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Infectious disease transmissions of HIV and hepatitis C by blood transfusion and 
plasma derived medicinal products in the 80s and 90s 

Why does the EU legislate 
SoHO?
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1. Patients are not fully protected from avoidable risks 

EU safety and quality requirements are incomplete and have failed to remain up to date with frequently 

changing scientific and epidemiological developments. The outdated provisions are technical in nature

Conclusions of the Evaluation - 2019

3. Divergent approaches to oversight cause unequal levels of safety and quality 

and barriers to the exchange of BTC across the EU

Lack of general principles, provisions for verification of effective implementation of inspection, 

authorisation, vigilance. 

2. Avoidable risks for BTC donors and for children born from donated eggs, sperm 

or embryos

Donor adverse reactions (including serious ones) are not systematically reported and the requirements 

for testing egg and sperm donors for genetic conditions are limited.

4. BTC legislation lags behind innovation

Limited clinical data on safety and efficacy of new ways of processing donations. Difficulties in defining 

the borderlines for novel BTC with other regulatory frameworks

5. EU vulnerable to interruptions in supply of some BTC

High dependence on plasma import. Lack of supply monitoring for crisis management. 

The legislation had increased the safety and quality of blood, tissues and 

cells across the EU. However, 5 gaps/shortcomings were identified:
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Findings Evaluation BTC 
legislation (2019)

➢Reliance on US for sufficient plasma for the 
manufacture of plasma-derived medicinal products

5. Limited provisions 
to ensure sufficiency

Inception impact Assessment: 

Manage supply issues through…
• strengthening supply 

monitoring 
• emergency supply measures
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1. Recommended 
Actions (1/2)

• European Commission
• Donor protection and vigilance
• Support collection (communication, awareness) 
• Support strategic independence (equitable access, access, free 

market) 
• Optimize legal framework (PMF, donation, GPG)

• EDQM (Council of Europe)
• Data collection and reporting
• Evidence based guidance
• Networking and conferences (optimal use)
• Awareness building, campaigns

• Member States/National Competent Authorities
• National targets and support for collection
• Monitoring and reporting on plasma and PDMP 
• Contingency plans and appropriate use
• Donor vigilance

1. EDQM/EC Symposium 
plasma supply (2019)
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1. Recommended 
Actions (2/2)

• Manufacturers
• Collaboration on optimal use
• Data and knowledge sharing (SARE, best practice, decision

support)

• Blood Establishments
• Increase collection (awareness, collect more and better)
• Donor safety and recognition
• Collaborations (learnings, benchmark)

• Patient Associations 
• Collaboration on optimal use 
• Data and knowledge-sharing (contingency, databases)

• Donor Associations
• Awareness building
• Donor-recruitment best practices 

• Professional Societies 
• Optimal use 

1. EDQM/EC Symposium 
plasma supply (2019)



Policy option 1:
Strengthened quality & safety requirements defined by blood and tissue 

establishments with strengthened national inspection, EU audits of national 

control systems (self-regulation)

Policy option 2:

EU-level safety and quality requirements defined by European Expert 

Bodies (ECDC, EDQM,…) and strengthened national inspection, EU audits 

of national control systems, and MS joint inspections (co-regulation)

Policy option 3:

EU-level safety and quality requirements laid down in the BTC legislation 

with improved national inspection systems, and MS joint inspections 

(horizontal regulation)

Policy options 

explored for the 

legal revision



• Strengthen oversight (gap 3) through:

• stronger principles in EU legislation,

• combined with mutual peer audits, training and guidance

• Facilitate innovation (gap 4) by:

• clarifying the BTC scope and provide advice to Member States on scope

• risk-based authorization of novel processes and use, with proportionate 

collection and assessment of outcome data

• Manage supply issues (gap 5) through:

• strengthening supply monitoring

• emergency supply measures

Measures common in all 3 options

All policy options include 

clarification/extension of scope to 

include currently unregulated SoHO

(FMT and HM)

All policy options:

• Safety and quality PRINCIPLES to be defined 

in EU legislation

• Rules to protect recipients, DONORS and 

CHILDREN born from donated 

gametes/embryos



Policy Option 2 is preferred

• In IIA, ~half of the 

stakeholders who expressed

a preference for a policy

option, option 2 is the 

preferred one 
Preferred policy option(s)

option 1
option 2
option 3
option 2 or 3 (not option 1)

https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12734-

Revision-of-the-Union-legislation-on-blood-tissues-and-cells

Key discussion points 

(workshops//OPC)

• Allow strong engagement 

professionals when drafting

• Member States want to keep a 

voice/say

• Concern fit to EDQM geography

• Transparent drafting/adoption 

mechanism EDQM

• Only for technical rules, not 

organisational (e.g., allocation, 

consent)

• Some MS have own/more 

stringent requirements (e.g., DE)

https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12734-Revision-of-the-Union-legislation-on-blood-tissues-and-cells


Online Public Consultation – Summary 
Report Published





https://app.powerbi.com/groups/me/reports/1fb17fa0-19bd-4a27-abfe-fcdd8fea19d2/ReportSection3802e0fecbd6c240e859?pbi_source=PowerPoint
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Technical
requirements for
safety and quality
are not up-to-date

There are
substances of

human origin that
should be in the

scope of the
legislation but

currently are not
(breast milk, fecal
microbiota, serum

eye drops etc.)

Divergent national
approaches to
oversight by

authorities leads to
unequal protection
and lack of inter-

Member State trust

Donors of blood,
tissues and cells

are not adequately
protected by the

legislation

Children born from
medically assisted

reproduction
techniques are not

adequately
protected

The requirements
for authorising new
ways of preparing
and using blood,
tissues and cells
are not adequate,

particularly
because

demonstration of
efficacy and safety
in the recipient is

not required.

There are
sometimes

difficulties in
defining the

borderlines for
novel BTC (used in

transfusion,
transplantation or

assisted
reproduction) with
other regulatory

frameworks

Current legislation
has not proven

adequate to protect
EU patients from

the risk of
shortages or

sudden supply
disruption

Select up to 4 problems to which you would give highest priority:
OPC2



OPC5

DAFT – detailed analysis not yet

carried out

https://app.powerbi.com/groups/me/reports/29626617-b23c-4d48-a5d3-7f645e2c1538/ReportSectionb37df6c9888712c5cb62?pbi_source=PowerPoint


https://app.powerbi.com/groups/me/reports/29626617-b23c-4d48-a5d3-7f645e2c1538/ReportSection2ddd39d1ca81e8de655d?pbi_source=PowerPoint


https://app.powerbi.com/groups/me/reports/29626617-b23c-4d48-a5d3-7f645e2c1538/ReportSection432232304a776e838ae8?pbi_source=PowerPoint


Inception Impact 

Assessment/Roadmap

Open public consultation (EU Survey) 

+ targeted consultation

2 studies to gather evidence 

BTC Revision – Impact Assessment and Legal 
Proposal

https://ec.europa.eu/health/blood_tissues_organs/policy/revision_en

Impact Assessment of 

various policy options 

Proposal for revised 

Legislation 
adopted by COM

214 + 160 submissions (closed 15.04.2021)

1. ICF
Evidence gathering to support the Impact Assessment – Workshops, survey and expert interviews;  borderline case studies, 

cost:benefit analysis

Commission Impact Assessment Report 

– end 2021

Legal proposal – Q2 2022

2. Deloitte
SoHO – X study - Exploring the options for the future digital system needs of the sector to support the implementation of 

the new legislation - Workshops in September – study continues into 2022

80 responses (closed 12.2020)

https://ec.europa.eu/health/blood_tissues_organs/policy/revision_en


https://ec.europa.eu/health/blood_tissues_organs/policy/revision_en

https://ec.europa.eu/health/blood_tissues_organs/policy/revision_en

