frictions faced by life sciences
manufacturers

The following examples illustrate the structural mismatches that arise when horizontal EU regulatory
frameworks are applied to life sciences manufacturing technologies without sectoral recognition. They are
drawn from LSMA's members' operational experience across multiple regulatory regimes referred to in this
paper.

LSMA's assessmentis informed by proprietary operational data and practical experience across members'
supply chains. Given the commercially sensitive nature of this evidence base, LSMA remains available to
provide additional technical detail directly to the Commission in an appropriate setting.

“ Regulatory friction Framework(s)

Under the Biocidal Products Regulation (BPR), data requirements for preservatives used BPR  (PT6); USP/EP
in bioprocessing (Product-Type 6) are not aligned with the volumes placed on the market, pharmacopoeial

and do not recognise existing pharmacopoeial efficacy standards (including USP 51) standards

already applicable to these substances in life sciences applications. Manufacturers are

required to comply with obligations designed for broad consumer-market biocides,

applied to substances used in milligram quantities under controlled laboratory

conditions.

A.2 Under REACH, materials used in bioprocessing must simultaneously meet extractables REACH; European
and leachables standards for pharmacopoeial compliance and REACH registration = Pharmacopoeia; USP
obligations. These two frameworks impose different data requirements, different
timelines and different logic: REACH is designed for industrial chemical risk management;
pharmacopoeial extractables and leachables obligations are specific to patient safety in
regulated production. There is no mechanism for mutual recognition or data alignment
between the two.

A.3 In the PFAS restriction process under REACH, medical devices benefit from sectoral REACH PFAS restriction;
recognition under the Medical Devices Regulation that enables adapted treatment MDR
through the restriction framework. Life sciences manufacturing technologies, which
directly produce the medical devices, medicines and diagnostics that the MDR
recognises, have no equivalent sectoral recognition. The result is a structural asymmetry:
the end product is protected; the manufacturing input that makes it possible is not.

A.4 LSMA's members supply materials, consumables and enabling technologies that are = REACH; BPR; PFAS
incorporated into pharmaceutical and biological manufacturing processes. The restriction
specifications of these inputs are validated by their customers as part of GMP compliance
and regulatory submissions. Any change to the chemical composition, source or
manufacturing process of these inputs triggers GMP revalidation by the customer, a
process that typically requires 3 to 10 years. Horizontal regulatory changes (restrictions,
authorisation requirements, classification changes) that require substitution of these
inputs operate on timelines measured in months to years, creating a structural
incompatibility with the validation cycles of regulated manufacturing. This incompatibility
is not currently recognised in any horizontal EU regulatory framework.
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