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The Centre for Long-Term Resilience (CLTR) has engaged with the European Biotech Act
throughout its development, most recently in our June 2025 response to the Call for
Evidence (Centre for Long-Term Resilience 2025a) and our November 2025 consultation
submission (Centre for Long-Term Resilience 2025b). As the Act draws closer to adoption,
we are pleased to see that the amendments now before the European Parliament,
including the joint SANT and ITRE committees’ amendments (European Parliament 2026a)
and the ENVI and JURI opinions (European Parliament 2026b, 2026c¢)', implement many
of the recommendations we made during the process. This response sets out where
those amendments advance our recommendations. It also offers a small number of
targeted refinements for the committees to consider, which would give those measures
their full effect.

Taken together, the amendments strengthen the Act’s biosecurity provisions while
preserving its central goal of a competitive and resilient European biotechnology sector:
complementary, not competing, objectives.

Strengthening Nucleic Acid Synthesis Screening

The tabled amendments substantially strengthen provisions on nucleic acid synthesis
screening (European Parliament 2026a, Amd 17-20, 250-252, 2421; Articles 2, 46, 54,
and 54a), which we have consistently identified as among the highest-leverage
biosecurity interventions available to the Union. The amendments:

a. Introduce a definition of ‘sequence screening’, linking screening to benchtop
synthesisers and economic operators.
Require the Commission to issue and regularly update screening guidance.
Incorporate explicit screening standards such as blind testing, third-party audits,
and certified-provider registries.

d. Close gaps in governance for sequence fragments.
Establish a pathway towards harmonised implementation across the Union that
takes account of relevant international standards and best practice.

"In total 3,688 amendments have been tabled by the joint SANT/ITRE committees’ rapporteurs and members (European Parliament
20264a), and by the ENVI and JURI committees (European Parliament 2026b, 2026¢).
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This closely reflects the mandatory, harmonised, and internationally interoperable
screening regime we have called for in our submissions.

To realise the full value of these amendments, we recommend two further steps:

1.

Set a clear deadline in the Act for harmonising synthesis screening across the
Union, through the phased pathway under Article 54a°. We suggest 18 months
from entry into force. This would give the Commission a firm basis on which to
deliver the commitment to harmonisation.

Make the minimum performance standards binding by removing the ‘where
necessary’ qualifier (European Parliament 2026a, Amd 250; Article 54(1)).
Consistent screening performance standards, including sequence and customer
screening, verification of legitimate need, handling of suspicious transactions, blind
testing, third-party audits, and registries of certified providers, should be assured
across all Member States rather than applied at discretion. The amendments have
rightly made guidance mandatory; ensuring the standards referred to in that
guidance are equally firm would close the remaining gap.

Enhancing the Advisory Group on Biosecurity

The amendments deepen the mandate and authority of the Advisory Group on
Biosecurity (European Parliament 2026a, Amd 242-250, 1826, 2429; Articles 21, 52, and
53). The Advisory Group is central to maintaining the highest safety standards as
biotechnology products move from the laboratory to the market. The amendments:

a. Expand the Advisory Group’s remit beyond Al models to the wider range of

emerging biotechnological approaches with potential for misuse, including
research that advances towards the creation of mirror life.

2 Amendment 252 introduces a new Article 54a, “Phased implementation of nucleic acid synthesis screening”:

1. The Commission shall, based on advice by the Advisory Group on Biosecurity and after consultation of relevant
stakeholders, establish a phased pathway for the implementation of harmonised nucleic acid synthesis screening
requirements across the Union.

2. The pathway referred to in paragraph 1 shall support the progressive adoption of sequence screening, customer
screening, verification of legitimate need and reporting of suspicious transactions by providers of nucleic acid synthesis
services, including SMEs, and shall take into account relevant international standards and best practices.

3. The pathway shall include targeted support for SMEs, including practical guidance, training, tools and transitional
incentives to facilitate compliance.

4. The Commission shall, where necessary, ensure a consistent level playing field in the internal market, including the
possible consideration of minimum performance standards for nucleic acid synthesis screening. (European Parliament
2026a, Amd 252; Article 54a)
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b. Specify coordination between the Advisory Group, the EU Al Office, and other
relevant bodies.

c. Tie the issuing of a qualified alert by the Advisory Group—a reasoned warning that
an Al model in a biological application may pose biological systemic risk—to a duty
on the Commission and Member States to take appropriate measures to control
the risk identified.

d. Call for a member of the Advisory Group to be appointed to the European Health
Biotechnology Steering Group, embedding biosecurity expertise in the Act’s
central governance structure.

CLTR recommended a standing expert body with the scope to track emerging biological
and Al-enabled risks, and a clear route from warning to action. These amendments deliver
both, and strengthen the Union’s horizon-scanning and response capacity.

We caution against changes that would weaken the Advisory Group, such as removing
the group’s ability to issue a qualified alert (European Parliament 2026a, Amd 2432; Article
52). The Advisory Group is critical to maintaining the highest standards of biosecurity while
strengthening the competitiveness of the Union’s biotechnology sector.

Prioritising Biodefence

The amendments prioritise the EU Biothreat Radar and key biodefence projects within
the Act (European Parliament 2026a, Amd 7, 30, 213-223, 227-228; Articles 1, 3, 41, and
42), increasing European strategic autonomy in biotechnology capabilities and helping
offset underinvestment in critical defensive capabilities. The amendments:

a. Establish an EU Biothreat Radar as a pathogen-agnostic, interoperable surveillance
mechanism.

b. Set out its key operational parameters and include a mechanism to notify the
Commission when a novel, unknown, or engineered pathogen is detected.

c. Broaden the biodefence-capability category of the high-impact strategic projects to
add rapid surge capacity for relevant medical countermeasures, including the
manufacturing of diagnostics, vaccines, therapeutics, and protective equipment.

d. Add projects that provide ‘secure, tiered and criteria-based access by eligible and
vetted Union actors to advanced Al capabilities in biological applications’
(European Parliament 2026a, Amd 228; Article 42(1)(fb)).
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These changes address CLTR’s recommendations for the Union to prioritise biodefence
and to build the surveillance and medical countermeasure capacity that underpins it.

Building on this, we encourage the committees to:

1) Include explicit biodefence and biosecurity criteria within the funding and
support provisions, for example in Articles 22-26, so that the priority the
amendments establish in principle is matched by prioritised access to financing in
practice.

2) Reject amendments that would separate the defence and civil dimensions of
biotechnology (European Parliament 2026a, Amd 2404, 2407, 2411; Article 42), as
the interactions between these sectors are critical to the Union’s biodefence
capability and central to the preparedness that the Act seeks to strengthen.

Building Manufacturing Resilience

The amendments reinforce the resilience of the Union’s biotechnology and
biomanufacturing base, ensuring that critical capabilities are available across Europe
during crises (European Parliament 2026a, Amd 24, 28, 46, 48, 52, 62; Articles 3, 4, and
6a). The amendments:

a. Include supply-chain resilience as an objective of strategic projects.

b. Add security of supply of critical medicines to high-impact projects.

c. Introduce Pan-European high-impact biotechnology strategic projects that carry
benefits across the Union.

d. Propose the new Advanced Biomanufacturing Technology (ABT) designation, an
EU-wide recognition the Commission may award to a manufacturing technology
that maintains or improves the quality, safety, or robustness of biotechnology
production.

These track CLTR’s recommendations to promote distributed, resilient manufacturing
capacity and reduced dependency on single points of failure. Alongside the Union’s
existing EU FAB network (European Health and Digital Executive Agency 2023) and the
EU FAB+ PPE pilot (European Health and Digital Executive Agency 2026), these
amendments should strengthen Europe’s ability to surge production in a crisis and further
reduce reliance on a small number of suppliers.
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We offer one refinement: the ABT designation would benefit from a built-in biosecurity
review and an explicit link to the Advisory Group on Biosecurity, so that novel or
Al-enabled manufacturing technologies are assessed for misuse potential as a condition
of designation. This would ensure the ABT instrument does not inadvertently lower
barriers to misuse.

Looking Ahead

The amendments represent significant, welcome progress on the biosecurity ambitions
CLTR has advocated throughout this process. We look forward to supporting the
committees as the Act advances.

References

Centre for Long-Term Resilience. 2025a. “Response to: European Biotech Act Call for
Evidence for an Impact Assessment.” Submission to the European Commission, 11 June
2025.
https://www.longtermresilience.org/post/securing-europes-biotechnology-future-our-europ
ean-biotech-act-submission/.

Centre for Long-Term Resilience. 2025b. Response to the European Commission Public
Questionnaire Informing the European Biotech Act. Submitted 6 November 2025,
contribution ID €988fa2a-cad9-4227-a88d-14a57ca21cc4.
https://www.longtermresilience.org/wp-content/uploads/2026/02/CLTR-Submission_EU-Bi
otech-Act-Public-Consultation_Nov-2025.pdf.

European Commission. 2025. Proposal for a Regulation of the European Parliament and of
the Council on Establishing a Framework of Measures for Strengthening Union’s
Biotechnology and Biomanufacturing Sectors Particularly in the Area of Health and
Amending Regulations (EC) No 178/2002, (EC) No 1394/2007, (EU) No 536/2014, (EU)
2019/6, (EU) 2024/795 and (EU) 2024/1938 (European Biotech Act). COM(2025) 1022 final,
2025/0406(COD). Strasbourg, 16 December 2025.

European Health and Digital Executive Agency. 2023. “Framework Contract Signed under
EU4Health to Guarantee a Fast Response to Future Health Crises.” 30 June 2023.
https://hadea.ec.europa.eu/news/framework-contract-signed-under-eu4health-guarantee-f
ast-response-future-health-crises-2023-06-30_en.


https://www.longtermresilience.org/post/securing-europes-biotechnology-future-our-european-biotech-act-submission/
https://www.longtermresilience.org/post/securing-europes-biotechnology-future-our-european-biotech-act-submission/

THE CENTRE FOR
LONG-TERM RESILIENCE

European Health and Digital Executive Agency. 2026. “Call for Tenders: Capacity
Reservation for Personal Protective Equipment Pilot (EU FAB+ PPE).” 22 July 2026.
https://hadea.ec.europa.eu/news/call-tenders-capacity-reservation-personal-protective-equ
ipment-pilot-eu-fab-ppe-2026-07-22_en.

European Parliament. 2026a. Draft Report and Amendments 1-2985 on the Proposal for a
Regulation [...] (European Biotech Act). Committee on Public Health and Committee on
Industry, Research and Energy. Rapporteurs Vytenis Povilas Andriukaitis and Wouter Beke.
PE789.987v01-00; PE790.005v01-00; PE790.932v01-00—PE790.939v01-00;
PE790.953v01-00. Brussels, 15 June—15 July 2026.

European Parliament. 2026b. Amendments 45-450 to the Draft Opinion on the Proposal
for a Regulation [...] (European Biotech Act). Committee on the Environment, Climate and
Food Safety. Rapporteur for the opinion Nicolas Gonzéalez Casares. PE790.221v01-00,
PE790.222v01-00. Brussels, 26 June 2026.

European Parliament. 2026¢. Amendments 42—-253 to the Draft Opinion on the Proposal
for a Regulation [...] (European Biotech Act). Committee on Legal Affairs. Rapporteur for the
opinion Tiemo Woélken. PE790.241v01-00. Brussels, 29 June 2026.



	 
	Progress on Biosecurity in the European Biotech Act 
	 
	 
	 
	PREPARED BY 

	Strengthening Nucleic Acid Synthesis Screening 
	Enhancing the Advisory Group on Biosecurity 
	Prioritising Biodefence 
	Building Manufacturing Resilience 
	Looking Ahead 
	References 

