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INTRODUCTION
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Founded in 1949, the Council of Europe is the oldest and largest of all European
institutions and now numbers 47 member States. One of its founding principles is that
of increasing co-operation between member States to improve the quality of life for all
Europeans. Transplantation activities at the Council of Europe are co-ordinated by the
European Directorate for the Quality of Medicines & HealthCare (EDQM) through its
European Committee on Organ Transplantation (CD-P-TO).
Since 1987, the EDQM has, through a number of initiatives, programmes and legal
instruments, actively contributed to the development and implementation of quality,
safety and ethical standards in the field of organs, tissues and cells, facilitating the
exchange of knowledge between countries and institutions. Within this context of
intergovernmental co-operation in the field of health, the EDQM regularly selects
technical problems for study.
The EDQM also has a standing and fruitful cooperation with the European Union (EU)
on a number of health related issues. This collaboration contributes to the
implementation of high quality and safety standards in the field of health across Europe
and even beyond Europe in a harmonised manner while also supporting the
implementation/enforcement of the EU legislation. Furthermore, these activities and
their results also provide an important source of information to support evidence-based
policy-making in the field.
In the framework of the most recent grant agreements between the EC and the EDQM,
the EDQM has studied national and EU-level tissue and cell activity data collection and
reporting exercises with a view to harmonising practices and minimising the burden on
reporting bodies, while achieving to collect meaningful and accurate information to
provide a realistic assessment of tissues and cells availability and requirements in
Europe.
Achieving self-sufficiency based on voluntary unremunerated donation and security of
supply, as well as timely and equitable access to safe transplantation, are important
national and European goals. A realistic assessment of requirements is fundamental for
the rational, fair and effective distribution of tissues and cells and, most importantly, to
avoid overreliance on 3rd countries outside the EU or on a few EU countries.
Furthermore, having accurate activity data would also be essential in order to put into
context the figures related to serious adverse events and reactions related to the use of
tissues and cells of human origin.
However, at present there is a fragmented and incomplete picture of tissue and cell
activity. This applies not only to the tissues and cells procured and distributed in
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individual countries but also to those being exchanged between EU member states and
at international level. Paradoxically, many stakeholders, including some member states
and professional societies, are trying to collect activity data in this field, posing a
significant burden on reporting bodies such as tissue establishments and clinical users.
Nonetheless, their efforts are undermined by the lack of consensus and clarity on the
data needed for different purposes, the heterogeneous terminology and units used to
describe and quantify tissues and cells and the absence of a legal mandate at EU level
to collect this type of data.
In an attempt to streamline and harmonise data collection exercises in the EU,
representatives from member states, professional societies, the EC and the Council of
Europe have been working together to have better, more coherent and accurate data in
the level of detail necessary for different purposes and users.
For this purpose, 3 working groups have worked in this project (experts in the fields of
replacement tissues, haematopoietic progenitor cells [HPC] and medically assisted
reproduction [MAR]) and have identified a basic dataset including information that
would serve the purpose of transparency for citizens and as denominators for vigilance
exercises.
In addition, the working groups have agreed on a common methodology and
terminology to ensure the accuracy and completeness of the data collection. They have
also made recommendations as to who should coordinate and perform this data
collection, its frequency and how to ensure its success and accuracy.
The purpose of this meeting was to present the results of this work, the identified
dataset in particular, and to agree on the conclusions and recommendations that would
be submitted to the European Commission for their consideration during the upcoming
revision of the EU legislation in the field.
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PROGRAMME OF THE TECHNICAL
MEETING
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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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DATASETS
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GLOSSARY OF DEFINITIONS FOR
DATA COLLECTION ON ACTIVITY OF
TISSUES AND CELLS IN EUROPE

Page 24 of 68

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

Ocular Tissue
Cardiac Tissues
Vessels
Amniotic Membrane

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).
One individually packaged or contained graft (e.g. one cornea, one
piece of sclera).
One individually packaged or contained graft (e.g. one valve).
One individually packaged or contained graft (e.g. one package
containing one or more lengths of vessel).
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,
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for the purpose of treating different forms of fertility impairment and infertility. These include,
but are not limited to, ovulation induction, ovarian stimulation, ovulation triggering, intrauterine, 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 nonpartner 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 following conclusion and recommendations were agreed by the working group and made publicly available for consideration of the
European Commission during the upcoming revision of the EU legislation in the field.
I.

Objective and scope of the data collection
Replacement tissues

Haematopoietic cells

Medically assisted reproduction

1. Member states must establish and maintain (a) national registry(ies) that is/are able to collect, at least, the identified minimum dataset.
2. The mandatory collection of the identified minimum data set as per document ‘Harmonising activity data collection exercises in the field of tissues and cells in
Europe: Dataset for activity data reporting, PA/PH/TO (21) 02’, will require legislative changes at EU level. However, if adopted, it would lead to important
improvements in the data available both at national and EU level for transparency and biovigilance purposes, as well as to support policy decisions in relation to
supply and sufficiency.
II.

Governance, responsibilities and authorisation
Replacement tissues

Haematopoietic cells

Medically assisted reproduction

3. Governance and data collection and curation should be under the responsibility of the national Competent Authority(ies) (CA) or designated bodies.
4. Activity data should be collected for the previous calendar year, ideally in parallel/together with the SARE exercise.
5a. Tissue establishments must be authorised by 5a. Donation/collection centres must be 5a. MAR clinics, tissue establishments handling
their CA, and their authorisation be
authorised by their CA, and their
reproductive tissues and/or cells and independent
conditional, among other factors, on activity
authorisation be conditional, among other
performing
any
MAR
professionals/practices
and biovigilance data reporting. This would
factors, on activity and biovigilance data
procedures must have an authorisation, issued by the
ensure accurate and complete data reporting.
reporting. This would ensure accurate and
CA, to perform MAR procedures, and their
complete data reporting.
authorisation be conditional, among other factors, on
Tissue establishments must report activity
activity and biovigilance data reporting.
and biovigilance data to their CA on a yearly
Any tissue establishment collecting or storing
Activities that must not be done outside an authorised
basis (or more frequently if so decided by the
units in a different country (e.g. cord blood
tissue establishment are processing (including
CA).
units being collected in one country and
processed and/or stored 1 in a different one)
washing of sperm), preservation, storage,
1

This would not include units temporarily stored in the receiving centre for a specific patient
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In third party contracts, data reporting
obligations should be included and specified.
End users must ensure traceability and report
data on clinical applications. Each country can
decide how to organise this reporting
(through tissue establishments [the same as
the SARE exercise], through an established
registry [e.g. ECCTR] and/or directly to the CA)
and its frequency.

must be authorised by their CA to do so,
including the possibility of inspecting their
collection and storage sites.
Transplant centres must report activity and
biovigilance data. Each country can decide
how to organise this reporting (e.g. via EBMT
and/or directly to the CA national
registry(ies)) and its frequency. The CAs
taking part in this exercise believed it would
be easier to obtain this information by having
direct reporting from transplantation centres
to professional societies (e.g. EBMT), instead
of to the CA.

transport/distribution and import/export of human
tissues and cells.
Data must be sent by MAR clinics, tissue
establishments handling reproductive tissues and/or
cells and independent professionals/practices
performing any MAR procedures to their CA on a yearly
basis. Each country can decide how to organise this
reporting (through tissue establishments, through (an)
established registry(ies) and/or directly to the CA) and
its frequency. This would ensure accurate and
complete data reporting.
In third party contracts, data reporting obligations
should be included and specified.
End users 2 must ensure traceability and report all
clinical applications and SARE. Each country can decide
how to organise this reporting (through tissue
establishments, through (an) established registry(ies)
and/or directly to the CA) and its frequency.

5b. CA must be accountable for data collection. However, the CA participating in this exercise agreed that data collection by professional societies was very valuable
and could maximise the accuracy of the data. Thus, should some of the identified data be collected by professional registries, CA would have to enforce rules
to ensure adequate and mandatory transmission of data from these registries to them (i.e. to their national registry(ies)) in good quality and in a timely manner.
CA must qualify those registries providing data to them. This could be done through inspections. In the case of international registries, inspections could be
performed by one CA (mutual recognition by other CA) or by multinational groups of inspectors, or alternatively CA could rely on qualifications performed by
EU authorities.

2

To be understood as a healthcare practitioner who undertakes human application procedures
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5c. Clinics/healthcare professionals must be authorised by
the CA to perform any of the following activities
outside of a tissue establishment:
• Ovarian stimulation for IUI or IVF/ICSI
• Procurement of oocytes, sperm and reproductive
tissues
These authorisations must be conditional on reporting
activity data and biovigilance (SARE) data.
5d.

MAR clinics, tissue establishments handling
reproductive tissues and/or cells and independent
professionals/practices
performing
any
MAR
procedures must have contracts/written agreements
in place with all couples or individuals receiving MAR
treatments establishing their obligation to promptly
report back information about deliveries, live born
children and the occurrence of any SAR (including
genetic disorders in offspring when non-partner donor
gametes were used).
Collecting data on deliveries and live born children (as
proposed in the minimum dataset) would allow
assessment of the number of children born from MAR
procedures in each country.

5e. Legislation must enforce single cycle data recording.
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III.

Transport, distribution and import/export
Replacement tissues

Haematopoietic cells

6. When transport/distribution activities involve
third parties these must be done within the
framework of a SLA with a tissue
establishment. It would be the responsibility
of the tissue establishment to report these
transport/distribution activities to the CA as
part of their reporting duties.
Distribution of tissues/cells to any end user
must be done within the framework of a SLA
that specifies the obligation of the end user to
ensure traceability and report clinical
applications and SARE. In the case of
distribution to an end user in another EU
country, in addition to the national reporting
requirements, the tissue establishment which
distributed the tissues/cells must be informed
of any serious adverse reactions.

Medically assisted reproduction
6. When transport/distribution activities of gametes,
embryos or reproductive tissues involve third parties
these must be done within the framework of a SLA with
a tissue establishment.
End users must report the reception of any
gametes/embryos/reproductive tissues (distribution
from another EU country).
Transport and distribution data should be collected
without making any differentiation between both types
of exchanges, as the tissue establishment sending the
tissues/cells cannot foresee if they will be used for
clinical application (distribution) or stored or sent to a
different location (transport).
The interest in collecting data on distribution/transport
and import/export of reproductive tissues and cells is
different in the case of partner and non-partner
gametes/embryos. In the case of partner
gametes/embryos, these may travel in response to
differences in access to care (e.g. travel to access
techniques not legal or available in the country of
origin), while the movement of non-partner
gametes/embryos across borders is probably mainly
driven by commercialisation. Having information about
both types of gametes/embryos would be valuable to
meet the objectives of transparency (including self-
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sufficiency and overreliance on certain countries) and
biovigilance.

IV.

Data collection for other purposes
Replacement tissues

Haematopoietic cells

7a. The collection of outcome data is very complex and requires extensive resources.
Additional legislative changes should encourage detailed expanded data collection and reporting
for other purposes (e.g. assessing the quality of donation and transplantation programmes, policy
decisions, research), as well as detailed outcome data collection. However, this would be beyond
the scope of the EU mandatory data collection exercise.
On the other hand, certain registries already collect this type of data (e.g. EBMT, ECCTR). In order
to improve the quality of the data and coverage of reporting bodies (i.e. to have 100% of centres
reporting their outcome data), the legislation should mention the need to record outcome data,
e.g. in existing registries at national level and/or registries from professional societies.

Medically assisted reproduction
7a. The collection of detailed outcome data (including
efficacy, efficiency and long-term follow-up of
offspring) is very complex and requires extensive
resources.
Further legislative changes should encourage additional
data collection and reporting for other purposes (e.g.
assessing the quality of donation and transplantation
programmes, policy decisions, research), as well as
detailed outcome data collection. However, this would
be beyond the scope of the EU mandatory data
collection exercise.
On the other hand, certain registries already collect this
type of data (e.g. ESHRE’s IVF Monitoring Programme).
In order to improve the quality of the data and coverage
of reporting bodies (i.e. to have 100% of centres
reporting their outcome data), the legislation should
mention the need to record outcome data, e.g. in
existing registries at national level and/or registries
from professional societies.
Nonetheless, basic information on outcomes (e.g.
deliveries, live births from MAR procedures) is
necessary for transparency and as denominators for
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7b. Donor centres/registries should follow up
related and unrelated HPC donors. WMDA has
standards for the follow-up of unrelated
donors and these could be extended to related
donors.
V.

SARE and should be collected through the mandatory
dataset.

Data protection and data traceability
Replacement tissues

Haematopoietic cells

Medically assisted reproduction

8. In accordance with GDPR, patients and living donors must be informed that activity data, including at least that of the minimum dataset, will be recorded in
relevant registry(ies).
9. Individuals undergoing MAR procedures must have a
unique ID number at national level. Furthermore,
couples undergoing partner procedures must be
assigned a couple ID number at national level, and this
couple ID number must be used for all future
treatments involving the same partners.
VI.

Data reporting to the EU
Replacement tissues

Haematopoietic cells

Medically assisted reproduction

10. Following all the above specifications, the complete minimum dataset would be available from national registry(ies) and CA could therefore provide aggregated
anonymised data to the EC on an annual basis, in parallel/together with the SARE exercise.
VII.

Sustainability
Replacement tissues

Haematopoietic cells
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Medically assisted reproduction

11. Collecting the information identified in the minimum dataset will involve costs and the need for additional resources at tissue establishment, national and EU
levels. Thus, policy makers should provide sufficient resources to enable implementation and sustained/continued operation.
VIII.

Data dissemination at national and EU level
Replacement tissues

Haematopoietic cells

Medically assisted reproduction

12. Member states must be accountable for the data collection and its dissemination
13. This minimum data set should be made publicly available by the EC for transparency purposes, ideally disaggregated by country.
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The importance of data in the future EU SoHO Framework by the DG-SANTE - Deirdre
Fehily (European Commission)
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– Jaime Marco (European Directorate for the Quality of Medicines and Healthcare)
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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

IUI

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
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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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