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Founded in 1949, the Council of Europe is the oldest and largest European institution,
currently comprising 46 member states. One of its core principles is to enhance
cooperation among member states to improve the quality of life for all Europeans.
Transplantation activities within the Council of Europe are coordinated by the European
Directorate for the Quality of Medicines and HealthCare (EDQM) through its European
Committee on Organ Transplantation (CD-P-TO).

Since 1987, the EDQM has actively contributed to the development and implementation
of quality, safety, and ethical standards in the field of organs, tissues, and cells. This has
been achieved through various initiatives, programmes, and legal instruments,
facilitating knowledge exchange between countries and institutions. Within this context
of intergovernmental cooperation in the field of health, the EDQM regularly identifies
and investigates technical challenges.

The EDQM also maintains strong and fruitful cooperation with the European Union (EU)
on a range of health-related issues. This collaboration supports the harmonised
implementation of high standards for quality and safety in healthcare across Europe and
beyond, while also aiding the enforcement of EU legislation. Moreover, the outcomes
of these activities provide valuable data to inform evidence-based policymaking.

Under recent grant agreements between the European Commission and the EDQM, the
EDQM has examined national and EU-level practices for collecting and reporting tissue
and cell activity data. The goal was to harmonise methodologies, reduce the reporting
burden on institutions, and ensure the collection of accurate and meaningful data to
assess the availability and needs of tissues and cells across Europe.

Achieving self-sufficiency based on voluntary, unpaid donation, ensuring supply
security, and guaranteeing timely and equitable access to safe transplantation are key
national and European objectives. A realistic assessment of needs is essential for the fair
and efficient distribution of tissues and cells and, most importantly, to avoid
overdependence on third countries or a few EU countries. Accurate activity data is also
critical for contextualising figures related to serious adverse events and reactions
involving the use of tissues and cells of human origin.

However, at the time of the meeting, data on tissue and cell activity remained
fragmented and incomplete. This applied not only to national procurement and
distribution but also to cross-border exchanges within the EU and internationally.
Despite efforts by various stakeholders—including some Member States and
professional societies—to collect such data, reporting bodies such as tissue
establishments and clinical users faced significant burdens. These efforts were often
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hindered by inconsistent terminology, varying units of measurement, unclear data
requirements, and the absence of a legal mandate at the EU level.

To address these challenges, representatives from Member States, professional
societies, the European Commission, and the Council of Europe have collaborated to
improve the coherence, accuracy, and granularity of data collection.

For this purpose, three working groups participated in the project—comprising experts
in the fields of replacement tissues, haematopoietic progenitor cells (HPC), and
medically assisted reproduction (MAR). They developed a core dataset designed to
streamline and harmonise data collection across the EU. This dataset aims to improve
the quality, consistency, and accuracy of collected data, ensuring the level of detail
required for transparency, biovigilance, and the needs of all relevant stakeholders.

The groups also agreed on a unified methodology and terminology to ensure data
accuracy and completeness. These elements were incorporated into both a glossary of
definitions and the dataset itself for clarity. Additionally, they issued recommendations
on the coordination and implementation of data collection, including its frequency and
key measures to support its effectiveness.

The purpose of this meeting was to present the outcomes of this work to all
stakeholders—particularly the proposed datasets—and to finalise the conclusions and
recommendations to be submitted to the European Commission for consideration in the
upcoming revision of EU legislation in this field.
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AGENDA
1. Welcome and opening remarks (EC and EDQM)

2. Background introduction: The importance of data in the future EU SoHO
Framework (EC)

3. Background introduction: State-of-the-art in tissue and cell activity data
reporting and methodology used during this project (EDQM)

4. Presentation of the developed minimum datasets: replacement tissues,
haematopoietic progenitor cells and medically assisted reproduction
(representatives of each subgroup)

5. Results of the pilot tests (EDQM)
6. Conclusions and recommendations (EDQM)

7. Next actions (EC)
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This glossary of definitions is intended to facilitate the completion of the activity data collection
exercise for tissues and cells, as per document Harmonisation of activity data collection exercises in
the field of tissues and cells in Europe: Dataset for activity data reporting, PA/PH/TO (21) 2 In some
cases, the definitions included might not be suitable for other purposes (e.g. clinical practice). If a
definition is not found among the terms included in this glossary, please refer to the Council of
Europe Guide to the quality and safety of tissues and cells for human application.

Application procedure: Clinical application of tissues/cells in a recipient, regardless of the number
of grafts used.

Batch: A defined quantity of starting material, packaging material or product processed in one
process (or series of processes) so that it can be considered to be homogeneous.

Cell product from one donor (referring to haematopoietic progenitor cells): Product obtained from
one donor in the amount/dosage of haematopoietic progenitor cells needed for one patient for one
transplantation procedure/episode/treatment course.

Container: Receptacle used to store tissues or cells as provided for clinical application.
Examples:

Musculoskeletal Tissue  One individually packaged or contained graft (e.g. one femoral head,
one unit of demineralised bone, one container of bone chips, one
femoral strut, one osteochondral allograft, one tendon or part of a

tendon).
Ocular Tissue One individually packaged or contained graft (e.g. one cornea, one
piece of sclera).

Cardiac Tissues One individually packaged or contained graft (e.g. one valve).
Vessels One individually packaged or contained graft (e.g. one package
containing one or more lengths of vessel).

Amniotic Membrane One container of tissue, regardless of the area of tissue it contains.

Couple: Two individuals who declare that they have an intimate physical relationship.

Cycle: The process (including medication or not) that leads to a unique collection of gametes (for
donation or own use), to the single (at a unique time) use of gametes or to the transfer of one or
more embryos in a single procedure.

Dedicated oocyte donation: A type of oocyte donation in which a specific donor is assigned to a
specific recipient, who receives all of the donor’s oocytes for a medically assisted reproduction
treatment.
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Delivery: The complete expulsion or extraction from a woman of one or more foetuses, after at
least 22 completed weeks of gestational age, irrespective of whether they are live births or
stillbirths. A delivery of either a single or multiple newborn is considered as one delivery. If more
than one newborn is delivered, it is often recognised as a delivery with multiple births.

Distribution: Transportation and delivery of tissues, cells and/or embryos to an organisation
responsible for human application in the EU.

Donor: An individual, living or deceased, who is a source of tissue, cells or embryos for human
application and for other purposes including research, from whom tissues, cells and/or embryos
have been retrieved.

Embryo donation: The process by which a woman (or couple) donates embryos to enable another
woman (or couple) to conceive.

End user: Person or organisation responsible for the human application of tissues and cells.

Export: Transportation and delivery of tissues and cells intended for human application to tissue
establishments or organisations responsible for human application outside the EU (i.e. in a third
country).

Fertility preservation: The process of saving or protecting a person’s oocytes, sperm and/or,
reproductive (ovarian/testicular) tissue so they can use them to try to have biological children later
in life.

Import: The act of bringing tissues or cells into an EU member state from a country outside the EU
(i.e. a third country) for the purpose of human application, further processing or storage.

Intra-uterine insemination (IUI): Procedure in which processed sperm cells are transferred
transcervically into the uterine cavity.

Intracytoplasmic sperm injection (ICSI): A procedure in which a single spermatozoon is injected
into the oocyte cytoplasm.

In vitro fertilisation (IVF): MAR procedure that involves extracorporeal fertilisation. It includes
conventional in vitro insemination and intracytoplasmic sperm injection.

Live birth: The complete expulsion or extraction from a woman of a product of fertilisation, after
22 completed weeks of gestational age which, after such separation, breathes or shows any other
evidence of life, such as heart beat, umbilical cord pulsation or definite movement of voluntary
muscles, irrespective of whether the umbilical cord has been cut or the placenta is attached. A birth
weight of 500 grams or more can be used if gestational age is unknown. Live births refer to the
individual newborn; for example, a twin delivery represents two live births.

Medically assisted reproduction (MAR): reproduction brought about through various interventions
that include in vitro handling of both human oocytes and sperm, or of embryos, for the purpose of
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treating different forms of fertility impairment and infertility. These include, but are not limited to,
ovulation induction, ovarian stimulation, ovulation triggering, intra-uterine, intracervical and
intravaginal insemination with semen of husband/partner or donor, in vitro fertilisation, embryo
transfer and intracytoplasmic sperm injection.

Non-partner procedures: Any medically assisted reproduction method that involves procurement,
processing, testing and/or storage of donated human gametes, zygotes, embryos and/or
reproductive tissues of donors. Whenever donated gametes are used in a medically assisted
reproduction procedure, all cycles, collection procedures and gamete units of both members of the
couple should be reported under non-partner procedures.

Oocyte donation: The process by which a woman (the donor) donates oocytes to enable another
woman (the recipient) to conceive as part of a medically assisted reproduction treatment.

Ovarian stimulation: Pharmacological treatment with the intention of inducing the development
of ovarian follicles. Its purpose is to obtain multiple oocytes at follicular aspiration.

Partner procedures: Any medically assisted reproduction method that involves procurement,
processing, testing and/or storage of human gametes, zygotes, embryos and/or reproductive
tissues of couples that have an intimate physical relationship. It does not include medically assisted
reproduction procedures involving any donated oocytes and/or sperm, i.e. whenever donated
gametes are used in a medically assisted reproduction procedure, all cycles, collection procedures
and gamete units of both members of the couple should be reported under non-partner
procedures.

Release for clinical application: The act of certifying compliance of a specific tissue or cells or batch
of tissues or cells with the requirements and specifications before storage.

Sperm donation: The process by which a man (the donor) donates sperm to enable a woman (the
recipient) to conceive as part of a medically assisted reproduction treatment.

Split oocyte donation: A type of oocyte donation in which all the oocytes from one donor are
donated for medically assisted reproduction procedures in more than one recipient.

Supernumerary oocyte (egg sharing)/supernumerary embryo donation: A type of oocyte/embryo
donation in which a woman who is undergoing a medically assisted reproduction procedure
donates some of her oocytes/embryos to the clinic where she is having treatment, so they can be
used by another woman (or couple) for medically assisted reproduction.

Transport: The act of transferring or conveying of tissues and cells from one place to another within
one organisation or between facilities. It may include transport between tissue establishments
within the same country or to another EU member state for further processing or storage.
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CONCLUSIONS AND
RECOMMENDATIONS
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+» The importance of data in the future EU SoHO Framework by the DG-SANTE
Deirdre Fehily (European Commission)

BACKGROUND INTRODUCTION

THE IMPORTANCE OF DATA IN
THE FUTURE EU SOHO
FRAMEWORK

10/12/2020
European Commission.

Activity Data Reporting - EDQM-EC
co-operation - opening meetings in
2019 o —_—— =
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Conference on the BTC
Evaluation - October 28 2019
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Issues identified © & 5 major themes

1. OQut-of-date technical provisions in a rapidly changing sector

2. Oversight provisions not adequate to regulate today’s BTC
landscape

3. Some citizens are not adequately protected: donors and offspring

4. Innovation is not optimally facilitated

5. Limited provisions to ensure sufficiency of several mD

Oversight provisions not
adequate to regulate
today's BTC landscape

Evaluation findings
- Panel 3

~ Lack of principles to ensure independence of
authorities/inspectorates from the field they
regulate

~ No formal mechanism to verify effectiveness of
inspections/authorisations (as seen in other
frameworks)

~ Fixed 2-yearly inspection frequency not optimal
for efficien

~ Clarity of provisions for activity data reporting not
adequate

~ Clarity of provisions for vigilance not adequate
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SoHO Vigilance

— Whole chain Include donor SAR & clinical SAE
— All organisatiens-participate Safe system
— Valid data & denominatars ) Progress on definitions+guidance
i : i3 dnalyse sLegislation
own data (trends, causes)

— L] L] L]

sRegulatory oversight
sEvidence-based Guides, texts,

guidelines
»Co-owned by professionals,
Benefits independent from producers
Learn what works well
Recommendations/measures *Safe SoHO products
Prevent avoidable harm *Health protection for

donors, recipients and
offspring
"Transparency and trust

Commission Work Programme 2021 -
Revision of blood, tissues and cells legislation

AT | Rewhibiom b bl o sl ek beghlatbm Thai st et Dharsacteve 000 98T e fny ] ity af Bk Bova] sm] o] conppormans s of Dusces
N2 EC o ety ard quaslity af uoresn isvses eed cells e thar explezewimg so nres b wpdei e blovdl
tsna, il el bingal Bt Tha 1T oot riches Bigh safory ancd qualiy smabascki for oed, Sasian and
s [BICL These were sfopiod in respams ie i wsssce of dicuses throagh BTC n the 506 and 85 The
i e b pudat b com bgedation G aBar fon sere Minible sy e wwebl sl cliskgical
deovioproes 1 anms e sddoess B3¢ (re-Krscrpaes af corererkcoble dwcascs mdudrg lcusas bowm Ba ke
AR pambrnna 1 aall absi sdderns mvnieang cwmmryisbecbon wel ghdulbotio of e wdm The e
mEn = resrl fom kgl of saay kdhesal pransiam. wach will alker beio spdaing of riandands, Alss,
He vevisim rowabdalier the puresdably kv Vs lssis s s o ingle Frdies mss

ol whption bt 000, Lagilainn: Lagsl Basis Awtialn |8000a3 of the TFRLL Taysit assiend
arauged.

« Mare flexible alignmentto scienceftechnological developments.

+  Addrass the (re-Jemergence of communicable diseases, including lessons
learnt from the COVID-19 pandemic.

+ Address increasing commercialisation and globalisation of the sector.

« Removal from legislation of many technical provisions, which will allow
faster updating of standards.

+ Possibility to merge the basic acts into a single instrument.

| o
[

Published 1% Gct 2020- https:leurdex suropa eullegal-contenti S/ T T#uri=COM: H020-690: FIN
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Revision must follow Better Regulation Guidelines

#Inception Impact Assessment (Roadmap)
~Impact Assessment

analyze the impacts of the policy optiens on social, economic, envirenmental
impacts on all stakeholders while achieving the objectives

»Open Publie Consultatian
»External study (ies)

#Legal proposal

= Planned Commission adoption date; Q4/2021

|
Comiiiion

A O Atlepn (A | Eod || R e | G | UDWESIA e Prosds

Revision af the EU legislation on blood, tissues and cells
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Public consultation

Inception Impact Assessment (Roadmap)

A. Context, Problem definition
and Subsidiarity Check

B. Objectives and Policy options

C. Preliminary Assessment of
Expected Impacts

D. Evidence Base, Data collection
and Better Regulation
Instruments 7
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B. Objectives

« The overall objectives of this initiative are to ensure a high level of
health protection for EU citizens. The EU legal framework should
therefore:

« 1. Ensure safety and quality for patients treated with BTC theraples, for
donors and for children born from in vitro fertilization, and enforcement of
safety and quality requirements.

# Up-ta-date with scence, lechnalegy and epldemiciogy

# Flexible and responsive
~ Protecting all affected citizens

« 2. Optimize access to, and aveoid shortages of, BTC therapies.

= Trusted owersight that facilitates exchanges
# Supply monitoning
» Emergency planning and preparedness

» 3. Ensure the framework s future-proof and facilitates the development
of innovative BTC therapies.

* Robust authorization of nowvel processesand use . E“"W'
. - OTE T WO
# Clear borderlines with other frameworks

B. Policy options -
3 policy options — key differences (gaps 1, 2 and 3)

Policy option1:

Strengthened quality & safety requirements defined by blood and tissue
establishments with strengthened national inspection, EU audits of natianal
control systems (self-regulation)

Policy option 2:

ELl-level| safety and quality requirements defined by European Expert Bodies
(ECDC, EDGM,...) and strengthened national inspection, EU audits of national
control systems (co-regulation)

Policy option 3;
El-leve| safety and quality requirements laid down in the BTC legislation with
improved national inspection systems

o, oo
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B. Policy options - commonalities

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
Introduce risk assessments and proportionate collection of clinical dat:
to allow for (prior) authorisations of innovative BTC

Manage supply issues (gap 5) through:
strengthening supply monitoring
emergency supply measures

|
Comiiiion

Policy Options might also be combined

B. Policy options
(Combinations)

depending on the technical topic

BE/TE - Reference to
risk | authoritative
assessment 4 body
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C. Preliminary assessment of
expected impacts

#Likely economic impacts = on BEs, TEs, CAs, healthcare
providers/syslems, industry, researchers

=Likely social impacts — on donaors, patients, children born from MAR
FLikely environmental impacts — none expected
#Likely impacts on fundamental rights - no significant impact expected

=Likely impacts on simplification and administrative burden - an BEs, TEs,
CAs, healthcare providers/health system, industry

|
Comiiiion

D. Evidence Base, Data
collection and Better Regulation

DATA Yo NEED
Srecdaraed | Uokod,

Stakeholder

y % consultation
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Public Consultaiton

Gather stakehalders views
Prablems
Palicy Objectives
Palicy Options
Impacts
Feedbackon lay language — high mone technical — Meetings with
dacument level lopics - franslated | selectediopics— | pubkshed
English enly SUMMANHES
4weeks 12 weeks 12 weeks canbinaus
170141252020
Q12021 @12021
hittpe: it comivanm Contact the SOHD
podke feam
N

Evidence Gathering

~

Design the data system ta suppen
the implementation

Resaarch and analysis 1o 853855
cosls, impacts and effectivenes)
policy options. Complement
evaluation.

Bardarlines Dhgital aspacts
Costs of actions
Impacts

Senior experts aversesing and Participatory meetingto co-
steering on the 14 study design the system with NCas,
BE/TE= (and other stakehokders)
Dedicated meeting with NMCAs and
BETEs and stakeholdersta
undarstand key [ssues

receive invitation receive invitation

- L

NZAs (and nﬂmratalnahnldm}l»l NCAs (and other stakeholders jwill
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Why a feasibility study? What is SOHO-X?

The feasibility study complements the Impact Assessment study in the
process of revising the legislation on the BTC sector blood, tissues and
cells. Focus: design a data system and prepare implementation.

SOHO-X is used to describe the idea of an EU-wide data system in the
SOHO sector to support the use of best availlable evidence and data for
the public authorities, health providers, innovators and other stakeholders.

Timeline Q1-04 2021

|
Cemmiiion

Mapping — build on existing processes and

databases
Oversight Data for Clinical Data for
Authorities Professionals
1. & el d Blead Databsk and « registries developed and maintained by/for
a:rtn'rtlﬁ- alzo Io support FrEpecions chinicians

2 Vigilance. The rapid akrl platforms for hb-o-d |'RAEI|

and dor fssues and el (RATC) arnus * |mthe SOHO sector, there are a number of

Achwurs Events Rapor (SARE) 15 Comgikd by uu well advanced real world data platforms
Caunel B (EUCCP EBMT, ESHRE, ECCTR, etc.)
L C thonsed T d Cells (Theon-
;;':gn;:T ::?;::-F:ha:- u:iih;:zzr;'-e n;:m :I-'.'u:'.‘j'-lz + Tha ELCCE platfonm is the first pratatype of
Tor e surorisation of rew Substanies ) the EUl supporting such activities.
C'T-m oy HDGEM —$n5-p¢ravm5'“\
morilonng. Dataaal & resdy dedned '

& Seroepideswssagical Data by BEDS - on prevaknds of

S Ambition: Safety and outcome data from

clinicians 1o feed inlo avihorities data
G+ Coding System 18T for BTC and processing Syshems
interoperability supportad by coding,

faxonomies.
| o
Cfitiiid

Existing. Under development. Preparatory work/datasets defined.
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Activities

oty

i87

Map users of the SOHD-X (NCA, BE/TE, stakeholders, EU,
policy makers) needs

.

=i

Co-design system

Tools for Clinical Data

E

Interoperable Cversighl Systems

Technical support, tools
prototype development for RWT
platforms, data analytics etc

Link datesets (RAB, RATC, SARE
activity reporting). usa EU
coding, taxonomies (e.g.. ATEC,
WHOHICD etc.)

Prepare for implamentation under
new MFF/new legal framewark

o i

|
Cemmiiion

Revision of the Blood Tissues and Cells legislation

Incephon Impact Azsassmeant O
i 4B | Cpen for comments on Commissan
patiished for consuitation 17112020 Have Your & al

Cpen public comsutaion

L& | 1 for tha b -
{EU Sursey) o ' Ganeral quastionmaing for tha pubbkc

Tedhmical guesticnraing Tor

prafeszanals
Shackas to gather evdence o= x
m‘ {impacl assessrant, SOHD-X) 4 I Dadcated workshops on key issuas
Impact Assessment of varous
pokicy options
Proposal for revissd
legislation
adoptedby EC

a4 B

s | TecCa] 1 o) T EE B 1 L5l

Eboi T Eres Bl e (6E cai
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¢+ State-of-the-art in tissue and cell activity data reporting and methodology used
during this project
Jaime Marco (European Directorate for the Quality of Medicines and Healthcare)

T

HARHDNISATIDN DF TISSUE AND CELL ACTIVITT '
DATA REPORTING IN EUROPE

arld cell activity data rP;HJrilnq and
mpthc-d-:qug',r used during this project
_Jaime MARCO |

Trarsplaiaan £2020 FEOQM, Coundl of Euraps. All rights reseresd e
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National and European Self-sufficiency

#  Achisang self-sufficency based an veluntary non-remunarated donation and achieving security of supply
are important national (and Eurcpean) goals to prevent shortages and meetthe transplantation
requirements of the patient population.

# Toensure timely and equitable access to safe transplantation, governments need to know how many
tssues and calls are avadable and haw many ane required for thelr populations so the transplantation
reguirements can be cansistently met and an apprapriste level of funding fo suppart denstion
programmes is maintained.

= Arealistic assessment of requirements is fundamental for the rational, fair, and effective distibution of

tizsuwes and cells. Itis also essential in orderte awoid ovemreliance on 3rd countries {outside the EU) or on
a few EL caunties

Balinda, hew & our litthe axpsrimant mith Do you think it's possible to survive
Fwing sef-sufficiently coming along? on cre sggplant the whole winber?
" .ﬂn'r

foi

Trarsplarriation 3020 EDGM, Councll of Eurapa. All rights reseresd

MEWSLETTER
TRANSPLAN

L i

-I'-nleje d;nmlnad: hitns:/fregisteredgm pufreepub
4 sOrder free paper copies: hitpe: (store.edamm. ey
UROCET '

Trarsplariation £23020 EDGM, Cauncll of Europa. Al rights meserssd
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Activity Monitoring — Other Organisations

3 s pe——
Trarsplarriation 3020 EDGM, Councll of Eurapa. All rights reseresd Sy b

Technical Meeting on National and EU-Level Tissue and Cell
Activity Data Collection and Reporting

B3

# European reguiatory bodies (EC, EDOMTY P limean in s
¥ Makonal regustony bodies/nabonal competent asthontes B Bruet A remrant 014 5901
Professonas sooeins Mvokssd i adthily data collection
March 2018
Farare, anal i s corpara on-gong dais  Dumus role of C8E00M pro fosanal arsasebons Coscumy dais aremlabsliy to arvshun e el Dorours corran Féra s and sde quacy af
cofiscid Bxatom ang drey conduners in shin kel of cabs repeebng and publieation end if ELl Diractve ngad recuersmanis (ara By daar and
s o pears oF prac ol and iedvec s thee soope for pollsbory iias veork BoLahe i, F rod L
apnce mbar States jconomm sboa or mandaind at w naanal S el 7
OrsTEl e ) B e Etmbes]

¥

Recommendations to support
possible future regulatory and
technical decisions

Trarsplaiation 3020 EDGM, Councll of Eurapa. All rights reserssd T =
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Findings and conclusions

« A realistic assessment of tissue and cell availability and requirements are
fundamental for the rational, fair, and effective distribution of tissues and
cells,

» It would be essential in order to strive for self-sufficiency and to avoid
overreliance on 3rd countries (outside the EU) or on a few EU countries.

= This information would also be needed to provide adequate context for the
national and European biovigilance figures (i.e. as denominators)

» However, at present we only have a fragmented and incomplete picture of
the tissue and cell activity. This applies not only to the tissues and cells
procured and distributed in individual countries but also at European level.

= Paradoxically, many stakeholders are trying to collect activity data in the
field of tissues and cells but their efforts are undermined by the lack of:
consensus and clarity on the data needed for different purposes,
harmonisation of the terminology used and a legal mandate to collect this
type of data.

Trarsplarriation 3020 EDGM, Councll of Eurapa. All rights reseresd pre—— o

Recommendations

1. A basic data set should be mandated™® at EU level. This data
sat would serve the purpose of transparency for citizens and
as denominators for vigilance exercises,

Criticaldata set 3, The basic data set should be comman for Health Authorities
thermanged and and professional societies.

COMIMEN]
- 3. The Health Autharities should be responsible for the
— collection of the basic data sst and for reporting it to the EC,

7 data set 4, There should be interaction betwean the EL (Health
Authorities) and data-collecting professional societies and
registries (2. ESHRE, EBMT, WMDA, Eurocet) for the
definition of the commeon data set. This interaction could be
facilitated by the EDOM based on existing experience (e.g.
elabaration of technical guides, SARE exercise analysis).

5. There should be interaction between the Health Authorities
and the data-collecting professional societies and registries
far the validation of the collectad data (health insurance
companies could also contribute to the validation of data)

6. The EC should annually publish separate activity and
vigilance reports.® This could be delegated to other bodies
(e.g. EDQM, EUROCET)

=Thes woukl ragure BasGTve changes

Trarsplaiation 3020 EDGM, Councll of Eurapa. All rights reserssd
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Research
= B 1als

Cnbcal data sal [should  ba
mandated al EL kevel}

o

Trarsplaiation £3020 EDGM, Cauncll of Europa. Al rights meserssd

Harmonising Data Collection Exercises for Tissues and
Cells in Europe

Technical subgroup meetings Final dissemination meeting

o ?
() h ®-
@9 @; 5

Replacement tissues HPC « Conclusions
») + Final recommendations on:

ﬁ_'i\, ¥ Content of the minimum data set
; v Organisation of data collecticn and
dissemination

©]

¥ Europsan Cornmission/ DG-SANTE team responsible for the
field of substances of human orgin;
+*  Nabonal requistory bodies/retmonal Heath Authoribes;
¥ Profassional seoetes in rekvant fekds [replacement
[ tasLes, HPC, MAR Y
e ¥ Cther arganisations/bodes performing ntemational data
molection exercses n these fislds;
+ EUl Viglance Expert Subgroup

Medically assisted reproduwdion

EU arant Agresment 20EES3 0]

1 ar ar p——
TrarsplaiaSon £330 EOGM, Cauncl of Burapa. Ml rights resarvsd = = -
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Members of the working groups
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Trarsplarriation 3020 EDGM, Councll of Eurapa. All rights reseresd o= k.—-'

Objectives of the technical meetings

"= What data should be collected for transparency and
biovigilance purposes?

_ = For which types of tissues and cells should we collect
information?

Dataset

= What variables should be collected for each tissue/cell type
_and in what units?

» Who should provide these data and how often?
| * How could accuracy of the data be assured?

» Who should be accountable for the data collection,
verification and dissemination?

Recommendations

1z et -
Trarsplariaton 3021 EDGH, Caundl of Burapa. Al rights reservsd et .
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Designing the dataset

v Objectives: Transparency for citizens, biovigilance
denominators and assess self-sufficiency

v Based on the EU coding platform categories i i
L] L]
v Variables that were not aligned with the -. -
objectives were not considered Ol
v With detailed explanations of the units to
facilitate comprehension
T
Trarsplarriation £3030 EOGM, Coundl of Purapa. Al rights resersed ':_-:'_'—_ __"

Objectives of the technical meetings

"= What data should be collected for transparency and
biovigilance purposes?

_ = For which types of tissues and cells should we collect
information?

Dataset

= What variables should be collected for each tissue/cell type
_and in what units?

» Who should provide these data and how often?
| * How could accuracy of the data be assured?

» Who should be accountable for the data collection,
verification and dissemination?

Recommendations

Trarsplariaton 3021 EDGH, Caundl of Burapa. Al rights reservsd et .
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Additional elements to fine-tune and support datasets

Glossary of definitions:
= Providing clarity to the terms used in the datasets

Pilot tests:

« Participating member States and professional societies tested
the datasets by sending them to national tissue establishments
and clinics or by completing the data from their national
registries

» Feedback was used to validate the datasets and glossary of
definitions and adjust them, as needed

Trarsplarriation 3020 EDGM, Councll of Eurapa. All rights reseresd T e

Thank you for your attention

Stay connected with the EDGM

EDCM Newslstter: hitps:go.edgm.ew/MNewsletier
Linxadln, httpsaihwiwii inkedin.comicompanyiedgim/
Twither, [@edgm_news

Facsboo: @EP@MCounciofEurope

Jaime MARCO@edqgm.eu

Trarsplariation £3020 EDGM, Councll of Europs. Al rights reserssd iEeE L
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¢ Results of the pilot tests for validation of the datasets and the glossary of definitions
Jaime Marco (European Directorate for the Quality of Medicines and Healthcare)

Harmonising data
collection exercises for
tissues and cells in Europe

Pilot test results

Jaime Marco

EDQM

1 TranpianiaionoD EDQM, Coundl of Burops, & righits el

Methodology

* The objective was to validate the dataset and glossary of definitions, i.e.
to asses their clarity and if all respondents understood the questions in
the same manner.

+ A secondary objective was to establish to what extent the data was
already available in tissue establishments/procurement
organisations/clinics/transplantation centres and if identified adaptations
would be feasible,

+ A specific questionnaire was designed to support the submission of
feedback following these pilot exercises.

+ Participating member States and professional societies tested the
dataset by sending it to national tissue establishments/procurement
organisations/clinics/transplantation centres or by completing the data
from their national registries,

£ Trawpniabiond0a EDOM, Cound of Burope, o rights nesenved
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Feedback received

» The survey was sent back by 14 participating CA/professional societies. In total 54
responses were recaived:

* 15 of the responses were completed by CA/professional societies summarising the
responses provided by the contacted tissue establishments/clinics or completed using
existing databases/registries.

# 39 responses were praovided by tissue establishments/clinics.

RT HPC MAR

(14 responses) {10 responses ) {30 responses )
Croatia (2 TE) Bulgaria Belgiurn {Ragistry)
EEBA Croatia Bulgaria (1 MAR. chinic)
France Germany Croatia (6 MAR clinics)
Ireland (2 TE) Ireland {2 TEfclinics) Estoniz
Ttaky Ttaly Ireland (3 diinics)
Metherlands Metherlands (2 TE/clinics) Metherlands (3 MAR clinics)
Portugal Portugal Portugal {11 MAR clinics)
Spain Spain Spain
UK {2 TE) UK (3 MAR clinics)

3 TrawpleiztonEHGD EDOM, Cound of Brone, & rights reserved, L - |
—

Have you experienced any difficulties understanding what data was
requested for any item?

Hasmatopoietic calls MAR
Replacement Clssues

P
o e

4 TrompenionSa EDOM, Cound of Burape, o rghis eserved
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Are the definitions included in the accompanying dataset clear?

Raplacamant tissuas Haematoposatic cedls MAR " tio

. i
J‘ I 1
- A TE

5 Trawplniabiond0a) EDOM, Cound of Burope, 4 rights nesenved,

2] TE

Are the definitions included in the accompanying dataset useful?

Replacement tissues Haematopoeetic cells AR [ 1'H]

J|||I.

B TrampenionSa EOM, Cound of Burape, A rghis reserved

LR}
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Issues identified and subsequent reaction

Replacement tissues

= Doner, denations, application procedures, containers 2 Definitions and examples have
f ac?gecﬁo tﬁe -glgssary . .

+ Living donars_and de donors were included for all tissue bypes, even f they did
not 3pply < Dataaetﬁ?ggen revised to askL%culr this data only Hﬁen it applies. i

HPC
« Donation & Definition added to the glossary.

MAR
= Fertility preservation 2 Definition added to the glossary.

« Number of straws/vials collected varies for each sperm collection=» Explanation in the
glataseet rnq::-cﬂ;ﬁe]'t’]I {u make this clearer when as in%efnr number of sperm cul‘fectinnﬂ.

= Number of treatment cycles with or without ovarian stimulation @ Explanation
reworded in dataset to make it more clear and definition added to glossary.

* Mumber of embryos cgqpresewed after donation ? II;Ias been deleted. Dataon,
embryos cryopreserved is collected in other parts of the dataset and was a duplication.

wlo

o

TranpianiaionoD EDQM, Coundl of Burops, & righits el

Would you currently be able to provide all the data contained in the
dataset?

Raplacamant tissuas Haematopoestic cells MAR & He

]
4 15
E L}
1
5
1
5
.-
cajrs " oA ® A TE

B Tromplanion@aa EOM, Cound of Burape, A rghts eserved
N
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Examples of data not available

Replacement tissues

+ Some TE do not differentiate between high density and low density cornea.
+ Figures on transport and distribution are not available at some TE.

+ Some TE do not have data on clinical application.

HPC
« Paediatric data (some do not collect it, pasdiatric age assessed differently) .
+ Distribution and exchange figures not available for some cell types,

MAR

» Number of couples treated not recorded in some clinics,

+ Number of donors not available.

+ Distribution and exchange data not available for partner procedures.

» Some clinics did not have data on deliveries and live born children as it is not
reported back to them,

+ Discrepancies in cycle data reporting (2 yr retrospective) vs. 1 year
retrospective data reporting difficult outcome data collection.

¥ Trawpniabiond0a) EDOM, Cound of Burope, o rights nesenved

Would you need to make any changes in your current data collection practices
to be able to provide all the requested data?

Replacament tesues HPL MAR

Ih I ||

10 Trawpopinn@a0n EDGH, Cound of Baaps, & righis resned
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Details

Replacement tissues

= Some respondents would need to adapt their IT systems and add specific
fuestions in their currently used guestionnaires.

= Most respondents do not expect major problems to adapt to the proposed datasat,

HPC

« Some respondents would need to make changes, but do not expect major
problems to adapt to the proposed dataset.

MAR

= Most respondents would need to introduce changes in order to collect information
on deliveries.

» Most respondents do not expect major problems to adapt to the proposed dataset.

11 TramplnionSe EROM, Cound of Ewrape, o rghis reserverd

Main findings and conclusions

» Explanations in the dataset are useful and complemented by the glossary of
definitions, which has been expanded to address gaps detected during the pilot
tects.

= & number of tissue establishments and clinics already collect the data identified in
the dataset. However, in many cases this information is not transmitted to the
relevant national Competent Authorities.

» Competent Authorities and tissue establishments would need to make adjustments
in their current data collection practices in order to be able to provide all the
requested information but the necessary changes would be feasible,

» Legislative changes (as detailed in the conclusions and recommendations) would be
necessary to ensure the collection of the identified minimum dataset.

» The identified dataset would streamline and harmenise data collection exercises in
the EU and, overall, lead to the collection of better, more coherent and accurate
data in the level of detail necessary for transparency and biovigilance purposes and
for all relevant users.

12 Trswplanipton@0en EDOM, Cound of Buraps, o righs nesenvedd

63 of 67

PA/PH/TO (21) 7 DEF Harmonising activity data collection exercises in the field of tissues and cells in Europe




LIST OF WORKING GROUP
MEMBERS
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Country/Organisation

Name

European Commission (EC)

FEHILY Deirdre
AMBROSIO Massimo

European Directorate for the Quality of Medicines & HealthCare
(EDQM)

LOMERO Mar
LOPEZ FRAGA Marta
MARCO Jaime

EU Vigilance Expert Sub-Group (VES)

HAPPEL Marjan
LUCAS SAMUEL Sophie
WIERSUM-OSSEL Johanna

European Association of Tissue and Cells Banks (EATCB)

LOMAS Richard

European Eye Bank Association (EEBA)

HJORTDAL Jesper

European Registry for Organs, Cells and Tissues (EUROCET), Italy

CAPELLI Giovanni
FERRERO Ivana
PORTA Eliana

European Society for Blood and Marrow Transplantation (EBMT)

LJUNGMAN Per

European Society of Cataract and Refractive Surgeons (ESCRS)

DICKMAN Mor

European Society of Human Reproduction and Embryology (ESHRE)

LUNDIN Kersti
WYNS Christine

World Marrow Donors Association (WMDA)

FOEKEN-VAN GOOZEN Lydia

NIKOLOV Georgi

B .
ulgaria AVRAMOVA Boryana
GELO Nina
Croatia IVANKOVIC Milena
MAZIC Sanja
VIDOVIC lvana
Denmark PINBORG Anja
Estonia SUTRE Siim
France MARTINACHE Isabelle
German SCHONEFELD Sonja
v VAHLENSIECK Ute
Malta GALEA George

Netherlands

HAPPEL Marjan
VAN EECHOUD Robin

Poland UHRYNOWSKA-TYSZKIEWICZ Izabela
bortusal MESQUITA GUIMARAES Joana
& SEVERINO Paulo
: CARMONA Mar
Spain

GAYOSO CRUZ Jorge
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ATMP Advanced therapy medicinal product

ID Identification

CA Competent Authority

CAR-T Chimeric antigen receptor T-cell

CD-P-TO European Committee on Organ Transplantation (EDQM, Council of Europe)
EATCB European Association of Tissue and Cell Banks

EBMT European Society for Blood and Marrow Transplantation

EC European Commission

ECCTR European Cornea and Cell Transplantation Registry

EDQM European Directorate for the Quality of Medicines & HealthCare
EEBA European Eye Banking Association

ESHRE European Society for Human Reproduction and Embryology
ESCRS European Society of Cataract and Refractive Surgeons

EU European Union

EUROCET European Registry for Organs, Cells and Tissues

FET Frozen embryo transfer

HPC Haematopoietic progenitor cells

ICSI Intracytoplasmic sperm injection

Ul Intrauterine insemination

IVF In vitro fertilisation

MAR Medically assisted reproduction

MESA Micro epididymal sperm aspiration

NK Natural killer

PESA Percutaneous epididymal sperm aspiration

SAR Serious Adverse Reactions

SARE Serious Adverse Events and Reactions

SLA Service level agreement

TESE Testicular sperm extraction

VES EU Vigilance Expert Subgroup

WMDA World Marrow Donor Association
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