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NEW EU REGULATION
- Official Journal EN
of the European Union L series

2024/1938 17.7.2024

REGULATION (EU) 20241938 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

%

Revision of the law of 2008
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NEW EU REGULATION
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Regulation
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SCOPE REGULATION \
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+ Breast
milk and
FMT

set in this Regulation, but

in other frameworks -

Borderline criteria are not
FUTURE PROOFING
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ENTITY AND ESTABLISHMENT

Donor Donor Medical

) ) ) . Processing
Registration Review Examination

Human Clinical
Storage Release _.
Application Outcome
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TECHNICAL GUIDELINES
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by ECDC/EDQM Inspectors shall deem
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and
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the standards to be met

. . SCIENTIFIC ADVICE
_ — I:'Iﬂ-ma:mméx‘tr::':t‘\a-4:|rhuj,.r MS to achlleve NCA cusiie Tl
the standards in the Regulatlﬂn substances of human origin
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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EDQM GUIDE

Position of good practice guidelines
Standards

Tissue and cell (TC) entities must establish, maintain and update a quality management system,
appropriate to their activities, achieving a high level of quality of tissues and cells. ( Article 37.1)

GPGs

212 Each TC entity and tissue establishment (TE) should develop, document and maintain
a QOMS which facilitates meeting all the relevant standards and good practice
guidelines of this Guide and with the requirements of national and, for EU Member

States, EU legislation.
Recommendations

The basic concepts of qualty management, good practice and quality risk management are
interrelated and interconnected. They are described here in order to emphasise their relationships

and their fundamental importance to all activities.

A good QMS may addresses quality management under the following headings:
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EURO GTP-2 AND MIRCA

Safety & quality

requirements

that keep pace

Purpose, with latest
scope, developments

legal frame
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CHANGE

MANAGEMENT
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The authorisation pathway for
SoHO preparations

Systematic Benefit/Risk Assessment by the SoHO establishment, in order to determine the
available evidence on safety, quality and effectiveness, possibly through EURO GTP tool
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a)

b)

d)

Consider
relevant EDQM
monographs

Submission of an application, including laboratory validation and other safety, quality and

effectiveness data and, where relevant, a clinical outcome monitoring plan proportionate to
risk

Assessment of the application by the competent authorty

Grant an approval of
the Clinical OR
Outcome Monitoring
plan or request an
amended plan
n

Assessment by the competent authority of evidence of safety, quality and effectiveness data
gathered in clinical outcome monitoring

- .
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CHANGE MANAGEMENT
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EURO
GTPI
Good Tissue

& cell Practices

Unexpected immunogenicity

Implant failure/Engraftment failure/
Pregnancy loss

Disease fransmission
Toxicity / Carcinogenicity

Other potential risks (can be
associated with specific TCP/therapy)

=

Implantation procedures
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RISK/BENEFIT BALANCE

‘ e —— —_ Degree of novelty and risk defined by available data on quality, safety and efﬁcach

BTC defined by quality, safety and efficacy - e -

Complete set of data Limited set of data

Benefit risk ratio quantified
and acceptable

Benefit risk ratio estimated. Expected benefit justifies expected risk

Sufficient evidence to ensure

unlity, saieryand efficaoy Conditional Authorisation

Full authorisation Further data sets required for final decision making

Negligible (M) Low (L) Moderate (M) High (H)
Vv Quality X Quality v Quality v Quality X Quality X Quality
V Safety V Safety X Safety V Safety X Safety V Safety
vV Efficacy v Efficacy v Efficacy X Efficacy v Efficacy X Efficacy

SARE Reporting (LMH)

e & GVPP

SARE Reporting (N)
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SOHO PREPARATONS

Effectiveness

GPG GPG

ECDC " Validation
guidelines enegEpne
Follow-up
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FAMHP AND SUPERIOR HEALTH COUNCIL

SAER

Superior Health Council — 3 advices

Federal agency - 8 new forms
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