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TO:

Marco Marsella — Acting Deputy Director General for Health
responsible for Directorates B, C and D

Claire Bury — Deputy Director General for Health
responsible for Directorates E, F and G

CC:

Florina Telea — Head of Unit A4 Multilateral International Relations
Csaba Kontor — Policy Assistant Cabinet of Commissioner Varhelyi
Alexandr Hobza — Cabinet of EVP Séjourné

Ann-Sofie Ronnlund — Cabinet of Commissioner Zaharieva

Ref: Proposal to amend Annex | of EU Implementing Regulation 2021/632

3 February 2026

Dear Mr. Marsella,
Dear Ms. Bury,

On behalf of the Life Science Manufacturers Association (LSMA) and Verband der Diagnostica-Industrie
(VDGH), we wish to thank you for responding to our request to consult stakeholders with regard to the
Commission’s proposed changes to Annex | of EU Implementing Regulation 2021/632 laying down the
rules for applying border controls on products of animal origin, as per our letter of 18 November 2025.

Our associations represent industries manufacturing and distributing materials and products used in
the context of medical and in-vitro diagnostic devices, medicinal products, as well as reagents for
general research and safety testing. Our members are directly impacted by the proposed changes as
they would introduce significant burdens for importers of Life Science products, particularly due to
unclear guidance and likely divergent interpretations across Member States. These inconsistencies
may result in delays or even cancellations of shipments essential to the sector, potentially affecting
patients who rely on safe medicinal products and critical medical devices used for microbiological
testing, immunophenotyping, and molecular diagnostics.

Through our contributions to the consultation concerning Products of animal origin — update of lists
of products and their CN codes subject to official controls at borders, we have shared with the
Commission several arguments (also annexed below) outlining how the proposed changes are
inconsistent with the pre-existing legal framework and associated rationale as well as
counterproductive to the more recent strategic objectives set forth by the Commission through its
Biotech Act and Life Science Strategy.

In our submissions, we have demonstrated that it is counterproductive to include a number of CN
codes without further clarification within the scope of these EU controls; primarily as they concern life
science products which are evidently not intended for the food and feed chain and therefore should
not be treated under the same regimen. We consider the arguments for removing a number of CN
codes from the revised scope of the Annex of a highly technical nature and therefore would ask for
an opportunity to meet with the Commission to elaborate upon these critical points, particularly as
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they also concern a number of adjacent EU regulations concerning Official Controls. We would also
ask that appropriate amendments reflecting those differences are made in the adjacent Regulation
(EU) 142/2011, to ensure regulatory coherence.

Our specific requests can be summarized as follows:

=  We ask the Commission to amend its proposal to the Implementing Regulation in the
following manner:

o If the Commission’s intent is to mitigate risks associated with food or feed, relevant
qualification notes should specify that the controls apply only when the goods are
destined for use in food or feed—this is an approach already adopted elsewhere in
Regulation (EU) 2021/632. Specifically this would require the following changes to the
Qualification Notes within the Annex of the Regulation:

=  For CN codes 2933, 3821 00 00, and 3824, we propose clearly specifying that
controls apply only when the products are intended as ingredients for food or
feed production.

= For CN codes 3002 13 00, 3002 14 00, and 3002 15 00—immunological
products exclusively used in the Life Science sector with no food or feed
application—we request the complete omission from the Regulation.

=  We ask the Commission to update the adjacent animal by-products Regulation (EU) 142/2011
to support the broadening of the scope. In addition, we ask that third countries are permitted
to update their registration scheme to a state of compliance first.

Our associations would welcome the opportunity to meet with you and to share our proposal for small
amendments to the draft Implementing Regulation that can both serve the Commission’s and
Member States’ stated objectives while keeping safe the EU’s mechanisms guaranteeing food and
feed safety.

Best regards,

John Clarke Dr. Martin Walger
LSMA President Geschaftsfihrung VDGH
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LSMA Submission in full to Have Your Say consultation regarding proposed Changes to Implementing
Regulation (EU) 2021/632

We appreciate the European Commission’s initiative to seek public consultation and feedback on Draft
“PLAN/2371/2024” published on the Have-Your-Say Portal. Engaging stakeholders is essential to
ensuring that legislation remains relevant, effective, and considerate of potential impacts. Further to
our previously co-signed letter, we welcome the additional time to outline our concerns in greater
detail.

Introduction

Draft “PLAN/2371/2024 (POOL/G4/2024/2371/2371EN.docx)” proposes several amendments to
Implementing Regulation (EU) 2021/632, including the addition of new headings and CN codes. For
the Life Science sector, the most significant CN codes include 2933, 3002 13, 3002 14, 3002 15, 3821,
and 3824. Products under these tariff codes that contain components of animal origin are not intended
for human consumption.

Regulations (EC) 1069/2009 and (EU) 142/2011 were introduced following crises in the agricultural,
food, and feed sectors. While stringent controls are justified for these industries, the basis for applying
the same regulatory regime to Life Science products remains unclear—particularly in the absence of
evidence that these products pose specific risks.

At a time when global markets are increasingly impacted by restrictive measures, characterized by a
trend towards market closure, the proposed amendments introduce additional nontariff barriers with
broad economic implications. The WTO SPS Agreement states that sanitary and phytosanitary
measures must be applied “only to the extent necessary”, be “based on scientific principles”, and not
be “maintained without sufficient scientific evidence”. To date, no historical, empirical, or scientific
justification for the proposed measures applicable to Life Science commodities has been provided.

Life Science products are used predominantly for scientific research, development, and the production
of medicinal and medical products. Their intended use, composition, labelling, and high value make
diversion into the food or feed chain extremely unlikely—whether intentionally or accidentally.

Direct risk mitigation measures are more appropriate in the food and feed sectors, therefore we would
encourage the Commission to focus controls on products intended for those sectors, rather than
applying broad controls to low risk Life Science products not meant for food or feed use.

Article 16 of Regulation (EU) 2017/625 requires the Commission to consider “risks to human and
animal health [...] associated with animals and goods”. We therefore are seeking clarification on the
scientific and empirical rationale behind classifying Life Science products as posing a risk to human or
animal health, particularly given their intended use.

The manufacturing of medicinal and veterinary products is governed by Regulation (EU) 2019/6 and
Directive 2001/83/EC, which include safety provisions for market placement. There appears to be no
justification for controlling raw materials destined for these uses at the border.

We note that the Commission’s proposed European Biotech Act acknowledges the importance of

biotechnology for public health and economic growth and seeks to streamline regulatory frameworks.
In this context, the proposed amendments to Regulation (EU) 2021/632—introducing additional
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restrictions specifically for Life Science products—appear inconsistent with broader EU policy
objectives.

We would therefore welcome further clarity on the specific issues the Commission seeks to address
through these amendments, as no scientific justification has been shared to date.

The current proposal would introduce significant bureaucratic burdens for importers of Life Science
products, particularly due to unclear guidance and likely divergent interpretations across Member
States. These inconsistencies may result in delays or even cancellations of shipments essential to the
Life Sciences sector, ultimately affecting patients who rely on end products. Introducing such burdens
without a clear and well supported rationale would contrast with the EU’s policy priority of
simplification and burden reduction for European industry.

Regulatory Coherence

Regulation (EU) 142/2011 includes health attestation templates with CN codes relevant to specific
certificates. Several templates will require revision to incorporate the newly proposed codes. For this
reason, Regulation (EU) 142/2011 must be updated before implementing changes to Regulation (EU)
2021/632. Without this step, official controls would be mandated without the necessary legal
infrastructure.

Under the current version of Regulation (EU) 142/2011, the conditions for importing finished Life
Science products and releasing them from port authorities are unclear—particularly since products
under the relevant CN codes can be imported in both finished and unfinished form. Including these
tariff codes under Regulation (EU) 2021/632 without providing clear enforcement guidance would
expose such products to inconsistent scrutiny and controls.

We also believe that the proposed changes may create internal inconsistencies within Regulation (EU)
2021/632. For example, in vitro diagnostic medical devices (IVDs) fall under various CN codes
depending on their components. While IVDs under e.g. CN 3822 are exempt, those under CN 3821 00
are not. We therefore request clarification on the legal basis for excluding IVDs in some cases but not
others, and whether the same basis could apply to other Life Science products.

Given the nature of many Life Science products, we believe they meet the criteria of “finished
products” under the original Regulation (EU) 142/2011, specifically Preamble (30), which recognizes
laboratory reagents as finished products where risks are mitigated. Cell culture media and antibodies—
used as laboratory reagents—fall within this rationale. We therefore request clarification on the
Commission’s current interpretation, and we would welcome a dialogue on any evidence suggesting
an increased risk.

We also seek clarification on the regulatory status of purified antibodies. Previous Commission
statements (e.g., SANCO/7132/2012) state that “purified antibodies are not considered as being an
animal by-product or a derived product”. The draft amendments may unintentionally create ambiguity
regarding their classification.

Further clarification is also needed regarding the qualification notes for CN codes 3002 13, 3002 14,
and 3002 15. The references to “blood” lack specificity, in particular while there are legal definitions
for e.g. “fresh whole blood” and “blood products” which may lead to inconsistent interpretations.
These immunological products are exempted under CN 3002 12. A joint consultation on these
definitions would be beneficial.
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Point 6 of the proposed Annex appears to apply only to intermediate products. However, industry
standard antibodies and cell culture media are highly processed, tested, and packaged as final
products. Should these be considered out of scope, we encourage the Commission to introduce clear
exemption criteria and explicit guidance for border control posts.

Without such clarity, divergent interpretations among Member States are highly likely, leading to
outcomes contrary to the objectives of Regulation (EU) 2017/625, which acknowledges that “diverging
enforcement practices [...] could generate uneven protection of human, animal[...] health” and
“disrupt the functioning of the internal market for [...] goods falling within the scope of this Regulation
and distort competition.”

We remain available to provide further information in support of our position in the form of small
amendments to the draft Implementing Regulation which we believe will both serve the Commission’s
and Member States’ stated objectives while keeping safe the EU’s mechanisms guaranteeing food and

feed safety.
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