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Council of Europe
Established in 1949
46 member states
Based in Strasbourg
Founded on three main values: 
human rights, democracy 
and the rule of law

Committee 
of Ministers

Congress of Local
 and Regional 

authorities

European Court of 
Human Rights 

Parliamentary 
Assembly

Commissioner of 
Human Rights

Conference 
of INGOs
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Founded in 1964
Partial agreement 
(39 members states & the EU 
+ 33 observers)
Contributes to public 
health and access to good 
quality medicines and 
healthcare in Europe
Wide scope of activities

Our vision
Together for 
better health, 
for all

Our mission
To contribute to public health protection 
by engaging with an international 
community of experts and stakeholders

North America

3 observer
states

Europe

40 39 member states 
and the EU

5 observer
states

Asia

11 observer
states

South America

2 observer
states

Africa

9 observer
states

Oceania

1 observer
state

Non-state

EU (member)
TFDA and WHO (observers)*

* EU: European Union; TFDA: Taiwan Food and Drug 
Administration; WHO: World Health Organization

EDQM
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Safety standards 
for cosmetics, tattoo 
inks and food contact 
materials

Control of cosmetics
Network of Official 
Cosmetics Control 
Laboratories (OCCLs)

Consumer
health

Four policy areas 
& a wide portfolio of activities 

Medicinal
products

Official standards for manufacture 
and quality control of 
pharmaceuticals
European Pharmacopoeia 
(documentary & reference 
standards), Biological 
Standardisation Programme (BSP)

Certificates of Suitability confirming 
compliance with European 
Pharmacopoeia and inspections
Certification of suitability

Control of medicines
Network of Official Medicines 
Control Laboratories (OMCLs)

Quality & safety 
standards

Biovigilance, data 
collection and 
harmonisation

Improving quality 
system / capacity 
building of Blood 
and Tissues & Cells 
Establishments

Addressing SoHO 
supply

Substances 
of human origin

Policies & model 
approaches for 
the safe use 
of medicines

Cooperation 
to combat 
falsification of 
medical products

Pharmaceutical
care
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Governance of SoHO activities

Intergovernmental Committees and Networks Department (ICND) 
SoHO Division

Non-commercialisation of 
substances of human origin Mutual assistance Protection of donors & 

recipients

European Committee on Organ Transplantation (CD-P-TO) 
European Committee on blood Transfusion (CD-P-TS)

39 Member States (MS) including the 27 EU MS

1. Standard-setting:
legal instruments, 

technical standards, policies

3. Capacity building supporting 
SoHO establishments in 

implementing CoE standards & 
EU legislation

2. Monitoring data & practices
Annual reports (Blood and 

Transplant)

EDQM

COMMITTEES

PRINCIPLES

WORKING 
GROUPS

ACTIVITIES
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High-level
dialogue

 The EDQM - a regulatory and technical partner of the EU

 60 years of collaboration in the field of medicinal products

 15 years of collaboration in the field of SoHO

EDQM and EU cooperation  
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New EU SoHO legislation and EDQM Role

9

Regulation (EU) 2024/1938 of the European Parliament and of the Council of 13 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 scope: 
• SoHO intended for human application and SoHO used to manufacture products regulated by other Union 

legislation, as referred to in paragraph 6, and intended for human application
• SoHO are substances collected from the human body, whether contain cells or not and whether those cells 

are living or not, including SoHO preparations resulting from the processing of such substance
• solid organs are excluded from the scope of this Regulation (covered in Directive 2010/53/EU)

Entry into force: 7 August 2024
Application date: 7 August 2027 = 3-year transitional period

EDQM Role: “SoHO entities shall follow the highest available levels of standards (Art. 56 & 59)”
standards are to be based on the fundamental principle that the human body or its parts as such are 
not to be a source of financial gain (in accordance with Article 3 of the Charter of Fundamental Rights 
of the European Union)

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32024R1938
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New EU SoHO legislation and EDQM role 
Implementation of high-level standards through technical guidelines  
- staying up to date with the science

10

If none:

If none:

Commission Implementing Legislation “where the Commission deems necessary” Article 56, 59 Level 1

OR:

a. Technical Guidance on the 

EU SoHO Platform

Published & 
updated 
by 
ECDC/EDQM

Shall be considered as standards
Articles 
27 inspection-standards recognition; 
37 QMS;
39 authorisation-monographs;
56 donor protection;
59 recipients/offspring protection.

b. “Equivalent” Guidance Deemed by CAs to achieve 
equivalent standards

“When adopting such other guidelines, 
Member States should verify and document 
that those guidelines achieve compliance 
with the (EDQM or ECDC)
 standards”

Methods based on international standards or scientific evidenceLevel 3 Compliance with the standard to be demonstrated at the 

entity level
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The CoE/EDQM and the EU in SoHO field

11

Council of Europe/EDQM
• Leading standard-setting organisation in the field of SoHO
• Develops legally binding texts on the topic (1997 Oviedo Convention and the Additional 

Protocol on transplantation of organs and tissues of human origin, 2015 Convention against 
Trafficking in Human Organs)

• Non-legally binding texts: recommendations, resolutions, technical guides, reports and other 
publications

The European Union/European Commission

• Address risks emerging SoHO through its mandate to set high standards of quality and safety of 
SoHO, in accordance with Art. 168(4)(a) of the Treaty on the functioning of the EU

• Undertake a range of activities, drafting legislation and developing guidance, assisting national 
authorities with its implementation, conducting vigilance activities and supporting projects

COMMON GOAL:
TO PROTECT CITIZENS
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Selected activities under the Contribution Agreement 2025-27

12

• Revision of the Guides - Blood, Tissues and Cells, Organs

• Scientific-evidence re-enforcement

• Digitalised – interactive web-based format

• Harmonisation of SoHO activity reporting datasets

• Extended to blood

• Supporting the exchange and implementation of good practices and the 

development of an action plan for achieving and maintaining sustainable supplies 

of SoHO – Blood and plasma, Tissues and Cells, Organs

• new in the Contribution Agreement
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Standard-setting on quality and safety 

13

 INCREASED QUALITY AND SAFETY  OF ORGANS, BLOOD, TISSUES & CELLS
 IMPROVED CLINICAL OUTCOMES

2002 2013 • Comprehensive guidelines based on best available 
scientific evidence to provide professionals with a 
useful overview of the most recent developments in 
the field.

• Ensure high level of quality and safety.

• Contribute to the harmonisation of standards and 
practices among European countries.

• Continuous update and maintenance.

• Consensus documents elaborated by working 
groups (under the aegis of the CD-P-TO, CD-P-TS) 
composed of experts nominated by Member States 
and observers (including professional associations).

1992
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Scope of the EDQM Guides on quality and safety 
of SoHO for human application

14

Recruitment 
of potential 

donors,
Identification 

consent

Donor 
evaluation

Donor 
testing:

 TTI, matching
Procurement Processing

Coding, 
packaging, 

labelling
Storage Release, 

distribution

ETHICAL PRINCIPLES

QS, QA, QM, QC
traceability, vigilance
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Scope of the EDQM Guides on quality and safety
for all products, regardless their final destiny

15

Recruitment 
of potential 

donors,
Identification 

consent

Donor 
evaluation

Donor testing 
– TTI, 

matching
Procurement Processing

Coding, 
packaging, 

labeling
Storage Release, 

distribution

SoHO ethical principles
QS, QA, QM, QC

traceability, vigilance
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WG

Editorial (EDQM)

Consultative/external

Nomination/ selection of members of 
working group

Revision of previous edition

Allocation of tasks to 
working groups

Drafting of chapters

Review cycle

Approval of final chaptersCopy-
editing

Stakeholder consultation

Revision of comments and 
implementation of changes

Adoption by  CD-P-TO/-TS

Final editing and layout

Publication

2/3-years cycle

Development/revision cycle process
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Stakeholders' engagement throughout the cycle

17

Working group
• Working group composed of 40 experts nominated 

by member states and observers (including 
professional associations). 

• Final composition of WG is decided by the 
Secretariat and the Chairs of the CD-P-TO or CD-P-
TS and the chair of the previous edition of the 
Guide, taking into account: 

a) technical and scientific expertise in the 
required fields experts 

b) drafting needs 
c) active participation in the elaboration of 

previous editions of the Guide 
d) broad and balanced geographic 

representation
• Declaration of interest form (DoI) and 

confidentiality undertaking form.

Stakeholder consultation
• Invitations sent to National Health Authorities (via 

CD-P-TO and CD-P-TS members, participants and 
observers, and the EC NCA mailing list); relevant 
scientific/professional associations; and others 
designated by any of the above.

• Consultation period: 6 weeks.
• Each comment is assessed and decisions on 

acceptance  are justified. 
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Blood components monographs (37)

18

Blood component
• Definition and properties
• Preparation
• Requirements and quality control
• Storage and transportation
• Labelling
• Warnings
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Tissue/Cell product
• Definition
• Established clinical 

indications
• Critical properties
• Quality control 

requirements
• Storage and 

transportation
• Special labelling and 

accompanying 
information

• Special warnings

Tissue / Cell Monographs (43)
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Upcoming upgrades of the Guides
• Scientific-evidence re-enforcement
• Digitalisation 

• Advantages: 
• prompt upgrade/changes feasible
• improved access to the content of the guides - quick search, 

advanced search and filters 
• user-customised home page (favourites, proposed content based on 

user profile, …)
• better visibility of changes 
• accurate publishing of additional useful information

• elements: Consultation 
platform Online Guides Link with the 

SoHO platform
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Editions and Timelines
22nd Edition of Guide – layout and design in progress - Publication expected April 2025 

23rd Edition of Guide – Kick-off meeting 4-5 March 2025 

• Publication Q2 2027 - tentative

9th Edition of Guide – layout and design in progress - Publication expected April 2025 

10th Edition of Guide – scope of revision about to start

• Publication Q1 2028 - tentative

6th Edition of Guide – development in progress  

• Publication expected October 2026 
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Putting standards into practice
►  Monitoring data/practices

• Annual reports: Newsletter Transplant and Reports on the collection, 
testing, and use of blood and blood components in Europe;

• Analysis of biovigilance data in the EU (Blood and Tissues & Cells) 
(SARE);

• Harmonisation of data collection on T&C.

► Capacity building activities 
• Best practices:

• Biovigilance best reporting practices (Blood and Tissues & Cells) 
• Optimal use of plasma and plasma-derived medicinal products 

(PDMP) and rare disease treatments 
• Quality management programmes
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Putting standards into practice – Quality Management Programme

► Trainings 

► Audits and training visits

► Blood-Proficiency Testing Scheme (B-PTS) 
Nucleic Amplification Technique (NAT)

HBV, HCV, HIV

Serology

Anti-HCV
Anti-HIV/p24
Anti-Treponema
HBsAg/Anti-HBC

Immunohaematology
ABO, Rhesus, Kell, extended 
phenotyping and irregular antibodies

Bacterial testing

https://www.edqm.eu/en/blood-conference 

https://www.edqm.eu/en/blood-conference
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Supply - Previous projects, deliverables and experience in Blood
Blood Supply Contingency and Emergency 
Plan (B-SCEP) Project (2022)

Toolkit

• Recommendations

• Provides support in establishing, 
implementing and maintaining a B-SCEP

• General Recommendations

• Recommendations for Stakeholders

• Model Preparedness Plan

• Provides a template to assist in 
developing a B-SCEP, building upon the 
Recommendations

https://www.edqm.eu/en/blood-supply-
contingency-and-emergency-plan-b-scep-

Plasma Stakeholder Event on Plasma 
Supply Continuity

Jointly organised by EU Commission and 
EDQM – 26th and 27th March 2025

Attended by more than 150 participants 
from 33 countries 

Plasma Supply Management WG meeting
Jointly organised by EU Commission and 
EDQM – 29th and 30th January 2019

Proceedings

Recommendations to stakeholders
https://www.edqm.eu/en/plasma-supply-
management

https://www.edqm.eu/en/blood-supply-contingency-and-emergency-plan-b-scep-
https://www.edqm.eu/en/blood-supply-contingency-and-emergency-plan-b-scep-
https://www.edqm.eu/en/plasma-supply-management
https://www.edqm.eu/en/plasma-supply-management
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Data harmonisation activities
• Data harmonisation - Tissues and Cells

• Project started in 2019 
• Built on the experience from member states and relevant professional societies in the field 

of tissues and cells
• Aimed at agreeing on a minimum dataset that would serve the purposes of transparency for 

citizens and as denominators for the EU biovigilance exercises
• Agreement on the parameters, units and expected quality of the data to be collected
• Produced recommendations on who should be accountable for the collection and 

validation of this data and ensure dissemination among all relevant stakeholders
• Web page: Harmonising activity data collection exercises in the field of tissues and cells in 

Europe

• Data harmonisation activities in Blood will run 2025-2027 and will rely on previous 
experience in Tissues and Cells field

25

https://www.edqm.eu/en/areas-of-work-transplantation#%7B%22327890%22:%5B1%5D%7D
https://www.edqm.eu/en/areas-of-work-transplantation#%7B%22327890%22:%5B1%5D%7D
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Our work is the result 
of collaboration. 
We believe in a culture 
of cohesion. Our experts 
recognise the value of 
togetherness.

We do not just protect 
public health. 
We strive and work for a 
world where everyone 
can enjoy better health.

We think global, and 
our mandate concerns 
all citizens in Europe 
and beyond. 

All these contributions position the EDQM as 
a leading standard-setting organisation in the 
SoHO sector, reinforcing pivotal role in 
shaping European standards for the quality 
and safety of blood, tissues and cells.
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More information

Follow us on
edqm

@edqm_news

EDQMCouncilofEurope

www.edqm.eu

https://go.edqm.eu/Newsletter

http://www.linkedin.com/company/edqm
https://x.com/edqm_news
https://www.facebook.com/EDQMCouncilofEurope
http://www.edqm.eu/
https://go.edqm.eu/Newsletter
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