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Recommendation CM/Rec(2022)19

of the Committee of Ministers to member States

on establishing measures for the harmonised collection of activity data related to the
availability and use of tissues and cells of human origin with a view to supporting self-
sufficiency and facilitating international data sharing

(Adopted by the Committee of Ministers on 14 September 2022.
at the 1442 meeting of the Ministers' Deputies)

The Committee of Ministers, under the terms of Article 15.b of the Statute of the Council of Europe
(ETS No. 1),

Considering that the aim of the Council of Europe is to achieve greater unity between its member States
and that this aim may be pursued, inter alia, by the adoption of common action in the health field;

Taking into account the right to protection of health, enshrined in the European Social Charter
(ETS No. 035);

Having regard to the Convention for the protection of Human Rights and Dignity of the Human Being with
regard to the application of Biology and Medicine: Convention on Human Rights and Biomedicine

(ETS No. 164), in particular to Articles 10 and 19, and the Additional Protocol to the Convention on Human
Rights and Biomedicine concerning Transplantation of Organs and Tissues of Human Origin (ETS No. 186);

Having regard to Resolution Res(78)29, adopted by the Committee of Ministers, on the harmonisation of
legislation of member States relating to removal, grafting and transplantation of human substances and the
final text of the 3@ Conference of European Health Ministers (Paris, 16-17 November 1987);

Recalling Recommendation CM/Rec(2020)5 of the Committee of Ministers to member States on the quality
and safety of tissues and cells for human application;

Recalling Recommendation CM/Rec(2019)2 of the Committee of Ministers to member States on the
protection of health-related data which replaces Recommendation Rec(97)5 of the Committee of Ministers
to member States on the protection of medical data;

Recalling Resolution CM/Res(2015)11, adopted by the Committee of Ministers, on establishing harmonised
national living donor registries with a view to facilitating international data sharing;

Recalling Parliamentary Assembly Recommendation 2173 (2020) on “Combating trafficking in human
tissues and cells”;

Taking into account the latest available edition of the Council of Europe Guide to the quality and safety of
tissues and cells for human application;

Taking into account the World Health Organization (WHO) Guiding Principles on Human Cell, Tissue and
Organ Transplantation as endorsed by the 63 World Health Assembly in May 2010, in Resolution
WHAG63.22 on Human Organ and Tissue Transplantation, and in particular Guiding Principles 10 and 11,
which call for health authorities to oversee that transplant programmes ensure traceability and vigilance and
to monitor outcomes of both living donation and transplantation;
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Taking into account the Madrid Resolution on Organ Donation and Transplantation, adopted in 2010, calling
WHO member States to strive towards self-sufficiency in transplantation;

Considering Directive 2004/23/EC of the European Parliament and of the Council of 31 March 2004 on
setting standards of quality and safety for the donation, procurement, testing, processing, preservation,
storage and distribution of human tissues and cells, and Commission Directive 2006/17/EC of

8 February 2006 implementing Directive 2004/23/EC of the European Parliament and of the Council as
regards certain technical requirements for the donation, procurement and testing of human tissues and
cells;

Considering Commission Directive 2006/86/EC of 24 October 2006 implementing Directive 2004/23/EC of
the European Parliament and of the Council as regards traceability requirements, notification of serious
adverse reactions and events and certain technical requirements for the coding, processing, preservation,
storage and distribution of human tissues and cells, and in particular Article 5(1)(a) and Article 7;

Considering Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016 on
the protection of natural persons with regard to the processing of personal data and on the free movement
of such data, and repealing Directive 95/46/EC (General Data Protection Regulation), and in particular
Article 9, paragraph 2, points (a), (h) and (i), which contain provisions permitting the processing of health
data;

Taking into account the Barcelona Principles on the use of human donated tissue for ocular transplantation,
research and future technologies;

Considering that human tissues and cells can restore essential functions or, in some cases, save lives;

Considering that 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 to prevent shortages and meet the transplantation requirements of the patient population;

Considering that to ensure rational, fair, timely and equitable access to safe tissues and cells for human
application, governments and donation and transplantation services need to know how many tissues and
cells are available and how many are required for their populations so their needs can be met consistently
and an appropriate level of funding to support donation programmes is maintained,;

Considering that complete and accurate activity data related to the availability and use of tissues and cells
of human origin would provide transparency for citizens and healthcare professionals;

Considering that complete activity data would be essential in order to avoid overreliance on countries
outside of Europe or on a few European countries, as well as to prepare for risk scenarios that might impact

supply;

Considering that this information would also be necessary to put into context the figures related to serious
adverse events and reactions associated with the use of tissues and cells of human origin, which would
allow the identification of trends and benchmarking of the performance of donation and transplantation
programmes and tissue establishments with a view to maximising the quality and safety of tissues and cells
for human application;

Aware that the increased transportation of tissues and cells between tissue establishments or even across
national borders gives rise to difficulties in ensuring traceability, but that it is essential to maximise the
safety and quality of donated tissues and cells and for ethical reasons;

Considering that the current picture of tissue and cell activity, whether for tissues and cells procured and
distributed in individual member States or those exchanged at international level, is fragmented and
incomplete;

Considering that, paradoxically, many stakeholders, including some member States and professional
associations, are trying to collect activity data in this field, posing a significant burden on reporting bodies
such as tissue establishments and clinical users, and that their efforts have been undermined by the lack of
consensus and clarity on the data needed for different purposes and the heterogeneous terminology and
units used to describe and quantify tissues and cells;
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Considering that a common terminology would be required to ensure clarity on the data needed and the
units used to describe and quantify tissue and cell availability and supply;

Recognising, therefore, the need to provide health authorities, transplant organisations, tissue
establishments and organisations responsible for human application of tissues and cells, including clinical
users, with a harmonised and common dataset to record activity data related to the availability and use of
tissues and cells of human origin;

Considering that significant developments in IT solutions will help to ensure timely and regular data input
and that technical developments will support data exchange between countries/regions,

Recommends that the governments of member States:

— having due regard to their national laws, rules and administrative provisions, take all necessary
measures and steps to regularly collect activity data related to the availability and use of tissues
and cells of human origin, taking into consideration the list of parameters and definitions shown
in the appendix to this recommendation;

— translate, publish and disseminate widely this recommendation and its appendix among relevant
national, regional, and local authorities, professionals, and other key stakeholders.

Authorises the Council of Europe European Committee on Organ Transplantation or, if necessary, a
subordinate body, to revise the appendix to this recommendation in the future in keeping with developments
in the field.

Appendix to Recommendation CM/Rec(2022)19

This appendix to Recommendation CM/Rec(2022)19 provides a list of the parameters member States
should consider collecting and specifies how units should be counted. A supporting glossary of terms
provides, where necessary, additional information clarifying how to measure or collect each parameter in a
manner that will ensure accuracy and consistency and facilitate harmonised international data sharing. It
should be noted that the glossary of terms should be used exclusively for the purpose of this data collection,
as the definitions included might not be suitable for other purposes (e.g. during clinical practice). If a
definition is not found among the terms included in this glossary, the Council of Europe Guide to the quality
and safety of tissues and cells for human application should be used as a reference.

The set of variables and the glossary of terms are those developed within the framework of a co-operation
Grant Agreement (GA 2018 53 01) between the European Commission and the EDQM/Council of Europe.
Therefore, the terms and definitions used align with those of the relevant EU legislation. However, the data
set may also prove valuable for non-EU Council of Europe member States with a view to supporting self-
sufficiency and facilitating international data sharing.

The parameters detailed in the data set and the glossary of terms may be revised in the future in keeping
with developments in the field.
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OCULAR

REPLACEMENT TISSUES ACTIVITY DATA

[counTRY

DONORS (COLLECTED AT NATIONAL LEVEL)

HUMBSERS

UHITSEXPLANATIONS

00 |Desesced donors = of deceased Hesueicsll donors at natonal level
L0 |Living donors % of Ihving tssus/cell donors af nafional ke
OCULAR TISSUE HUMBERS UNITS/EXPLANATIONS
oc 1 enars Lhving donors = of Iving ooular Bssusicel donors ot natonal leve
oc2 Dreceazsed dorors = of deceased ocular tssusicell donors at national leve
oc3 Donations Ocular Sssue donabions = of donation events from one donor, may Indude 1 or 2 eyesicomess
oC 4 Comea, ful thickness (high endothelal cail density) = of comeas with endothellal cell densyz 2000 cells per mm2
Cs5 Comea, full thickness (low endothelal o=l density) = of comeas with endothellal cell densky < 2000 ceils per mmd
DL | e T =PPlluatio™ |Gomea for Endothial Keraioplasty (precutipssied In the Tizsue Estaiiznment = of comaaz
ocT Sciera % of containers
oc Orther pcular % of containers
oca Comea, ful thickness (high endothelal ceil density) = of comeas Wit endothelial cel densEyz 2000 cells per mm2
oc 10 Comea, ful thickness (low endothelal o=l density) = of comeas it endothellal cell densky < 2000 ceils per mm2
ot 11 D"“"‘““ﬂt’ﬂ:’;‘;"“r'"t"‘ Comea for Endatheilal Karatopiasty (precubipesied in the Tiscus Exssasizament = of comeas
o2 Soiera & of containers
oc 13 Orther pcular % of containers
oG 14 (Comea, ful thickness [high endothelal osil density # of comeas wifh endothellal cell densEy = 2000 cells per mm2
0OC 15 Comea, ful thickness (low endothelal o=l density) = of comeas with endothelisl cell densky < 2000 csils per mmd
oc 16 Dlnmbde:ldu:;In AT | miea for Endotheiial Keratopiasty (pracutipesied in the Tissus Estaiissment 2 of comeas
ac AT Srier = of containers
oC 18 Orther pcular % of containers
oc 19 Comea, ful thickness (high endothelal cail density) = of comeas it endothellal cell denskyz 2000 cells per mm2
oc 20 Comea, ful thickness (low endothelal o=l density) = of comeas with endothellsl cell densky < 2000 ceils per mmd
GEL t“lr!;r:t:ﬂ:: Tr':“:'n"um” 1 sonamtyy | 2= 1o Endotnial Keraiopiasty ipreculpesied In e Tissue Exsiizement = of comeas
S22 Sciers & of contaliners
oc23 Crther pcutar = of containers
C 24 Comea, ful thickness (high endothelal cail density) = of comeas with endothelial cell densiyz 2000 cells per mm2
0OC 25 Rezstwad from a Hiocus Comea, ful Hickness [low endothelal cail density) 2 of comeas with endothelisl cel densky < 2000 o=l per med
OC 25 | ectablichment ftrancport] In - [Ciomea for Endothelial Keraioplasty (precutipesied In the Tissue Exsabilzhment = of comeas
27 arsother EU acuntry Sciera 2 of containers
oC 28 Crther pcutar = of containers
oc 29 Comea, ful thickness (high endothelal cail density) = of comeas it endothellal cell densyz 2000 cells per mm2
OC 30 Comea, ful Hickness [low endothelal cail density) = of comeas it endothelial cel densky < 2000 ceils per med
oc 31 ‘E::IOEE Comea for Endotheilal Keratoplasty (precutipeeied In the Tissue Essabilshment = of comeas
oG 32 Soiera & of containers
o 33 Cither pcular 2 of containers
T Comea, ful thickness (high endothelal cail density) = of comeas it endothellal cell densyz 2000 cells per mm2
OC 35 Comea, ful thickness (low endothelal ceil density) = of comeas it endothellal cel densky < 2000 ceils per med
oOC 38 ‘Irm";:n Comea for Endotheilal Keratoplasty (precutipeeied In the Tissue Essabilshment = of comeas
o0 3T Soiera & of containers
oC 38 Crther pcular & of contaliners
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o5 33

o &

oc4

]

oo 4

Application procedurse

Appiications for Penetrating Kemboplassy

2 of applications (one sungica

procedure, regandiess of the 2 of grats used)

Appiications for Anterior Lamellar Keratopiasty

2 of applicabions (one sungica

procedure, regandiess of the 2 of grats used)

Appiications for Endothellal Keatoplasty

2 of applications (one sungica

procedurs, regandiess of the 2 of grats usad)

Aoplications for scleral reconstruction

= of applicabions (one surgics

procedurs, regandess of the 2 of grats used)

Applcations for ofer orular ireatmens. jonly use Hihe applicalion does noé it indo one of the above caiegories)

& of applications (one sungical

procedure, regandess of the & of grafts used)

PLACENTAL TIESUE

HUMBERS

UNITS/EXPLANATIONS

PL1 Donors Living donors & of Ilving piacenial tissue donors at national leve

PL2 Deceased donors = of deceased placental Hssus donors & nadional level

PL3 Deonaticne Piacental membrame donafions = of donation events from one delvery, Inciading mulpie births

PL4 Amniotic membrane 2 of contalners

PLS R I._hw‘mrtr;b:n:::ﬂwn Amriotic membrane eyedrops = of balches prepared for a single patiznt

PLE Crther placenial = of containers

PLT Amnigtic membane # of containers

PLE Dlmum“uru::l usar In the Amniotic membane eysdops & of balches prepared for a singie patiznt

PLS Crther placenial 2 of containers

PL 10 Amrictic membane = of contairers

PL 11 I:I:Mbu'lndzl:r;dunu;rlnanuu_ Amriotc memorans sysdops 2 of balches prepared for & singie pabient

PL 12 Crther placenil = of contairers

PL13 ) Amniotic membrane 2 of contalners

PL 12 t'lra:r:t:r; T:‘::umnr - ;;'::l;y Amrictc membrane eysdops 2 of batches prepared for 3 singie patient

PL15 Crther placenial = of containers

PL 15 Fscadved from a Hecus Amnigtic membane # of containers

PLAT establichment (transport] In - |Amnictic membrane eyedmps & of balches prepared for a singie patiznt

PFL18 another EU acuntry Oither placsnial 2 of Containers

PL 13 Amrictic membane = of contairers

PL20 -:i::lﬁ Amrictc membrane eyedops = of balches prepared for a singie patiznt

PL3 (Orther placenial 2 of contalrers

PL22 Amriotic membrane = of containers

PL23 {Irmu;flj Amnigtic membane eysdops # of balches prepared for a single patiznt

PL 24 Cither placenial & of containers

PL 25 Amniotic membrane applications for ocular reatment (exduding amniotic eye dnops & of applicabions (one sungical prooedure, regandiess of the & of grats used)

PL 26 Amniotic membrane applications for ocular restment (amniotic eye drops) 2 of balches prepared for a singie patient

PL2T Applloation procedurss Amrictc membrane applications for nor-ooular bumisound healng = of applicabions (one sungical prooedure, regardiess of the 2 of grats usad)

PL28 Amrictc membrane applications for ofter reatments = of applicabions (one sungical prooedure, regardiess of the 2 of grats usad)

PL 25 (Other placenfal Bssue applicafions jonly use B e applicaiion does not #t info one of the above categories) & of applications (one sungical procedure, regandess of the & of grafs usad)
CUTANEQUS TISSUE HUMBERS UNITS/EXPLANATIONS

U Donors Living donors & of Iving Cutanenus tissee donors at nafional ke

cuz Deceased donors 2 of deceased cutansous Hesue donors at national level

cu3 Deonaticne Skin donabions = of donation events from one donor, regardiess of e rumber of Bszues obtaimed

4 Skin (=g =4

CU S | Relsaces for olindead application, |Aosilular dermal mairiy cmz

cuE whether diciribubed or ot Keradnocytesimelanocytes = of containers

cuT Crther cutansous Hssues # of containers

cug Skin Cmiz

cus Diciributed fo snd ucar Inthe  |[Aosiulr dermal mariy iz

o ocuntry Keragnocytesimslanorytes = of contaimers

cun

(Crther cutanscus Hesues

= of contaimers
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cuiz Skin cmz
CU 12 | pistribubed to end wear In another | A02IUiar dermal mary cmz
o Ciu 14 ELN picuntry Keradnocytesimelanocytes 2 of comainers
2| cwis Orther cutaneos. Hssues & of containers
E cu1E Skin omz
Z U7 | aentio o tiesue nent  |Ar=iluiar dermal mary cmz
'5 Ci 4 |francport] I anokther EU souniry |Keradnocytesimelanocybes & of contalmers
S E=TRE Cither cutaneous. b # of containers
cuzn Skin cmz
U2 Fiaceivad from 2 ecue Arsiiubr dermal i cma
o] ) sctablich # (trancper] n Kerainoryesmelanocytes & of contaliners
ansther EU gouniry
Orther cutansous. Hesuss 2 of contaimers
Skin cmz
Exports Arsliular dermal madriy ocmz
oz incn EL Keradnocytesmslanocytes 2 of containers
cuar Orther cutansous. Hesuss 2 of contaimers
s 'Skin cmz
cuza Imports Areilular dermal matrt omz
30 inen EU Karagnocytesimelanocyhes 2 of contaimers
U3 Oriher cutanecus Hesues # of contalmers
Cu 3z Applcations for bumsAwound healing & of applicabtons (one surgical procedure, regandess of the & of grafs umed)
cu a3 application propedures Appications for reconstnicthe sagery & of applications (one surgical procedure, regandess of the & of grats umed)
cuad Appications for offer treatments (only uss [ the application do=s not fit inio one of the abowe cabegoies 2 of applications (one surgical procedure, regardess of the 2 of grats umad)
CARDAC TISSUE HUMBERE UNITS/EXPLANATIONS
oA — Lhving donors & of Iving cardiac Bssue donors af nadonal kevel
CAZ Dexeasesd donors & of deceased candlac Bxsue donors at national leved
CAZ Donationc Cardiac Hesus donatons # of donabion events fom ane donor, regardiess of S pumber of Gssues obtained
A4 HW, aortic = of HW
TAS H, pulmonary & of HV
CAG H, aoric deceliansed = of Hv
a7 | P '“wﬁz&“@';ﬁ“ HV, pulmonary decelulaisad 2 of HV
CAE Mon-valved patches and conduls # of contaimers
GAS Pericrdium & of containers
CA1D Orther heart Bssues 2 of contaimers
CAN H', aoric = of HY
CAAZ H, pulmonary & of HV
A3 HY, aoric deceliansed = of Hv
CA4 Dlmhmnﬂu‘l:u::l;umr In the HW, pulmonary decelulansed = of HV
[=1 N - Hon-vahved paiches and condulis & of containers
CAE Pericardium = of contalmers
CAIT Orther heart Bssues 2 of contaimers
CAlE HW, aoric = of HV
(=% L] H, pulmonary & of HV
CAZD H, aoric deceliansed = of Hv
Cazy |Embuied E:Tu::;' e puimanary cecelulanzed = of Y
CAZ2 Mon-valved patches and conduls # of contaimers
CAZ3 Pericardium = of contaimers
CAId Orther heart Bssues 2 of contaimers
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CAZS HW, aordic = of HY

CAZE HW, pulmonary = of HY

CAZT HW, acric decelkiansed = of HY

cAZE w?n:':x;: e e u;'::;y Fv, pulmonary geceiulanzed & of
CAIR Mor-valved patches and conduls = of containers
CA 0 Percardium = of contaners
CA (Cither heart Bxsues = of containers
CA3Z HW, aordic = of HY

CAZE HW, pulmonary = of HY

cA M Fscsived from a ficeue  |H'V, 0 desliansed = of Ky

CAZS setabllichmant [trancpost] In HW, pulmonary decelulanssd = of HY

A IS another EU ocuntry Non-valved patches and conduls 2 of contalners
CA 3T Percardium = of contaimers
CAZE Cither heart Bssues % of containers
CAZS H'W, aordic & of HY

[0 1] HW, pulmonary = of HV

CA4 HW, acric decelkiansed = of HY

CA4Z ':ﬁ::c::] HW, pulmonary decelulanssd = of HY

CA43 Mor-valved patches and conduls % of containers
CAd4 Percardium % of containers
CA4E Oither hear Bssues = of contaners
A4S HW, aordic = HW

(=L HW, pulmonary = HW

CA4E HW, acric decelkiansed = HW

CA4S Imports EU fnan) HW, pulmonary decelulanssd = HW

CAID Morrvalved patches and conduls = of containers
CAS Percardium = of comtainers
CASD Oither heart Bssues % of containers
CASI Sppications for HYV replacement 2 of applicabions (one surgical procedure, regandess of the # of grats us=d)
T Appllaation procedumc sppications for cardac reconstnuction = of applications (one surgical procedure, regandess of the # of grats used)
O Appications for ofer treatments (only use If the appiication do=s not it inio one of the above categories = of appiications (one surgical procedure, regandess of the # of grats us=d)

WESSELS HUMBERS UHITS/EXPLANATIONS
Living donors 2 of Iving vessel donors at national lewel
Dionors
Dreceazed donors 2 of deceased vessel donors af national leve
VE3 Donations \'essel donafions = of donation events from one donor, regardiess of e number of Bssues obtained
VE4 | pelsacsc for clinkal appllcation, ' = of containers
VEE wihether diciributed or not T
VEE [ Diciribuied fo end usar in the # of comtainers
oountry 2 of containers
VEE |Distibuted to snd woer In another # of comianers
VES EU acuntry = of containers
VETD | sentto aticoss sciablichment # of comtainers
firancpor] In another EU oountry [y % of containers
Recetved from a ticous % of containers
sotablch vt fErancpost] In
VE 13 areather EU acuntry = of containers
Exports = of containers
VE 15 inzn EUD = of containers
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,.
L]
@

Imparts Wessels, ateries # of containers

{naan B

Wessels, veins # of contaimers

‘.
1]
@

Application proosdsme Appications = of applications (one surgical procedure, regardiess of the 2 of grats ussd)
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MUSCULDSKELETAL TISSUE

HUMBERS

UNITSEXPLANATIONS

2 of Iving musculicskaiatal tesue donors at natonal leve

ki p— Living donors (inciuding for autciogous use of cranial bone and cartliape]
MU 2 Dereased donors & of deceased musculcskeistial Hssue donors at nafional level
Mu 3 Donations Musculoskeiets tesue donations e e Oneisang o aufecoee use ef crama o and Eatisge]
[LIIEY Whole or part of stnuchuralisupporting bone & of pleces
MU 5 Tendons (Inchading with bony atiachments Wigamentstascia & of pleoes
MU S Csteachondral grafts = of pleoes
MUT | Releaces for sdnieal appllcation, |Bone flling material (=wciuding femoral Fesds & of contaliners
[TIE] wihethesr dictribubted or neot Famoral M = of contalmers
MU 3 Deminemlised bone mairiy (nchadng combined with a camier] = of contalmers
MU 10 keniscus & of pleces
MU 11 Criher musculcskeietal (2.9, sar ossicles, oranlal bone, carlage & of contalners
MU 12 & hoie o part of snuchuralisupporting bone = of plepes
MU 13 Terdons (Inchading with bony atachments Wigamentstascis = of pleoes
MU 14 Cstzochondmal grafts = of plepes
MU 15 |  Diciribuied fo snd ucer inthe  |Bone flling material (=xciuding femoral Reads = of comtaners
MU 15 oountry Femoral hesds 2 of contalmers
MU 1T Ceminemiised bone mairix (nchedng combined wih a camier] & of contalners
MU 18 Meniscus & of pleoes
MU 13 Crther musculcskeietal (2 . =ar ossicles, cranial bore, carilage = of contalmers
MU 20 Whole or part of stnuchuralisupporting bone & of pleces
MU 21 Tendons (Inchading with bony atiachments Wigamentstascia & of pleoes
MU 22 Cisteochondral grafts = of pleces
MU 23 | pygtributed to end weer In another |Bone Tlling maberial (2wciuding femoral Feads = of contalners
ML 22 EU gounbry Feroral heads = of contaimers
MU 25 Deminemlised bone mairiy (nchadng combined with a camier] = of contalmers
MU 25 keniscus & of pleces
MU 27 (Crther musculcskeietal (eg. ear ossicles, oranlal bone, carlage & of contalners
MU 28 & hoie or part of sinuchuralisupporting bone & of pleoes
MU 23 Terdons (Inchading with bony atachments Wigamentstascis = of pleoes
MU 30 Cstzochondmal grafts = of plepes
MU 31 | et to aticcss sctablichansnt  |Bone Tiling material (=wciuding femoral Feads 2 of pontainers
MU 32 | firancpori) In another EU ocunbry [Femoral mesds = of contalmers
MU 33 Ceminemalised bone mafriy (inchading combined wih a camier] & of contaliners
MU 32 Meniscus & of pleoes
MU 35 Crther musculcskeietal (2 . =ar ossicles, cranial bore, carilage = of contalmers
MU 35 & Fcie or part of sinuchuralisupporting bons = of pleoes
MU 3T Tendons (Inciading with bony atachments ¥igamenisTascia = of pleoes
MU 38 Disdeochondral grafts = of plepes
MU 35 Recsimd from 2 tiesus Bone flling material (=xciuding femoral heads & of contaliners
ertak W [transport] In
MU &0 another EU oountry Femoral heads & of contalners
MU 21 Deminemlised bone mairiy (nchadng combined with a camier] = of contalmers
MU £2 Meniscus = of pleoes
MU 43 Criher musculcskeietal (2.9, sar ossicles, oranlal bone, carlage & of contalners
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B £2 & vaie o part of sinuciuralisupporting bone = of pleces
KU &5 Temdors (Inclading with bormy attachments Wigamentsfascis = of plepes
MU £5 Ostzochondral grafts = of pleces
MU £7 Expate Bone Tiling material je¥ciuding femoral heads = of containers
MU 28 inan EU) Femoral Femsds 2 of containers
MU £3 Demineralised bone mafrix (iInclusding combined with a camier; = of containers
MU 50 Meniscus = of pleces
MU 51 Crther musculcskelietal (=g ear ossicles, cranial bore, cardlage = of containers
MU 52 & hole o part of sinucluralisupporting bone & of pleces
KU 53 Temdors (Inclading with bormy attachments Wigamentsfascis = of plepes
MU 52 Ost=ochondral grafts = of pleces
MU 55 Imporic Bone Tiling material jexciuding femoral heads & of containers
MU 55 {non EU Femoral Fesds 2 of containers
MU 57 DCeminemlsed bone mairix (inciedng combined wih & camier) = of containers
MU 55 Meniscus = of pleces
MU 53 Crther musculcskelietal (=g ear ossicles, cranial bore, cardlage = of containers
MU 50 Appication for orthopaedicmaxiictacial surgery # of appiicabions (one sungical procsdurs, regandess of the # of gt used)
KU &1 Appligation proosdusmc Applcation for dental procedures 2 of applicabions (one sungical procedure, regardess: of the 2 of grats. usad)
MU 52 Appications for offer teatments (only use If the application does not fit Into one: of the above calegories = of appiicabions (one sungical procedure, regandess of the = of grats usad)
HEUROMAL TISSUE HUMBERS UMITS/EXPLANATIONS
ME1 Living donors = of Iving neuronal tissue donors at Rafional leve
Donors
ME Z Deceased donors & of deceased neuronal Hssue donors at nationsal lzvel
- . = of donation events from one donor, regardiess of e
NE 3 Donations Fezres: donations number of Hesues cotained
Relsacsc for olinkal applisation,
ME4 i pluray o mot Merves = of containers
NES Dictribwied o and usar In the [e— 2 of contaimers
aountry
Dictribarted to snd weer In another
ME& E country Miarves & of contalners
- Sant to a ticcws sciablichment
ME 7 i ] = of ta ]
firancpor) In another EU scunbry| o EaniamerE
Fepsived from 2 Hecue
NES sctablichmant [trancpodt] In Marves = of containers
another EU couniny
Expostc
Q9
MEZ {nen EL Merves = of contaimers
Imporis
NE 10 incn B Merves = of containers
NE 11 Applioation prooedursc Appications = of appiicabions (one sungical procedure, regandess of the 2 of grats usad)
ADIFOSE TISSUE HUMBERS UNITS/EXP LANATICONS
A1 Living donors = of Iving adipose Bssus donors ot madional kevel
Donors
ADZ Deceased donors = of deceased adipose Sssue donors at national leved
AD 2 Donaticne Adipose Hesue donations = of donation events from one donor, regardiess of e pamber of Sssues obtaimed
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Relsacsc for oindoal applloatiom,

AD 4 wh dictrmuted or not Adipose Husue & of contalmers
apyg | Dietributed fo end ucerinthe s desue # of contalners
gountry
[Hebribartsd 1o and wear In another
AD & ELl ogauntry Adipose Husue & of contalmers
- Zamt to 3 theows sciabllchment
AL T firanepor) In angther EU geuntry Adipose Husue # of contalmers
Fepetved from a Heoue
A E sctabllchmant {trancport] In Adipose Hesue 2 of contalmers
amother EU oounbry
Exporic
AD 2 inen 1 Adipose Husue # of contalmers
AD 10 ‘Imn;;l Adipose Hesue 2 of contalmers
AD 11 Applcations for FEconstructive: surgeny # of appiications jone surgical procedure, regardiess of the & of grats used)
AD 12 Applioation proosdursc Applcations for assthetic surgery 2 of applicabions: (one sungical procsdure, regardess of the & of grafs umed)
AD 13 Applcations for ofer treatments (only use [ the application does not fit Info one of the above categories & of applicabions (one surgical procedure, regandess of the & of grafts used)
PANCREATIC TISSUE HUMBERS UNITS/EXPLANATIONS
P 1 Living donors. & of Ilving pancreatic issue domors at rafonal level
Donors
PA 2 Deceased donors & of deceased pancreabic Hssue donors ot national feved
Fa 3 Donatong Fancreatic Hesue donations 2 of donation events from one donor, egardiess of e pumber of Bssues obialmed
Relsacsc for ollndoal spplioation, ;
P& wily dstrmubed or mot Pancreatic Isiets = of contalmers
pag | Distributed fo end ucerinthe (oot et # of contalners
gountry
[Hebribartsd to and wear In another
PAE TE—— Pancreatic Isiets & of contalmers
Sant to a theswe sciablichment
PAT Pancreatic Isets # of contalmers
firancport) In another EU sountry
fepetved from a Heous
PAB sctablichmand (trancport] In - |Pancreatic sets & of contalmers
another EU acuntry
PA S Exn Pancreatic Isiets # of contalmers
Anaan EU
PA 10 Imparts Pancreatic Isiets 2 of contalmers
{non EU
PA 11 Appllwation procedurss Applcations # of appiications (one singke procsdure, regardess of the 2 of grats ussd)
HEPATIC TISSUE HUMBERS UNITS/EXPLANATIONS
HE 1 Living donors # of I¥ing hepatic Bssue donors af national el
Donore
HE 2 Creceased donors # of deceased hepatic Bxsue donors at national leve
-HE 3 Donatone Hepalic fssus donatons 2 of donation events from one donor, egardiess of e pumber of Bssues obialmed
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Feleaces for oindeal appllaation,

HE 4 whather dictributsd of not Hispaalneytes = of comtalners
c Distribweted fo and usear In the
HE Hi=paalooyies # of contaimers
= aountry ¥
_ | Dicbribauted bo end wear Im ansother
HE & EU gountry Hispeabnyies Z of oontaimers
- Santbo atioowe sctablichenent
HE 7 pirancperi] In another EU scuniry Hiepeatocyes = of contaimers
Recelved from a teous
HE & sctablichmant (trancpot] In Hispeabnyies Z of oontaimers
another EU acunbry
Exporbe
-1
HE nen B Hispealnoyies = of contaimers
HE 10 -:Irmnéﬁj Hispealnoyies Z of containers
HE 11 Applloation procedursc Applcations Z of applicabions (one procedurs, regand ess of e 3 of grafs used)
PARATHYROID TISSUE HUMBERS UMITS/EXPLANATIONS
PR 1 Living donors. = of Ilving parathynoid tssus donors af Radonal e
Donors
PR 2 Deceasesd donors = of deceased paradynoid Hesus donors atnational level
FR 2 Donaticne Parafhyroid tssue donafions & of donabion events from one donor, regardiess of e omber of Bssues obtaimed
= Felsacec for ofindoal applloation, . .
R4 wh dicirin pA—— Parathymid tissue = of contaimers
I Distribweted fo and usear In the . -
PR S gcuntry Parathymodd tissue = of conmtainers
FRE& Dictributed 1o snd woaT In anather Parathymoid tissue Z of oontaimers
ELU ocuntbry
— St bo a thecise aciablichenent . -
"R T | drancpori) in another EU gcuntry Farathymoid tssus = of contaimers
Recetved from 2 Hoous
FR S sctablichmant (trancport] In - |Parathyroid tssus = of contaimers
amsother EU oounbry
- Exporte . -
FRS inem EL Parathyroid tissus Z of containers
Imports
FR 10 Parathymid tssue = of comtalners
iz ELT ¥
=R 11 Applloation proosdurss Applcations = of applications (one surgical procedurs, egandess of the & of grafs. umed)
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COUNTRY | YEAR
Reglstared at
POTENTIAL FOR ALLOGENEIC DONATION T 0000
55 a 1 |7 of regletered and fyped HEC 0onmre
SEallE ﬂTrE';lEtErEd and rf:"Ed cord blood unlts avallable 'b'?-al'ﬁ-ﬁal'tﬂul:lr of unrelated FIEI.E'I".E
DISTRISUTION AND EXCHANGE DISTRIBUTED IMPORT EXPORT
. From EU From non-EL T mion-ELU
£ of unralatad I:Uﬂ't. Call Fll"muﬂt from onsa donaor, rﬂgﬂfdlﬂﬂiﬂ of the num Mrmmﬂauﬂﬂ&lmnﬂlnﬂ'rﬂl Haﬂﬂﬂa"]‘ countries To EU countrias countries countries
5% b1 |[HPC from Done mamow for lm.ﬂEpL:-lnI:{'.bn
5% b 2 |[HPC from penpheral bload Tor transplantation
SS5bk3 :'EHF"'ll?"'a' blaod monanuciear calks Tar u?."lEFllGl'IlE-JF':II:IE [B.g- danar |,|'|'|'I:I|'I:ll3"".EE- o IeTfusion |
S5 b 4 |Peripheral tood monanuclear calls Tor other purpases, axcluding ATMP (e.g. production of CAR-T cels, NK c2lis)
5% [ 5 |APC from cord Maood for Gansglantaton
DONATIONICOLLECTION ALLOGENERC
AUTOLOEOUS Rslatsd donor Unralatsd
£ of donatlona [l]l'l":: Call Flrl:ldul:-'t collachad from ong donor In ons donatlon Drﬂﬂﬂdum - M3y enéompass mora Pasgdlatric Adult W‘l]htr!!' donior
than one apherssls seaslon) {18 yr.]
DC a 1|HPC from bone mamow Tor lm.ﬂEpL:-lnI:{'.bn
DC a 2|HPC from penpheral blood Tor transplantation
DCas :'EHF"'ll?"'a' blaod monanuciear calks Tar u?."lEFllGl'IlE-JF':II:IE [B.g- danar |,|'|'|'I:I|'I:ll3"".EE- o IeTfusion |
DC a 4|Peripheral tood monanuclear c2lls Tor oiher purposes, axcluding ATMP (e.g. production of CAR-T cels, NK c2lis)
OC a 5 |APC from cord food
OC a6 |Othar cels |2.g. Done mamow Tor other purposes), exciud i ATHP
RELEASED FOR CLINICAL APPLICATION AUTOLOEOUS ALLOGENEID
£ ralzased for clinical apphication, whather distributed of not (Unit: Call product collsctad from one donor In one R Unrelatsd
w— mﬂ:" ERICCHT P-Eﬂﬂ e tham one B.Prlﬁmﬂ =] QWBI‘EIFI' W'Btw donor
TE a 1 |[HPC from Done mamow for lm."lEpl\]rlm-.brl
TE a 2 |HPC Trom penpheral Diood Tor Transpantaion
TEa3 :EHF"'le"al bdoisd mononuclear calls for u?."lE-Fllal'll.E-JF':":lE | B danor |,|'|'|'I:l|'l:":-"’".EE- for "|T|.|E|:l"||
TEa4 :'EHF"'ll?"'a' blaod monanuciear calls for other pUrpOEEE, Ex:".lj"'g ATMP I‘E.;. Ffl:ljuﬂl:ﬂ of CAR-T cels, NE c2lis)
TE 3 5 |HEC from cord bood for Fansplantation
TE a 5 |Cord blpod for ofer purposes, excluding ATMP [e.g. preduction of NK cels, mesanchymals)
TE a 7 |Other cells [2.g. Done miaiTow Tor other purposes), exciud g ATKIP
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TRANSFLANT CENTRES

AUTOLOGOUS ALLOGENEIC
TRANSPLANT PROCEDURES ASSOCIATED WITH CLINICAL APPLICATION
Related donor m;:{:‘;’;ﬂ o
TC a 1 |# of ransplants (uni: One Lﬁ."lE-FlH.l'Il procagure wih celis obained from one oF more donors)
TC a 2 |# of reciplents (unik: Cne F'GI'.E"F[ who hiad 3t least one ranspiant F"DEE':IUI'E du '1|'I5 the year WmE'TIEd:I
TC a 3 |HPC from Rone mammow Tor lﬁ.'lE-Fll-]rIE.'.i:ll'l
TC a 4 |HPC Trom pengheral Digod Tor Tansplanizion
TC a 5 |HPC from cord biood for ransplantation
AUTOLOGOUS ALLOGEMEIC
OTHER PROCEDURES ASSOCIATED WITH CLINICAL APPLICATION Srriated
Related donor
reqlatry donor
TC b 1 [ of procadures [unif: One application with calls obtained from one or more donoes)
TC b 2 [ of reciplents junif: One patient who had at least one procedure during the year concamed)
TC b 2 |Peripheral biood mononuclear calls Tor transplant suppor {e.g. donar lymiphocyies for Infusion)
TC b 4 |Peripheral biood mononuciear calls Tor other purpases (e.g. MK cells, Tregs, vines-speciic calis), excluding ATMP
TC b 5 |Other calls for ofer purposes, exciuding ATMP




PARTHMER PROCEDURES

15

CM/Rec(2022)19

MEDICALLY ASSISTED REPRODUCTION ACTIVITY DATA

COUNTRY [ [fELR [
Traatment 4 pa
MAR PARTNER ACTIVITIES UNTHEXPLANATION S
. i Fro@anicry o smbiryo
tranefars [FET)
PA a1 @ ol coules raaied i of couples (el had a1 least one restment cyde niervention (1L, VRICS] and'ar FET ) compreted
oA - . # of cydes whou ovarmn stmubiion (noudes hormone wtsitted cpdes) hat ended upwih one
Aoad [ of e et cydes witou simukbion o e irierven SO
P, 2 e e o # of cypcdess with ovarain simu b fon {eodudes homone sub=ituled cydes) fat ended up with oneof
o3 |§ of reatmerd cyces with simukigon
i e irde rve rlones

FARTHER GAMETEHEMERYOS """‘,'b:;:"'glré";:'m UNIT SE XPLANATIONS
PAERT B af nacyle refievals # of restrieeval procedumes whems o boa st one oocyie was mideved
PAR2Z [# ol oocyles retreved i of aocyles refieved in ot
PAEI [# of oocyles oryopresereed i oocyies oyapmserved in okl
PA B4 ¥ of spermcdlecions {induding MESA, PESA and TESE) # of colectons, mgard s of numbier of sraws and maethod of olecion used
PA RS [ of spermunits oyopmeminved # of srorasiviaks
PARE [ of embryos onopresarved i of embinyos
PART [# ol embryotranshrs ffesh o aya) i of pmosdum s, mgamdkess of e umber of embinpas ransfemd
PABA B of armby ryas ranshemd (fesh oronyo) i of armbinyos

- e g [ g g . ey e i

:,Augrl.ld-Llu'\_u.U:.u.l.'Lv_d_Ldlu arya ) Fom donated spermand parines P

lnacyies i
Pa k0 of ermbiryas ransksmed (msh orono) fom donaied cocyies and pariner 4 of eriinyos

=24 1

DISTRIBUTION AND EXCHANGE OF PARTHER TRANSPORTIDNSTRIBLTIZN INPORT EXPORT LINIT SEAFLANATIONS
GAMETESMISSUEHEMBRY 0% [ACCE S5 TO CARE) From other EUcountrise Toother EU countriss From non-EL countriss To non£ Ucountriss
Paci @ ol gocyles #ofmcges
PAc2 8 of snermmurits B of stroashials
PAcd [ of ambryas #ofembryas
Phcd 8 of gvaran fssues #of vialsfoomaines
PAcS @ of lesioubrizsees fnduding MESA, PESA and TESE) B ol vislslcontanes
Trea fment
DELIVERIES ANDLIVE BORN CHILDRE N [born during the ra porting tipe UHIT & EXPLANATIONS
§ ar ragardize & of when concaived i VRIS (freshor cry of

PA AT |8 of dedivedes # of delfiveries regamiess of fe numbrer of children bom (induding sSilborm)
PAd2 ¥ oflivebom chidmen # of infan s with any vital sgrs
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HOMN-PARTHER GAMETESEMBRYOS

Numbers ragardiess of

UNITS/EXPLANATIONS

treatment typs)
NP a 1 |#of cocyte donors for dedicated and spiit donation cycies 2 of donors (recruted for the specific purpose of donation), regardiess of Me number of donafions
NP a3 2 |# of cocyte donors of supemmumerary cocytes (from pariner procedures) 2 of donors of suUpemumerary oocyies from pariner procadures, regandiess of the number of donations
NF 3 3 [#of oocyte remnevals Intended for onation (dedicated or spt) = of refrizval proceduras where 31 least one 0ocyle was raneved
NF 3 4 [#of cocytes donated (Dewcated, SpILOF SUPSIMUMErarny) = of oocytes
NP a § [ of oocytes cryopresenved [dedicated, spilt or supemumearary) = of oocyles
NP a & [# of sperm gonors # of donors who provided at least one sample during the year
NP a T [#of sperm collections # of collectons, regardiess of the number of sTaws
NP a & [ of sperm uniis cryopresenisd = of siraws/vials
NP 3 9 |# of embryos donaied [ of emonyos [supemumerary after pariner and non-parnes reaimeanis)
DISTRISUTION AND EXCHANGE OF NON-PARTHER TRANSPORTIDISTRIBUTION IMPORT EXPORT UNITS/EXPLANATIONS
GAMETEZ/EMBRYOS [COMMERCIALISATION) From other EU countriss To other EU countriss From non-EU countriea T non-EU countries
NP D 1 |#of sperm units # of sirawsivials
NP b 2 |# of donated emoryos 2 of embryos
MAR with non partner SPERM donation Treatment type UHITSIEXFLANATIONS
i | IVFACSI
NEc1|zar I'EﬁF-E'FDE- ::;:?I-'Iﬁi' who unmderwent I andfar an SmaryDs tramsfiar |l".l'0|l'|l'lg donated speim I.|"I he I'EDD‘T.I'I;
NP ¢ 2 [ of treatment cycles with donated sperm # af cycles, with or without ovarlan stimulation, where donatad spenm was us=d
NP ¢ 3 [#of panner pocyta retrievals # of retrieval procedures where at least one oocyles was refrisved
NP ¢ 4 [# of embryos cryopresened # af embryos (cryopresenved) from donated spemm
NP ¢ 5 |# of embryo ransiers (fresh of cryo) 2 of transfer procedures Invoiving donated sperm, regardiess of e number of embryos irarsfemsd
NP ¢ & [#of embeyos transfemred (fresh o cryo) # of embryos (fransfemed) from donated sperm
MAR with non partnsr OOCYTE donation IVFNCSI UNITS/EXPLANATIONS
NP d 1|7 of recipients [# women who Unoerwant a1 least one embryo transfar INvolving donated ooCy1Es (I the reporting country)
NF d 2 |7 of treatment cycles With 0onated 00cytes = of cycies, SUMUIAIED o NON-SUMWEted, Whers donated 0CYles Wers used
NP d 3 [#of parner sperm colections # of collectons, regandiess of the number of sTaws
NP d 4 | of embryos cryopresened # of emioryos (cryopreserved) from donated oocyies
NP d 5 [# of embryo ransiers (fresh o crya) [# of procadures Involving donated oocytes, regardiess of the number of emioryoe transtemsd
NP d & |# of embryos transfemed (fresh or cryo) # of emiryos {fransfemad) from donated oocytes
MAR WIth non part;:ﬂjlf;::;rf;lﬁﬁn SPERM donation IVFACSI UNITSIEXPLANATIONS
NP e 1 [z of recipients [ women who underwent ai least one embryo transfer Involving donated oocyies and sperm (In he reporting country)
NF 2 Z |z of treatment cyckes wih donated o0Cytas and spem = of cycies, SUMUIated or NON-SUMUEted, Whers donated 0OCYIes and SPETm were used
NF 2 3 [ 0f embayos cryopresened = of emioryos (Cryopraserved | from Gonatad cocyles and spem
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NEe4

# of embryo ransiers (fresh of arya)

# of procagures Invaolving donated oocybes and spem, regardiess of the number of embryos transfemed

NP a3

# of embryos transfemed {fresh or cryo)

# of embryos (iransfemad) from donated oocybes and sperm

MAR with EMER YD donatlon

INFACSI UMITSIEEXPLANATIONS
[supsmumerary from partner or non-partner treatments)
NPT 1 [#of recipients # women who underwant at least one embryo transfier Involving donated supsmumararny embrycs (in fe reporting county)
NP 12 |7 of treatment G‘,‘CEE with donabzad E'T‘I:I",'DE zof G‘,‘CEE. stimulated or non-simuiated, where donabad SLpEmumerany E'T‘DI‘,'EIE Were used
NP 13 |#of embryo ransiers (fresh or cryo) # of procadures Invaolving donated sUpeMUMErary emoryos regardiess of the number of embryos ransfemed
NP4 |#of embryos transfesred (fresh or cryo) # of emioryos (fransfemad) from donated SUDEMUEMErary embryos
DELIVERIES AND LIVE BORN CHILDREN Treatment type
{during the reporting year regardiess of whan concelved) wn IVFACSEI [frash of cryo) UNITS/EXPLANATIONS
NP g1 [#of delveries # of deliveries, regardiess of the number of chiidren bom (nciuding stilbom)
WP'g 2 [#of Ive bom chiidren # aof Infants wih any vital signs
FERTILITY PRESERVATION Humbsrs UMITSEXPLANATIONS
FPai # of palienis who underwent at least one ooCyie refrieval procefure, regariess of e numbsr :l"'l:l:IlL“',".EE retrieved

+ of patients who underaent one of mone oocyie neirievals

FPa2

# of pocyte retieval procedures

# of oocyle retrieval procadures, regardiess of the number of oocyles retmeved

FPa3

+ of patients who underaant one of more sperm colicions (Incleding
MEZA PESA and TESE)

# of patlents who undenwent at least one sperm collection procedure (Including MESA, PESA and TESE with matune sperm
extracted), regariiess of the amount of sirawsvials abiained

FP a4

# of sperm collection procedures (Includng MESA, PESA and TESE)

2 of sperm coliection procedures (Inciuding MESA, PESA and TESE with mature sperm extracted), regardless of he amoun of
sirawsivials oblalned

FPas

# of patients who undiersant an avarian tissue collection

# of patients who undenwent an ovanan tissue coliection procedure, regandiess of the amount of tissue collecied

FPa G

# of owarlan Ussue collection proceduras

# of ovanan tssue collection procedures, regardless of the amount of Bsswe coliected

FPaT

+ of patients who underwent a collection of Immature testicular tsswe

# of patients who undensent a collection procedure of Immature testicular tesue (Le. nat containing sperm), regandiess of the
amount of issue collecied

FPaE

+ af Immature festicular issue collection procedures

# of Immature testcular tissue collection procadures, regardiess of the amount of Hssue collectsd

FP a5

+ of patients who underaent an ovarian issue transpiantation

# of patients who underwent an ovarnan tissue transplantation, regardiess of the numiber of tissue fragments transplanted
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Glossary of terms

Application procedure: clinical use of tissues/cells in a recipient, regardless of the number of grafts
applied.

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 supplied for clinical use.

Examples:
One individually packaged or supplied graft (e.g. one
Musculoskeletal tissue 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 supplied graft (e.g. one
cornea, one piece of sclera).

Cardiac tissues One individually packaged or supplied graft (e.g. one
valve).

Vessels One individually packaged or supplied 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 are in an intimate physical relationship.

Cycle: the process (potentially including medication) that leads to a single collection of gametes (for
donation or own use), to the single (one-off) use of gametes or to the transfer of one or more embryos
in a single procedure.

Dedicated oocyte donation: an 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.

Delivery: the complete expulsion or extraction from a woman of one or more foetuses, after at least
22 completed weeks of gestation, including both live and stillbirths. A single delivery may result in the
birth of one or multiple offspring. If more than one foetus is delivered, it is often recognised as a single
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, from whom tissue, cells or embryos for human application
and/or for other purposes including research, 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.
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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 (IUl): procedure in which processed sperm cells are transferred
transcervically into the uterine cavity.

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

In vitro fertilisation (IVF): a medically assisted reproduction 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 gestation which then breathes or shows some other evidence of life, such as a
heartbeat, 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 achieved through various interventions that
include in vitro handling of both human oocytes and sperm, or of embryos, 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, 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 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: an 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: an 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.

19
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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.



