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Transfusion medicine in Europe: looking back to inform the future

Early development of blood transfusion in Europe, early 1900s
Major scientific discoveries making transfusion feasible, such as:
v Discovery of the ABO blood groups by Karl Landsteiner in 1900.
v Development of anticoagulation and blood storage techniques during World War |

Emergence of a European ethical model following World War Il
Voluntary unpaid blood donation, solidarity, public service values

Early harmonization, Council of Europe, 1950s-1960s onward
Promotion of self-sufficiency in blood products, ethical guidance on donation, quality and safety
recommendations, early technical harmonization

HIV and hepatitis crises: A turning point, 1980s-1990s
Thousands of infections and deaths, loss of public trust, legal and political crises, major reforms of blood
systems
Strong push that blood transfusion be regulated with standards comparable across Europe

The Emergence of European Union public health mandate
Strengthened by the Treaty of Amsterdam, 1997

The EU Blood Directives, 2002 onward
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Creation of the European Blood Alliance in 1998
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BLOOD
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To strengthen cooperation between European not-for-profit
blood services at a time when Europe was moving toward
greater regulatory harmonisation and increasing
expectations regarding blood safety, quality, and self-
sufficiency
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Our Vision:
A Safe and Sustainable Blood Supply for Europe
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e Excellence through Evidence

Facus on All
European
citizens

Support
Sustainability

—Danor H;nlrl'f

Contribute to the availability, quality,

safety and cost-effectiveness of the

blood supply

Openness through

Information Sharing

A Safe and Pafient Care

— Sustainable
— Blood Supply
L for Europe

i‘{“";ﬂ“i? - - Excellence
" Non-Remunerated through
Donation Evidence

Promote European Strategic

Independence - Plasma

Enable
Continuous
Improvement

Influence

European Policy



EUROPEAN

BLOOD

ALLIANCE Innovation and New Products | ...
Non —DEHP blood bags {

Platelet Lysate

Whole Blood

Dried Plasma

Blood Byte Circle (A.l.)

7
v

Contingency
Planning

Legislation

4 N )
Emerging Quality Control
Infectious proficiency

disease Monitor testing

\.

European Blood
Alliance members

Donor
Health

Rare Blood
Provision

Benchmarking Data protection




EU Blood Directives

* Transfusion medicine in Europe has been profoundly shaped by the European Union (EU) Blood
Directives adopted in 2002 (Directive 2002/98/EC and its implementing technical directives).

* Their primary objective was the protection of citizens’ safety, a core EU competence, while the
organisation of healthcare systems remained largely within national prerogatives.

* These texts established a harmonised regulatory framework governing the collection, testing,
processing, storage and distribution of blood and blood components across Member States.

Directive 2002/98/EC — quality and safety standards for the collection, testing, processing, storage and
distribution of human blood and blood components

Entered into force on 8 February 2003, incorporated in EU countries national law by 8 February 2005.

Among the key points:

EU countries must ensure that:

* blood is collected and tested only by authorized establishments with suitably qualified personnel.

e the establishments have quality systems in place and are inspected at least once every 2 years.

* blood and blood components can be traced from donor to recipient and vice versa

* any serious adverse events arising from accidents or errors are notified to the competent authority.

* the necessary measures are taken to encourage voluntary and unpaid blood donations.

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=LEGISSUM:c11565
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Transfusion medicine in Europe

Over the past two decades, the EU Blood Directives supported the development of high-
quality, trusted and resilient transfusion systems throughout Europe.

Shared safety requirements, common quality standards and strong ethical principles,
particularly voluntary unpaid donation, have fostered high-quality practices across EU
Member States.

In parallel, the European Directorate for the Quality of Medicines and HealthCare (EDQM) of
the Council of Europe has played a important role as well, notably through its regularly
updated “Blood” Guide to the preparation, use and quality assurance of blood components,
which has become a key scientific and technical reference in Europe and beyond.




Transfusion medicine in Europe

e Over the past two decades, the EU Blood Directives supported the development of high-
quality, trusted and resilient transfusion systems throughout Europe.

* Shared safety requirements, common quality standards and strong ethical principles,

Guide to the
preparation, use and
quality assurance of

BLOOD
COMPONENTS

European Committee EDQM
on Blood Transfusion 22nd Edition
(Partial Agreement) )
(CD-P-TS) @ 2025

A comprehensive technical
guide that sets out
harmonised European
standards for the entire blood
transfusion chain, from donor
selection and blood collection
to processing, testing,
storage, distribution and
clinical use.

Intended for healthcare
professionals, blood
establishments, regulators
and policymakers, supporting
safe and effective transfusion
practice.
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From the Blood Directives to the SOHO Regulation

* However, evolving challenges have highlighted the need to update the 2002 regulatory framework, including
limited flexibility, insufficient provisions for preparedness and resilience, and the need to better address

donor protection, innovation and supply sustainability.
* These considerations led to the adoption of the EU Substances of Human Origin (SoHO) Regulation in 2024,

with implementation in 2027.

 The SoHO Regulation modernises the legal framework by strengthening donor safety, reinforcing voluntary
unpaid donation, enhancing oversight of transfusion practices, improving EU-level coordination—
particularly in crisis situations—and extending a coherent regulatory approach across all SOHOs.

2024/1938 17.7.2024

REGULATION (EU) 2024/19358 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 12 June 2024

on standards of quality and safety for substances of human origin intended for human application and repealing Directives
2002/98/EC and 2004/23/EC




From the Blood Directives to the SOHO Regulation
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From the Blood Directives to the SOHO Regulation
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From the Blood Directives to the SOHO Regulation
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The European Blood Alliance welcomed the adoption of the SOHO regulation:

“A historic step forward for patients, donors, the blood sector, and all European citizens”

The SoHO Regulation:

Strengthens the health protection of donors and patients
Reaffirms the principle of voluntary unpaid donation and forbids financial gains
Contributes to increase the resilience and continuity in supply of SoHO

Sets an agile and robust quality and safety standards system
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SOHO regulation:
Scope
Coordination
SoHO entities and
establishments
SoHO Preparations
Standards and hierarchy
of technical guidelines
Clinical monitoring
Donor Protection and
Voluntary Unpaid
Donation
Recipient and offspring
protection
Vigilance
Supply continuity
Digitalisation —the SoHO
platform

Supervision of all SOHO activities that directly
impact safety, quality or effectiveness
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SOHO regulation:
Scope
Coordination
SoHO entities and
establishments
SoHO Preparations
Standards and hierarchy
of technical guidelines
Clinical monitoring
Donor Protection and
Voluntary Unpaid
Donation
Recipient and offspring
protection
Vigilance
Supply continuity
Digitalisation — the SoHO
platform

Strong EU-wide coordination
SoHO Coordination Board (SCB)

Advisory
bodies in other
legislative
frameworks

Documentation of

- best practices for
supervisory functions &
compensation conditions
- indicative criteria for
critical SoHO and critical
SoHO entities

Exchanges on good
practices with expert
bodies: ECDC, EDQM, EMA

Opinions on

SCB
Co-chaired by EC
and Member
States
Secretariat: EC
Two members per
Member State

Support for joint

inspections &
preparation
assessments

oversight activities:

regulatory status

Record of:

- national decisions
on regulatory status
- compendium of
advice given on
regulatory status

Support for
coordination
during
emergencies

Support to
Commission on
specifications for
the SoHO Platform

17
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SOHO regulation:
Scope
Coordination
SoHO entities and
establishments
SoHO Preparations
Standards and hierarchy
of technical guidelines
Clinical monitoring
Donor Protection and
Voluntary Unpaid
Donation
Recipient and offspring
protection
Vigilance
Supply continuity
Digitalisation —the SoHO
platform

Level 1

Level 2

Level 3

Implementation of standards through technical guidelines

SoHO entities shall follow the highest available levels of standards (Art. 56 &59):

Commission Implementing

Legistation “where the Commission

deems necessary”

Published & updated

Technical Guidance on'the by ECDC/EDQM

EU SoHO®RIlatform
OR:

Deemed by (national)
Competent authorities to
achieve equivalent standards

e
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Other guidelines or methods based on
international standards or scientific evidence

k

2

)

Y

;e Y’ C Furopean Directorate Din upéenne
e & HealthCare |& soins desanté

=

)

Inspectors shall deem
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MS shall demonstrate compliance
with standards — may do so by
demonstrating equivalence to ECDC
and EDQM

Entities shall demonstrate equivalence to
inspectors — may do so by demonstrating
equivalence to ECDC and EDQM
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Commission
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on Blood Transfusion
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Implementation of standards through technical guidelines

available levels of standards (Art. 56 &59):
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Clinical outcome monitoring plans
EUROPEAN
BLOOR To gather (further) evidence of safety and effectiveness

SOHO regulation:
Scope
Coordination
SoHO entities and :
establishments | e
SoHO Preparations therapy
Standards and hierarchy '
of technical guidelines

Positive expected benefit:risk

+. clinieal investigation study with
appropriate number of patients

Clinical monitoring '{;ﬁ;g;‘ga' and pre-defined clinical endpoints
Donor protection and monitoring | . | P

Volunta ry unpaid required Glinic{:zl follﬂw—up of a dgﬁne;d nijber {E'f patients is required
donation i Negligible | i Low | Moderate High ‘
Recipient and offspring Risk Risk Risk Risk
protection OR

Vigilance \ J
Su pply continuity Sufficient evidence of

Digitalisation — the SoHO positive benefit:risk Studies registered on SoHO

Platform prior to
platform commencement -

Commission
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SOHO regulation:
Scope
Coordination
SoHO entities and
establishments
SoHO Preparations
Standards and hierarchy
of technical guidelines
Clinical monitoring
Donor protection and
Voluntary unpaid
donation
Recipient and offspring
protection
Vigilance
Supply continuity
Digitalisation —the SoHO
platform

Strengthened SoHO donor protection

Protection of SoHO living donors before, during, and after the donation.

- Including for donations by relatives
- Information & consent

- Physical and mental integrity, non-discrimination, data protection &
safeguarding of anonymity

- Donor health evaluation

- Risk-proportionate approach to donor monitoring: registration of donors
subjected to surgical procedures, medicinal product treatment, frequent or
repeated donations implying risk to health.

- Required reporting of serious adverse reactions in donors

Protection of the dignity and integrity of SOHO deceased donors

- Information & consent by relatives, when applicable
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SOHO regulation:
Scope
Coordination
SoHO entities and
establishments
SoHO Preparations
Standards and hierarchy
of technical guidelines
Clinical monitoring
Donor protection and
Voluntary unpaid
donation
Recipient and offspring
protection
Vigilance
Supply continuity
Digitalisation —the SoHO
platform

Reaffirmed voluntary and unpaid donation (VUD)

NO financial incentives or inducements to donate

e Compensation of living donors for losses can be allowed in
accordance with the principle of VUD

When a Member State allows compensation — upper limit to be
set in national legislation — transparent criteria based on best
practices established by the SOHO coordination board

Compensation conditions set in MS to be shared with the other
Member States via the SOHO coordination board

e Donation promotion and publicity activities must not refer
to compensation (without prejudice to national laws on
information provision)

Principle maintained
Based on Recommendations
of the Council of Europe
Committee on Bioethics
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SOHO regulation:
Scope
Coordination
SoHO entities and
establishments
SoHO Preparations
Standards and hierarchy
of technical guidelines
Clinical monitoring
Donor protection and
Voluntary unpaid
donation
Recipient and offspring
protection
Vigilance
Supply continuity
Digitalisation —the SoHO
platform

SoHO
Entities

©)

Competent
Authorities

Communication with
CAs from other
frameworks

Expanded vigilance

Send SAR/SAE notification &
SAR/SAE investigation report to
their Competent authority

e Verify info of SAR/E
notifications &
investigation reports,
assess the results of the
investigation, inform the
entity

e Send annual summary ™= |

of SAR/E notifications
& investigation reports
received to their SoHO
National Authority

e Launch SoHO rapid

alerts

* Best practices agreed and
documented by SCB

* SAR/E detected in donors and
during clinical outcome
monitoring must be reported

e Aggregate the
summaries from

the SoHO
_ \_ National
% EC \§ Authorities

e publish annual
SoHO vigilance
report

e Submits annual
summary to the EU
SoHO Platform

e Publishes aggregated

summary for their
Member State. e
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Coordination
SoHO entities and
establishments
SoHO Preparations
Standards and hierarchy
of technical guidelines
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Donor protection and
Voluntary unpaid
donation
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Digitalisation —the SoHO
platform

Resilience of Supply

A ‘critical SOHO' is a SOHO that for
which an insufficient supply will
result in serious harm or risk of
harm to patients or a serious
interruptionin manufacture of
critical products regulated by other
legislation.

A ‘critical SOHO entity’ is a SoHO
entity that carries out activities
contributing to the supply of critical
SoHOs and the scale of those
activities is such that a failure to
carry them out cannot be
compensated by activities of other
entities or alternative substances or
products for recipients.

Critical SoHO

Supply of critical SOHO is protected by:

Obligations on Member States to ensure a
sufficient, adequate and resilient supply

- Facilitate donation

- Communication and education

- Optimal use
Activity data collection and monitoring
Supply alerts
National SOHO emergency plans
SoHO Entity emergency plans

Derogations and additional measures in
emergency situations

25



EUROPEAN SOHO Platform

BLOOD

ALLIANCE A EU-wide digital platform for information / data registration and sharing
SOHO regUIation: Registry of
entities and
SCOpe th_eir _ Compend_ium of
Coordination Member State \, “ereeen SoHO
. National and y preparations
SoHO entities and other .
. competent l List of ongoing
esta b||Sh mentS autiorities f \ Clinical studies

SoHO Preparations
Standards and hierarchy
of technical guidelines
Clinical monitoring
Donor protection and
Voluntary unpaid

SoHo
Coordination
Board
Membership and
compendium of
advice given

Technical
guidelines for
implementation
of standards

donation

Recipient and offspring

protection Supply fows —
o o and shortages i

Vlgllance monitoringg reporting

Rapid alerts

Supply continuity
Digitalisation — the

Supply alerts

n European
Commission

SoHO platform
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SOHO Regulation - Timeline
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° Publication O{ SoHO Platform J SoHO Platform
SoHO Regulation launch _ ready
Nomination :: Definitions: SCB list of
SCB members e critical o issues needing
1st meeting SoHO/enti legal clarity P
o | 2274 Blood %| Consultation 2.3 23 Blood
Arleln /‘ Guide ’ [ Blooq Guide } -
Guidelines : e
- Consultation 7th - Tth edition Tissues
| Tissues & Cells Guide i & Cells Guide
ECDC Consultation o Consultation o Consultation Or Consultation
; ) HIV . HBW/HCW T pallidum N WA HTLV
Guidelines i — . — .
Publication o Publication Publication
:: @ T pallidum WV HTLV

Publication
HBW/HCW
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SOHO regulation : Areas of interest / concern for EBA

ALLIANCE

Better, comparable and interoperable data: detailed and agile enough to meet the full potential
regarding donor and patient health, on a day-to-day basis as well as for research, requirement high
quality clinical outcome data, ...

Increased donor health protection: For instance, regarding donation frequencies and potential risk to
health. Clinical data (and funding) will be necessary. Meeting the requirement for Member States to
develop national (and searchable) donor registries may be challenging.

More robust SOHO supply system(s): An opportunity for Member States to improve resilience, for the
EU to develop EU wide strategies regarding supply /self-sufficiency of SoHO, such as plasma for
fractionation. Information exchanges / alerts about shortages and supply disruption will be beneficial,
but requires agility, transparency, day-to-day monitoring and analysis.

Harmonised standards, including for VUD: An opportunity for further harmonisation across the EU,
while recognizing national specificities.

Regulatory agility: Soho coordination board activities, interfaces between the SOHO regulation and
“neighbouring” EU legislation (Pharma regulation and directive, Critical care act, European Health
Donor Space regulation, ....)



_..S0HO regulation : Areas of interest / concern for EBA

» Better, comparable and interoperable data: detailed and agile enough to meet the full potential
regarding donor and patient health, on a day-to-day basis as well as for research, requirement high
quality clinical outcome data, ...

* Increased donor health protection: For instance, regarding donation frequencies and potential risk to
health. Clinical data (and funding) will be necessary. Meeting the requirement for Member States to
develop national (and searchable) donor registries may be challenging.

* More robust SOHO supply system(s): An opportunity for Member States to improve resilience, for the
EU to develop EU wide strategies regarding supply /self-sufficiency of SoHO, such as plasma for

and supply disruption will be beneficial,
inalysis.

further harmonisation across the EU,

EBA and its members are committed engage with European es between the SOHO regulation and
institutions to support implementation and share expertise, e, Critical care act, European Health

To ensure that the Regulation keeps its modern, ambitious spirit — an
agile and responsive tool - , far from being an additional
administrative burden




Support for the implementation of the SOHO regulation
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Home  » Calls for tenders > Suppodting the implemantation of the new SoHO regulation

CALL FOR TENDERS | Ongoing

Supporting the implementation of the new SoHO
regulation

race conTenTs  Details

Detals | cratus ONGOING
Description L

Publication date 17 September 2025
Deadline date 1 Mowembear 2025, 16200 (CET)
Programme Sector Health
Programme ELdHealth
Tags Prior Information Natice
Description

HaDEA has published the call for tenders HADEA/2025/0P /0043 - Support the implementation of the
new Substances of Human Origin (SoHO) Regulation 1938/2024, including dissemination and training of
SoHO professionals to comply with the new technical and regulatory reguirements.

The scope of the call for tenders is to prepare SoHO professionals across the EU for the 2027
implamentation of the Regulation (EU) 20241938 on Substances of Human Origin. The abjectives of this
call ara to develop training programmes, awareness and capacity building activities, technical assistance
and supporting measuras to facilitate the implementation of the new SoHO Regulation by the professional
sector (Scientific societies and associations).

The scope of this call for tenders is to prepare
SoHO professionals across the EU for the
2027 implementation of the SOHO Regulation
(EU) 2024/1938 on Substances of Human
Origin.

The objectives of this call is to develop
training programs, awareness and capacity
building activities, technical assistance and
supporting measures to facilitate the
implementation of the new SoHO Regulation
by the professional sector (Scientific societies
and associations).
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Support for the implementation of the SOHO regulation

IMPLEMENT-SoHO, 3.5 million €, 2026-2028
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Group

* Map out the current status and needs of the
SoHO Scientific Societies

* Training and capacity building activities for
SoHO Scientific Societies

* Dissemination Activities

IMPLEMENT-SoHO ¢ Scientific Opinions

From regulation to practice: enabling ethical and effective SoHo (Substances of
Human Origin) across Europe.

* Campaigns for Promotion of Altruistic
Donation




A Europe Health Data Space to facilitate the access to secondary health data across the EU

[

European
Commission

—___—_—/,‘

__._—_,-——'_//A-

—— **

— 3 »

| Sm— * 3

—

_— s

J—— L

———
-

EUROPEAN HEALTH DATA SPACE

Empower individuals to control
their health data

Foster a single market for digital
health services and products

Ensure a consistent and efficient
framewaork for the reuse of health data
for research, innovation, policy-making
and regulatory activities

Ensure interoperability and
security of health data and a

level playing field for
manufacturers

The European Health Data Space (EHDS) Regulation
recognises the strategic importance of health data
access for individual care, public health and
research.

Its interaction with data generation and reporting
obligations under the SOHO Regulation will be
critical for evaluating the efficacy and safety of
both established and innovative blood
components, plasma-derived medicinal products
and cellular therapies, and for advancing
knowledge on donor safety, including potential
long-term effects of repeated plasma or platelet
donation.
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Empower individuals to contrc

their health data 2022

EHDS Regulation

Start of legislative process

2024

Core compromise reached

Foster a single market for digit
health services and products E3 rIy 2025

Legal finalisation

March 2025

Ensure interoperability and

Regulation exists legally

59¢L|I'ity of health data and a
level playing field for 2025-2027

manufacturers

Rules + infrastructure built

2029

Core EHDS becomes operational

2031

Expanded datasets

2035+

International extension

The European Health Data Space (EHDS) Regulation
recognises the strategic importance of health data
access for individual care, public health and
research.

Its interaction with data generation and reporting
obligations under the SOHO Regulation will be
critical for evaluating the efficacy and safety of
both established and innovative blood
components, plasma-derived medicinal products
and cellular therapies, and for advancing
knowledge on donor safety, including potential
long-term effects of repeated plasma or platelet
donation.



A Europe Health Data Space to facilitate the access to secondary health data across the EU
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ALLIANCE EBA submission on the European Health Data Space proposal,
July 2022

 EBA welcomes this proposal

* Long-standing request for more and better data to increase donor protection and reinforce patient
care

e Calling on the EU and Member States to reinforce donor vigilance requirements through a pan-
European donor vigilance program.

» Reporting of data on Substances of Human Origin (SOHO) should be further developed to provide
public access to key anonymized data on European registries

* EHDS regulation and the SoHO Regulation need to be well aligned

* Necessity to include methods to unambiguously identify and trace individuals (donors or transfused
patients) as they come in contact with the health care system

* However, implementing must ensure that EHDS does not become a burden to healthcare
professionals

» Lastly, concerns regarding varying interpretation of the General Data Privacy Regulation (GDPR)
across EU countries that may hinder data sharing.

https://europeanbloodalliance.eu/resources/eba-response-the-european-commissions-proposal-for-a-european-health-data-space-
ehds-july-2022/

The European health date space proposal; An opportunity for improved blood donor protection and transfusion recipient care.
Tiberghien et al; Transf clin bio, 2023
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Critical Medicines Act: Improving the availability and securing supply of critical
medicines in the EU
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The Critical Medicines Act aims to strengthen
Europe’s resilience and strategic autonomy in the
face of supply vulnerabilities and geopolitical
instability.

Although not directly related to transfusion
medicine (blood components fall under the SOHO
regulation and not under the pharmaceutical
legislation) its objectives remain highly relevant to
blood, plasma and plasma-derived medicinal
products.

Key features

Strategic Projects for critical medicines or their
ingredients can be designated, so that they
benefit from easier access to funding and fast-

Public procurement to incentivise the resilience

of supply chains of critical medicines or to
improve access to other medicines of common
interest.

Collaborative procurement among different
member states will be supported by the EC to
address availability and access disparities of
critical medicines and other medicines of
common interest.

International partnerships with like-minded
countries/regions will be explored, to broaden
the supply chain and reduce dependencies on
single suppliers.
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face of supply vulnerabilities and geopolitical
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Critical

medicines act:
Council and
Parliament reach
provisional deal

The Cyprus presidency of the EU Council
has reached a provisional agreement
with the European Parliament on a new
regulation that seeks to strengthen the
EU’s resilience in addressing ongoing
challenges to security of supply of
critical medicines in Europe.
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Biotech Act: strengthening the EU Biotechnology sector and Improving patient

Recent proposal by the
European Commission

Aims:

e establish a framework at EU
level that strengthens the
competitiveness of the health
biotechnology sector, from
research to production

e create conditions facilitating
the development and timely
placing on the EU market of
biotechnology innovations,
products and services

access to innovative therapies

EUROPEAN
BLOOD
ALLIANCE

EBA position on the European Commission’s proposal for a European Biotech Act

The European Blood Alliance (EBA), representing public and nan-profit blood establishments across
Europe, welcomes the European Commission’s proposal for a European Biotech Act.

EBA wishes to remind EU and national policymakers that public and non-profit blood establishments
are the original precursors of personalised medicine and have played an historic and central role in
the development of many groundbreaking biotechnological therapies, including advanced therapy
medicinal products (ATMPs). Blood establishments continue to play a fundamental role in these and
other advanced treatments, and any effort to boost Europe’s biotech sector must ensure it leverages
the expertise, knowledge, and capacity of public and non-profit blood establishments.

Public and non-profit blood establishments and ather SoHO entities operate within highly regulated
public health frameworks and possess long-standing expertise in the collection, processing, storage
and clinical use of substances of human origin. Their involvement is therefore essential to ensure
that biotechnology innovation remains aligned with public health objectives and ethical principles
governing SoHO activities.

The European Commission’s Biotech Act proposal includes interesting measures to support research,
development, and innovation across several health biotechnology sectors, including bloed and blood
components and other Substances of Human Origin (SoHO).

The proposed measures to support strategic projects, as well as the new EU Health Biotechnology
Support Network, will be valuable additions to the European biotech ecosystem. To be successful,
these efforts must involve blood establishments and other scientific experts in their design and
development.

EBA also welcomes, but advises caution over, the overall effort to simplify certain procedures in
existing legislation and to introduce regulatory sandboxes to facilitate innovation, notably regarding
SOHO donor protection.

Finally, EBA welcomes the proposal to establish a Union regulatory status repositery. Given the
increasing number of innovative therapies combining substances of human origin with medical
devices, medicinal products or advanced therapy medicinal products, early regulatory clarification
and transparent access to regulatory status decisions will be essential to avoid inconsistencies and
ensure legal certainty for developers and competent authorities.

Proposals for amendments

1. Innovation must never come at the expense of donor protection and wellbeing.

In this respect, EBA urges the European Parliament and Member States in the Council to consider the

EBA proposals for amendments:
* Donor protection and wellbeing

* Participation of experts in
strategic project assessment

* Role of public and non-profit
sectors in biotech innovation and
improving patient access to
innovative therapies

Public blood establishments have
historically played a central role in
the development of innovative
therapies such as hematopoietic
transplantation and, more recently,
advanced therapy medicinal
products (ATMPs). Their continued
involvement, alongside transfusion
experts, will be essential.



The future of transfusion medicine: A European perspective

The SoHO Regulation: a modern and (hopefully) agile framework
Strengthening donor and patient protection, voluntary unpaid donation, vigilance and clinical outcome
monitoring, supply continuity and crisis preparedness

Health data and interoperability: transforming transfusion medicine in Europe
Interaction between the SoHO Regulation and the EHDS should enable improved donor surveillance and
protection, real-world evaluation of blood component efficacy and safety, better interoperability and
traceability, large-scale public health and translational research

Blood and plasma supply: now a strategic European concern
SOHO regulation and the Critical Medicines Act to improve supply security, reduce external dependencies,
coordinate European preparedness, thrive towards strategic autonomy for critical SOHO, including
plasma-derived therapies

Public blood establishments: more than ever innovation actors
European Biotech Act: blood establishments and transfusion medicine expertise remain essential, notably
for innovative ex-vivo cell therapies

Shared European values across transfusion medicine
Trust, voluntary unpaid donation, donor protection and equitable patient access to high quality therapies
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http://www.europeanbloodalliance.eu/
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