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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). The EDQM is a key European organisation 
involved in the harmonisation, co-ordination, standardisation, regulation and quality control of 
medicines, blood transfusion, organ transplantation, pharmaceuticals, pharmaceutical care, 
consumer health, cosmetics and food packaging. 

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, securing fundamental rights and ensuring 
respect for the human body.  

Within this context of intergovernmental co-operation in the field of health, the EDQM 
regularly selects technical problems for study. Monitoring of practices in the member States 
has become an evident need for the sake of transparency and international benchmarking. 
Keeping this goal in mind, the EDQM elaborates since 1996 and on a yearly basis the 
Newsletter Transplant. This work, performed in close cooperation with the Spanish National 
Transplant Organisation (ONT) and under the aegis of the CD-P-TO, has evolved into a unique 
official source of information that continues to inspire policies and strategic plans globally. This 
publication summarises comprehensive data provided by national focal points designated by 
governments on donation and transplantation activities, management of waiting lists, organ 
donation refusals and authorised centres for transplantation activities. As of today, the 
Newsletter Transplant provides information from almost 70 countries worldwide, including 
Council of Europe member States, observer countries and observer networks. The Newsletter 
Transplant database is connected with other international data collection projects, e.g. the 
WHO Global Observatory on Organ Donation and Transplantation (GODT) and the EUROCET 
database, to avoid duplication of efforts.  

In parallel, many other organisations and professional societies are also performing relevant 
data collection exercises. In the current context where countries, as well as organisations, have 
to optimise and improve the efficiency of their efforts, it is essential that all relevant parties sit 
around the same table to benefit from each other’s expertise, competences and strengths, 
make better use of existing resources, and search for added value while avoiding duplication of 
work.  

The EDQM also has a standing and fruitful cooperation with the European Union (EU) on a 
number of health related issues. Since 2007, when the Lisbon Treaty further developed the 
scope for the EU in the area of health and allowed the establishment of the EU Health 
Programme funding instrument used to implement the EU Health Strategy, the EDQM has 
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been awarded with 4 grant agreements related to the field of substances of human origin due 
to its long-standing experience on the subject matter. In addition, the EDQM has also been 
awarded two separate contracts (SANTE/2016/B4/050 and SANTE/2017/B4/047) to take over 
from the European Commission (EC) the tasks pertaining to the analysis of the serious adverse 
events and reactions (SARE) in Europe in the fields of blood, tissues and cells in the EU for the 
years 2015 and 2016 and the elaboration of the corresponding SARE summaries – one for each 
field and for each year. The activities resulting from all these cooperation agreements and 
contracts are widely recognised as important elements and tools for the implementation of 
high quality and safety standards in the field of health across Europe (in EU member States and 
non-EU member States) 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 a direct grant agreement between the EC and the EDQM signed in 2015 
(Agreement 2014 54 01), a technical meeting on the topic “National and EU-level tissue and 
cell activity data collection and reporting” took place in Strasbourg (France) on 22-23 March 
2018. The Grant Agreement did not specify the topic of the workshop, leaving this to the EC 
DG SANTE to decide in discussion with EDQM, on the basis of the issues that had emerged 
through the evaluation of the blood, tissues and cells legislation. The topic chosen was agreed 
as one that could not be adequately addressed only in the context of the evaluation and for a 
number of other specific reasons: 

1. A commonly reported lack of clarity regarding the requirements for activity data 
reporting for different purposes in the existing legislation and the need to understand what 
was considered optimal and lacking. 

2. An awareness that there were many different activity data collecting exercises 
ongoing, some by national Health Authorities and the EC, some by scientific and professional 
societies and some by standalone bodies such the EUROCET platform which was established 
through an EU-funded project (E-ten programme) and currently maintained by the Italian 
authority CNT.  

3. A common perception that there was both duplication and inconsistency in the various 
reporting schemes. 

4. Despite the many activities in place, there were uncertainties and a general lack of 
confidence in the data reported and published, either for transparency purposes or as 
denominators for vigilance. 

The meeting was attended by representatives of the main professional societies or 
organisations actively involved in collecting data on donation and transplantation in Europe, 
i.e. the European Society for Human Reproduction and Embryology (ESHRE; that collected data 

PA/PH/TO (18) 25



 

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

through the European IVF Monitoring programme), the European Society for Blood and 
Marrow Transplantation (EBMT), the European Eye Banking Association (EEBA), European 
Blood Alliance (EBA), the World Marrow Donor Association (WMDA), Newsletter Transplant 
(ONT) and EUROCET (CNT). For completeness, the European Association of Tissue Banks (EATB) 
was also invited to attend, even if they had no on-going data collection exercises, as well as the 
EU Vigilance Expert Subgroup (VES). Finally, EU member States that had an interest in the topic 
were also invited to send a representative. 

The agenda was organised in separate discussion blocks in an attempt to assess: 

• if there were overlaps, duplications or inconsistencies between the different data 
collection exercises in the processes/objectives/parameters/units/definitions;  

• if the existing activity data collection processes could be streamlined/harmonised so 
that the burden on tissue establishments and Health Authorities was minimised and the data 
remained meaningful and useful;  

• the role of Health Authorities/EDQM and professional societies in this kind of data 
reporting and publication and if there was room for collaborative work;  

• if the legal requirements in the EU regarding data collection were clear and adequate; 
and  

• if there was enough data available to evaluate self-sufficiency in Europe and 
dependence on third countries or supply from certain member States (concern about 
overreliance on few member States). 

These proceedings summarise the discussions held during this meeting and the resulting 
conclusions and recommendations.  
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Thursday 22 March 2018 

9:00 – 18:00 
 

9:00 – 9:30 WELCOME AND OPENING REMARKS  

9:00 – 9:10 Welcome by the Director of the EDQM Susanne KEITEL 

9:10 – 9:20 Opening remarks  
Deirdre FEHILY  
Marta LÓPEZ FRAGA 

9:20 – 9:30 Tour de table 

9:30 – 12:40 
STATE-OF-THE-ART IN INTERNATIONAL DATA COLLECTION EXERCISES 
Please provide information on: governance, frequency, geographical coverage, source of the data (unique 
national focal point vs. centres), type of information collected, publication of raw vs. curated data, glossary 
of definitions available? dissemination/availability of data, other relevant information. 

9:30 – 9:50 European Commission  Deirdre FEHILY  

9:50 – 10:10  
European Society for Blood and Marrow 
Transplantation (EBMT) 

Eoin MCGRATH  

10:10 – 10:30 
European Society of Human Reproduction and 
Embryology (ESHRE) 

Christian De GEYTER 

10:30 – 10:50 European Blood Alliance (EBA) George GALEA 

10:50– 11:10 Coffee break 
11:10 – 11:40 World Marrow Donor Association (WMDA) Lydia FOEKEN 

11:40 – 12:00 European Eye Bank Association (EEBA) John ARMITAGE  

12:00 – 12:20 EUROCET Valentina CARAMIA 

12:20 – 12:40 Newsletter Transplant / WHO Global Observatory Mar CARMONA  

12:40 – 13:30 Lunch 

13:30 – 14:50 

NATIONAL DATA COLLECTION EXERCISES BY AUTHORITIES 
Please provide information on: data collection exercises to which your country provides information, who 
submits data to each, on-going additional national exercises, timing (case by case, monthly, annually…), 
interaction with professional societies for data reporting exercises, dissemination of data (public vs. 
restricted), is  information on international distribution of tissues and cells and imports/exports collected, 
other relevant information. 

13:30 – 13:40 Croatia Milena IVANKOVIC  

13:40 – 13:50 Cyprus Carolina STYLIANOU  

13:50 – 14:00 Estonia Siim SUUTRE  

14:00 – 14:10 Italy Eliana PORTA 

14:10 – 14:20 The Netherlands Robin VAN EECHOUD  

14:20 – 14:30 Poland Artur KAMINSKI  

14:30 – 14:40 Spain Mar CARMONA 

14:40 – 14:50 Sweden Mona HANSSON  
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14:50 – 18:00 ROUND TABLE DISCUSSION 

14:50 – 16:00 

Topics to be addressed: 
Is there overlap, duplication or inconsistency in 
processes/objectives/parameters/units/ 
definitions?  
Could the existing activity data collection 
processes be streamlined/harmonised so that 
the burden on tissue establishments and 
Competent Authorities was minimised and the 
data remained meaningful and useful? 

Facilitators: 
Deirdre FEHILY  
Marta LÓPEZ FRAGA 

16:00 – 16:20 Coffee break 

16:20 – 18:00 

Topics to be addressed: 
What are/should be the roles of Competent 
Authorities/EDQM/professional associations in 
this kind of data reporting and publication and is 
there scope for collaborative work? 

Facilitators: 
Deirdre FEHILY  
Marta LÓPEZ FRAGA 

19:30  Social dinner 
 
 
 

 
Friday 23 March 2018 

9:00 – 13:30 
 

9:00 – 9:40 LEGAL FRAMEWORK FOR DATA COLLECTION ACTIVITIES 

9:00 – 9:20 

Denominators for the EU SARE exercise: are they fit 
for purpose? - Recommendations from the EU 
Vigilance Expert Subgroup. 

George GALEA 

9:20 – 9:40 
Status update on the evaluation of the EU 
legislation on Tissues & Cells. 

Deirdre FEHILY  

9:40 – 12:40 ROUND TABLE DISCUSSION 

9:40 – 11:20 

Topics to be addressed: 
Are the legal requirements clear and adequate 
and, if not, what should be recommended or 
mandated at a national/EU level? 

Facilitators: 
Deirdre FEHILY  
Marta LÓPEZ FRAGA 

11:20 – 11:40 Coffee break 

11:40 – 12:40 

Topics to be addressed: 
Do we have enough data to evaluate self-
sufficiency in Europe and dependence on third 

Facilitators: 
Deirdre FEHILY  
Marta LÓPEZ FRAGA 
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countries? 
Should the collection of data on international 
distribution and imports/exports be 
mandatory? 

12:40 – 13:20 RECOMMENDATIONS AND NEXT STEPS 

13:20 – 13:30 FINAL REMARKS AND CONCLUSIONS 
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SUMMARY OF DISCUSSIONS  
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All major international activity data reporting schemes were invited to present their 
programmes with a common format during the session “State-of-the-art in international and 
national data collection exercises”. They were asked to describe the governance of their 
exercises/platforms, frequency of the data collection and period covered, geographical 
coverage, source of the data (unique national focal point vs. individual centres or 
professionals), type of information collected, if data was public or access-restricted to certain 
groups, if they published raw data as submitted or if there was a revision and curation process, 
if they had a glossary of definitions available, and any other relevant information. Table 1 
summarises all the reported information. 

During the session on “National Data Collection Exercises by Authorities”, member State 
representatives were requested to report to which international data collection exercises they 
submitted data and if they performed other national exercises, who submitted data to each of 
the above mentioned exercises (national authorities vs. professionals/centres), the timing of 
submission of information (case by case, monthly, annually), if there was interaction with 
professional societies for data reporting exercises, dissemination of data (public vs. restricted), 
if they collected information on international distribution of tissues and cells and 
imports/exports, and any other relevant information. Table 2 summarises all the reported 
information. 

These exercises were evaluated based on their overall effectiveness, relevance, efficiency, 
coherence and value. As a means to assess the effectiveness of the ongoing exercises, their 
degree of completeness, accuracy and comparability was discussed.  In general, the data 
collected by professional societies was the most complete. They had managed to collect some 
minimum data sets very consistently. However, fine data was still missing. They also reported 
they had not managed to capture the 100% of the data as their coverage was not complete (in 
some cases, only members or affiliated centres reported data to them). Reportedly, the 
problem was the voluntary nature of the reporting. Clear and binding rules for reporting, 
preferably at EU level, would greatly contribute to closing these gaps. The registries from 
professional societies were, in general, very accurate, as they invested a lot of resources and 
dedicated personnel to integrate internal triggers to control accuracy and internal consistency 
within the databases, to manually curate and verify the data and to establish sound 
governance systems. Their main interest in collecting this information was for research 
purposes. On the other hand, Health Authorities did not, in general, have so many resources to 
collect activity data, with this task sometimes circumscribed to regions or centres. Reportedly, 
the accuracy of data collected by them was heterogeneous and it relayed, on many instances, 
on the reporting bodies verifying their own data. Nonetheless, Authorities expressed that they 
had an interest in this information as a means to assess quality of their donation and 
transplantation systems and as a basis for future policy decisions. 

When comparing the data gathered by professional societies and national authorities, it 
became evident that the source of the data was not always the same, which created 
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discrepancies. In addition, definitions and units being collected were interpreted in different 
manners for the various exercises. All this had an impact in the coherence of the data 
gathered. 

When discussing the relevance of the different exercises, it was agreed that the type of 
information needed for citizens, regulators, end users, professionals, Health Technology 
Assessment (HTA) bodies and supranational/international organisations was not the same. 
Thus, the relevance of the on-going exercises for each one of them was variable.  

In terms of efficiency, the group identified overlaps between the data collected by the 
different exercises, creating excessive burden for the reporting member States, tissue 
establishments and end users. To make things more complicated, the definitions and units 
used by the different exercises differed, creating misunderstanding and additional work for the 
reporting bodies to accommodate the needs of each exercise. It was felt that haematopoietic 
progenitor cell (HPC) collection centres were probably the ones suffering the greatest burden.   

Finally, when analysing the value of these exercises, there was general agreement that there 
was room for improvement as many of them could be streamlined and harmonised to relieve 
the burden on member States, tissue establishments and end users while still collecting 
meaningful and useful data.  

During the session on the “Legal Framework for Data Collection Activities”, a representative 
from the EU VES provided their views on the extent to which the denominators currently 
collected by the EU during the annual SARE exercise were fit for purpose, i.e., if they were 
clear, sufficient, etc.  It was made evident from this presentation and the subsequent 
discussions that it was no longer possible to approach biovigilance on its own and that this 
exercise should be better integrated with the collection of activity data done for other 
purposes (transparency towards citizens, quality assessment, policy guiding, research, etc.) 

The representative from the EC also provided a comprehensive overview of the on-going 
evaluation of the legislation, which had put in evidence that some legal provision in the EU 
Directives were missing or no longer adequate, some of them including reporting obligations, 
donor safety, clinical outcomes, biovigilance and European self-sufficiency.  

During the general discussions it was also highlighted that there was a remarkable lack of 
information on tissues and cells imports and exports within of the EU. Thus, it was very difficult 
to assess the dependency on third countries to ensure our supply of certain tissues and cells 
and reliable information was urgently needed. Furthermore, clinicians were in many cases 
ordering tissues from third countries without any involvement of tissue establishments within 
the EU. The panel agreed that mechanisms should be put in place to get information from end 
users (clinicians) about the tissues and cells they were using. If this was not possible through 
the direct inspection of end users, a partial solution to be explored could be the collection of 

PA/PH/TO (18) 25



 

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

such information via the mandatory inspections of tissue establishments. However, this would 
still not address direct imports by clinicians from third countries.  

Similarly, the on-going exercises reported it was impossible to assess overreliance on some EU 
countries for the supply of certain tissues and cells. Overall, obtaining a clearer picture on 
these matters could only be accomplished through legislative changes that made the collection 
of this type of data mandatory. In particular, Article 10(1) of Directive 2004/23/EC should 
provide clearer requirements on data reporting. 
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Table 1. Summary of the information reported by the attending international activity data reporting schemes. 

Association/
Body 

Governance 
of your 

exercises/platf
orms 

Frequency of 
data collection 

Period covered 
Geographical 

coverage 
Source of data 

 

Type of 
information 

 collected 

Public/access 
restricted to 

certain groups 

Raw data/ curated 
data 

Glossary/ 
definitions 
available? 

OTHER 

EC 
EU legislation – 
CA expert group 

Annual 
publication 

1 yr 

28 EU MS 
(mandatory by EU 

Directive) + 
Iceland, Norway 

and Liechtenstein 
(voluntary) 

CA of each 
country 

Activity data 
(voluntary) and 

SARE (mandatory) 

Summary report 
publically 

available at EC 
website  

Curated data, 
verified with 

countries involved. 
In addition, VES 

revised reporting 
templates, Common 
Approach document 

and definitions, 
proposing changes 

as needed to 
improve accuracy of 

data 

Common 
Approach 
document 

EDQM performs 
data 

verification 
(contacting MS 
as needed) and 

analysis and 
drafts summary 
reports. It also 

provides 
feedback to the 
EC and VES in 

order to 
improve future 

exercises  

European 
Society for 
Blood and 
Marrow 

Transplantati
on (EBMT) 

EBMT 
(Head of 

Registry and the 
EBMT Executive 

Committee – 
report to the 
EBMT Board 
that in turn 

reports to the 
General 

assembly).  
There is also a 

Registry 
Committee 

Annual 
publication. 

Frequency can 
be increased 

and decreased 
as needed 

Day 0 
Day 100 
Annual 
follow-up 
until death 

 
Data can be 
entered in real-
time 

Data from >500 
centres/>50 

countries 
 

Approx. 80% of 
European tx 

centres report 
their data to the 

registry (this 
covers 96% of EU 

tx)  

Tx centres and 
National 

Registries. 
Each EBMT centre 
is represented in 
this database and 

given a Centre 
Identification 

Code. 
No fee for 

participation 
 
 

HSCT, cell 
therapy, donor 

outcome 
 
 

Access restricted 
to users 

(aggregated data) 
but data 

published 
annually in 

scientific journal 

Database with 
internal quality 

controls. 
Over 4000 triggers 

control the accuracy 
and internal 

consistency of what 
is entered in the 

database. 
Statistical analyses 

allow to detect bias, 
data quality and 
unusual trends 

 
Data also curated 

manually 

Statistical 
guidelines, 
glossary of 
definitions 

and manual 

Data are 
pseudo-

anonymised. To 
safeguard 

centre 
anonymity, all 
countries with 

less than 10 
member 

centres appear 
under the label 

of “Other” 
 

In the process 
of reducing 

collected data 
set 
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Association/
Body 

Governance 
of your 

exercises/platf
orms 

Frequency of 
data collection 

Period covered 
Geographical 

coverage 
Source of data 

 

Type of 
information 

 collected 

Public/access 
restricted to 

certain groups 

Raw data/ curated 
data 

Glossary/ 
definitions 
available? 

OTHER 

European 
Society of 

Human 
Reproductio

n and 
Embryology 

(ESHRE) 

ESHRE  Board: 
European IVF 
Monitoring 
Programme 

 
 

Annual 1 yr  

38 countries (out 
of 51 Europe) in 

2013. 
85% EU countries 

send data to 
ESHRE. 

 
Completeness 

89% 
 

In some 
countries, 

reporting is 
mandated by law 
No data from HR, 

or SK 

Directly reported 
by centres in 

countries with no 
national registry. 

From national 
registries where 

they exist 

IVF, ICSI, 
frozen/thawed 

embryo 
transfer/oocyte 

treatment, oocyte 
donation, in vitro 
maduration, PGT, 

gonadal tissue 
freezing 

Publication in  
journal 

Curated data (no 
additional data on 

how) 
Yes 

Estimated 85% 
completeness 

European 
Blood 

Alliance 
(EBA) 

EBA Board Annual  1 yr  29 countries 

Blood 
establishments 

with T&C activity 
(28 facilities, from 

those 14-15 are 
national 

organisations) 

Activity data, 
units imported 

from another TE 
in the country, or 

other TE from 
outside the 

country (EU/non 
EU), tissues issued 

for export 
(outside the 

country), 
discarded by the 

bank prior to 
issue, in stock at 
the end of the 

year, infectious 
diseases markers, 

tests used 
 

Including 
umbilical cord 

blood 

Restricted to EBA 
members. 

Countries are 
coded so only 
country knows 

their results 

Curated data, 2 
times verified by 3 
people analysing it 

Yes 
Generally poor 
completeness 

of data 
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Association/
Body 

Governance 
of your 

exercises/platf
orms 

Frequency of 
data collection 

Period covered 
Geographical 

coverage 
Source of data 

 

Type of 
information 

 collected 

Public/access 
restricted to 

certain groups 

Raw data/ curated 
data 

Glossary/ 
definitions 
available? 

OTHER 

World 
Marrow 
Donor 

Association 
(WMDA) 

WMDA Board Daily/Annual 1 yr  

52 countries 
(all donors and 

cord blood units 
are available for 
global search in 

centralised 
database). 

National 
registries. 

Some EU (Estonia 
and Malta) do not 

have national 
registries. 

 
Number of donors 

and number of 
cord blood units 

listed per 
organisation per 

country. 
 

Number of HPC 
products used for 

unrelated stem 
cell 

transplantation 
within a country 

specified 
(national, 
imported, 
exported). 

 
Serious adverse 

events and 
reactions 

occurring after 
unrelated stem 
cell donation. 

Data are publicly 
available on: 

https://statistics.
wmda.info/ and 

updated on a 
daily base. 

 
Import/export 
data collected 

once a year 
through an 

operational grant 
from the EU and 
shared with EU 

(not with CA) and 
WMDA members. 

Curated data 
(crosschecked with 

EBMT). Data no 
cross-checked with 

CA 

Yes 

They also 
collect technical 

information 
from public 

CBB: address 
details, licenses, 

details how 
cord blood units 

are collected, 
processed, 
stored and 
shipped. 

Updated bi-
annually. Will 

become 
publicly 

available in 
2019 

 

European 
Eye Bank 

Association 
(EEBA) 

EEBA Board 
 

Annual 
1 yr (but 

collected 2 
years after) 

22 countries 

Data from 
individual banks 
only if at least 1 

member staff 
from that bank is 

a registered 
Ordinary Member 

at the EEBA. 
 

Information per 
country (specific 

legislation, 
donation and 

cornea banking). 
Yearly activities 
and methods of 

eye banks in 
Europe. 

List of the contact 
details for all eye 
banks which have 
at least one EEBA 

Published in the 
Annual Business 
Meeting (online 
and paper) for 

members in their 
Annual Directory. 

Available on 
request to 

regulatory/ CA. 

Curated data (no 
additional data on 

how) 

Yes (in 
questionnaire

) 

EU –funded 
ECCTR project 

(European 
Cornea and Cell 
Transplantation 
Registry) (EEBA 

is one of 8 
consortium 
partners) 
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Association/
Body 

Governance 
of your 

exercises/platf
orms 

Frequency of 
data collection 

Period covered 
Geographical 

coverage 
Source of data 

 

Type of 
information 

 collected 

Public/access 
restricted to 

certain groups 

Raw data/ curated 
data 

Glossary/ 
definitions 
available? 

OTHER 

ordinary member.
Keeping track of 

new 
developments in 

eye banking. 
 

Also collect data 
on virology test 

results 

EUROCET CNT Annual 1 yr 
33 countries 

 

National 
Competent 
Authorities: 

In 2017: 27 T&C, 
25 HPC, 22 ART 

CA provided data 

Type of tissue/cell 
(including HPC 

and ART), 
activities 
collected, 

import/export 
outside EU 

Public in EUROCET 
webpage and 
published in 
Newsletter 
Transplant. 

Curated data: 
checked with CA 

Yes, currently 
being revised 
and updated 
with other 

associations 
in a CD-P-TO 

project 

10 years of 
experience 

Newsletter 
Transplant/
WHO Global 
observatory 

 
(Organs) 

ONT  
 

Annual 1 yr  

Worldwide: 
Newsletter 

Transplant : COE 
MS, observers 
RCIDT: Latin-

American 
countries 

EC: EU countries 
WHO: Other WHO 

regions (AFR, 
EMR, SEAR, WPR 
and NIS/CAR MS). 

National Health 
Authorities 
Population: 

UNFPA. 

Data related 
donated and 
transplanted 

organs, including 
paediatrics, (per 

ages, living vs 
deceased). 

Public (papier 
copies and pdf) 

also includes 
EUROCET 

information 
regarding T&C 
(but not ART). 

Curated data 
verified with 

countries involved. 

WHO global 
glossary. 

This exercise 
feeds 

information to: 
WHO- 
GODT 
COE 
Newsletter 
Transplant 
RCIDT - 
collaboratio
n with 
Latin-
American 
countries 
EC 
indicators 
exercise- UE 
Action Plan 
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Table 2. Summary of the information reported by the attending Health Authorities. 

Association Who submits data 
National exercises 

on-going 
Timing 

Interaction with 
professional 

societies 

Disemination data 
(public/restricted) 

Information 
imports/exports collected 

Glossary/ 
definitions 
available? 

OTHER 

Croatia 

TE (2) and ART centres 
(16) submit data to CA. 
Then, CA sends data to 

EUROCET and also 
publishes national data. 

 
Also SARE reporting 

and EUROCET 
(extended) 

 

Real time and 
annually. 

Data collection on 
number of cornea 
donors is monthly. 

 They provide data 
to ESHRE (ART)  

Public (MoH webpage and 
EUROCET). 

Yes – import/export data 
as requested by EUROCET. 

Number of donors, 
donation, received tissue, 
processed  and discarded 
tissue, units distributed, 

stored tissues, 
imports/exports, 

transplants and recipients. 
Non- reproductive T&C, 
HPC, reproductive tissue 

and cells. 

Yes 

TESE/ TESA, storage 
for delayed cycles 
Cycles according to 
the age of women 
Storage of 
reproductive cells 
and tissues for the 
purpose of later 
usage (oncological 
patients) 
ART registry at the 
end of this year 
Data is double 
checked 

Cyprus 

TE. 
 

Using EUROCET 
templates and also 

collection of information 
for SARE exercise. 

 
Annually. Real time 

for SARE 

HPC -> EBMT 
IVF-> ESHRE 

 
Not publicly available 

No real data of tissues 
used  or distributed 

directly to centres in EU 
countries 

 
Bone distributed directly 
to dentists from other 
MS – CA gets no data on 
this 

 

Yes 

No feedback 
provided to tx 
centres 
No outcome data 
for ART 

Estonia 
TE 

 

 
Also SARE reporting 

and EUROCET. 

Annually 
(1 April). 

No 

Consolidated report is 
published by State Agency 

of Medicines on their 
website (aggregated data 

at the end of year) 
 

Also an annual roundtable 
meeting with ART 

community to discuss 

Import/export activity data 
is reported case by case (if 

tissue moves from or to 
EEA or outside EEA). This 
information is included in 

the national report 
 

Licences are issued for 3td 
country exchanges 

Yes, using 
EUROCET 
glossary 
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Association Who submits data 
National exercises 

on-going 
Timing 

Interaction with 
professional 

societies 

Disemination data 
(public/restricted) 

Information 
imports/exports collected 

Glossary/ 
definitions 
available? 

OTHER 

Italy 

From 30 TE (tissue for 
transplant) and 2 
pancreatic islets 
processing units. 

Hospitals, TE and end 
users provide data to 

regional CA. 
87 HSC centres and 18 

CB banks report data to 
GITMO  

and + 300 ART centres 
report to a national ART 

activity registry 

3 exercises annually: 
1. ART national 

registry. 
2. GITMO, (registro 
italiano donator di 
midollo osseo) for 

HPCs 
3. Tissue activity to 

CNT . 
 

Also SARE reporting 
and EUROCET 

Data collection on 
quarterly basis for 

tissues for 
transplant to CNT 

 
 

ESHRE -> ART 
Public – on the CNT 

website 

Tissue within the region, 
Italy, inside EU and 

import/export is annually 
collected. 

Yes, using 
EUROCET 
glossary 

 

The Netherlands 
 

1 multi tissue bank, 1 
eye bank. 

 
Procurement centres 
also report their data 

National data 
collection: TRIP, 

Dutch Transplant 
Foundation, Tissue 
banks, Associatio of 

ophtalmologists, 
clinical centres and 

patient associations. 
 

EUROCET and SARE 
collected by TRIP. 

Monthly collection 
(depending tissue). 

No 

Public data: SARE, consent 
to donation, tissue 

donation, tissue 
transplantation and 

distribution and waiting 
lists (cornea and heart 

valves). 

Import/export and 
distribution is collected by 

TRIP (corneas, heart 
valves, bones). 

Yes 

This information 
only covers tissue 
donation from 
deceased donors) 

Poland 

TE, donor recruitment 
centres, HLA typing 

laboratories, 
qualification centres 

procurement and 
transplant centres. 

 
Use EUROCET form 

(extended) 

 
 

Annually except 
waiting list cornea 
(collect daily and 

published monthly) 

No Public (webpage) 

Import/export 
(international) is collected 

and disseminated – 
including cross-border 

within the EU. 
Close co-operation with 

Customs authorities. 

Yes 
National waiting list 
(ocular, pancreatic, 
HSC) 
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Association Who submits data 
National exercises 

on-going 
Timing 

Interaction with 
professional 

societies 

Disemination data 
(public/restricted) 

Information 
imports/exports collected 

Glossary/ 
definitions 
available? 

OTHER 

Spain 

Individual TE, centres, 
HSC registry. 

 
Data is collected from 
centres to regional CA 

and then to ONT. 

Also SARE reporting 
and EUROCET 

Yearly basis 
No (they only have a 

consultant role) 

Public (webpage): tissues 
and HSCT, once they are 
approved by the regional 

CA 

Collection of number of 
tissues imported/exported 

outside EU 

Yes 
 

Centres also report 
to EBMT 

Sweden 
TE 

 
Also SARE reporting 

and EUROCET  

Annually (February). 
 

Real time for SARE  

ART centres report 
to quality registry -> 

ESHRE. 
Eye bank -> Swedish 

registry eye bank 
HPC tx centres 

directly to EBMT 

Public (webpage) 

TE inside 
Sweden/EU/outside EU. 

How many for clinical use 
outside EU. 

Dentist no information but 
they believe that all comes 

in through TEs 

Yes. 
 

Also collect non-
serious SARE for 
national overview 
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Activity data collection in the EU was being performed by a number of stakeholders. Having 
access to this data was considered necessary, with different objectives and purposes by the 
different bodies undertaking it. However, after this two day technical meeting, it became clear 
that there was clear room for improvement and, most of all, harmonisation and streamlining in 
order to decrease the burden on the reporting bodies and to have better, more coherent and 
accurate data in the level of detail necessary for each stakeholder. Focus should be on the 
quality, completeness and accuracy of the data collected, avoiding duplications. The common 
theme should be: “Collect once and use often”. 

In this sense, the group defined different levels of information that should be collected and 
made available for different groups of people. The amount of information and detail would 
increase according to the purpose of the data collection (see Figure 1).  

 

 

Figure 1. Levels of data that should be necessary for the different stakeholders in the 
EU. HTA: Health Technology Assessment; TE: Tissue Establishments. 
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The first level of data, the most basic but also essential, would be needed for transparency 
purposes and should be made available to all citizens. It would provide information about 
national/EU self-sufficiency and the availability of care for patients and it would include data 
such as number of donations per tissue/cell type; the number of recipients for each tissue/cell 
type; figures on distribution within the EU, imports and exports; risks for living donors; safety 
of recipients; efficacy data related to the use of different tissues/cells (in cooperation with HTA 
bodies); etc.  

The second level of data would be essential for regulators, tissue establishments and end users 
for biovigilance purposes. It would provide detailed information about the safety of tissues and 
cells of human origin and include data such as serious adverse events and serious adverse 
reactions in donors and recipients, as well as the children born as a result of medically assisted 
reproduction. It should also include appropriate denominators to put all the above figures into 
context, and these denominators should be disaggregated into national figures, tissues/cells 
distributed from other EU member States or imported from third countries.  

Due to their special value and relevance, these two first levels of data should be of mandatory 
collection in the EU. However, in order to enforce this collection, legislative changes would be 
necessary. 

Going one level of detail up, we would find data to be collected in order to assess the quality of 
donation and transplantation programmes. This information would be necessary for 
regulators, tissue establishments and end users. Above this, we would have information 
necessary to guide policy making decisions (i.e. to understand trends and needs), and thus 
relevant for national Health Authorities, HTA bodies and supranational/international 
organisations. Finally, professionals and professional societies would also need to collect more 
detailed and specific data to support their research efforts.  

In summary, the collection of a basic data set, harmonised and common to all parties and 
including information that would serve the purpose of transparency for citizens and as 
denominators for vigilance exercises, should be mandatory. Additional data should also be 
collected, although not enforced at EU level, in order to support the different stakeholders 
meet their needs and objectives (see Figure 2). 

It remained to be defined who should coordinate or perform these data collections exercises, 
at least the basis data set. Several options were discussed, including one body collecting all the 
information and distributing it to the rest of interested parties, or multiple bodies collecting 
the same harmonised and validated data. The general feeling was that the collection of the 
basic data set should be the responsibility of Health Authorities, whereas professional societies 
would be better fitted to collect the expanded data set. However, this debate should be the 
subject of future discussions. 
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Figure 2. Scheme of the levels of data intended for collection in the EU, defining a 
mandatory data set and an expanded set of variables. 

 

All these discussions were summarised in the following recommendations elaborated by the 
group: 

1. The collection of a basic data set should be mandated at EU level (this would require 
legislative changes). This data set would serve the purpose of transparency for citizens and 
as denominators for vigilance exercises. 

2. The basic data set should be common for Health Authorities and professional societies.  
3. The Health Authorities should be responsible for the collection of the basic data set and 

for reporting it to the EC. 
4. There should be interaction between the EU (Health Authorities) and data-collecting 

professional societies and registries (e.g. ESHRE, EBMT, WMDA, EUROCET) for the 
definition of the common data set. This interaction could be facilitated by the EDQM based 
on existing experience (e.g. elaboration of technical guides, EU serious adverse events and 
reactions exercise analysis). 

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

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

 The participants at the meeting agreed that further meetings involving professional societies 
and a larger number of member States should be organised to continue with the discussions 
and ensure the appropriate implementation of these recommendations. These meetings could 
be organised by the EDQM in the same manner as the current technical meeting in the 
framework of future cooperation agreements between the EU and the EDQM. Ultimately, 
what would be important would be to ensure appropriate communication and involvement of 
Health Authorities, professional societies and supranational/international organisations in 
order to guarantee common understanding and agreement on the objectives, methods and 
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resources that would be necessary to ensure effective, relevant, efficient, coherent and 
valuable results.  

Finally, the representative from the European Commission informed the participants that the 
conclusions and recommendations from the technical meeting would be used during the 
evaluation of the EU tissues and cells legislation and in any potential future revisions.  
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Tissue and cell activity data collection by the DG-SANTE - Deirdre Fehily (European 
Commission) 
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The EBMT Registry - Eoin McGrath (European Society for Blood and Marrow 
Transplantation; EBMT) 

 

 

 

 

 

 

PA/PH/TO (18) 25



 

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

 

 

 

 

 

 

PA/PH/TO (18) 25



 

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

 

 

 

 

 

 

 

PA/PH/TO (18) 25



 

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

 

 

 

 

 

 

 

PA/PH/TO (18) 25



 

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

 

 

 

 

 

 

 

PA/PH/TO (18) 25



 

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

 

 

 

 

 

 

 

PA/PH/TO (18) 25



 

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

 

 

 

 

 

 

 

PA/PH/TO (18) 25



 

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

 

 

 

 

 

 

 

PA/PH/TO (18) 25



 

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

 

 

 

 

 

 

 

PA/PH/TO (18) 25



 

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

 

 

 

 

 

 

 

PA/PH/TO (18) 25



 

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

 

 

 

 

 

 

 

PA/PH/TO (18) 25



 

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

 

 

 

 

 

 

 

PA/PH/TO (18) 25



 

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

 

 

 

 

 

 

 

PA/PH/TO (18) 25



 

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

 

 

 

 

 

 

 

PA/PH/TO (18) 25



 

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

 

 

 

 

 

 

 

PA/PH/TO (18) 25



 

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

 

 

 

 

 

 

 

PA/PH/TO (18) 25



 

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

 

 

 

 

 

 

 

PA/PH/TO (18) 25



 

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

 

 

 

 

 

 

 

PA/PH/TO (18) 25



 

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

 

 

 

 

 

 

 

PA/PH/TO (18) 25



 

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

 

 

 

 

 

 

 

PA/PH/TO (18) 25



 

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

 

 

 

 

 

 

 

PA/PH/TO (18) 25



 

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

 

 

 

 

 

 

 

PA/PH/TO (18) 25



 

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

 

 

 

 

 

 

 

PA/PH/TO (18) 25



 

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

 

 

 

 

 

 

 

PA/PH/TO (18) 25



 

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

 

 

 

 

 

 

 

PA/PH/TO (18) 25



 

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

 

 

 

 

 

  

PA/PH/TO (18) 25



 

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

European IVF-Monitoring (EIM) of the European Society of Human Reproduction and 
Embryology - Christian De Geyter  (European Society of Human Reproduction and 
Embryology; ESHRE) 
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Benchmarking and Audit by EBA - George Galea (European Blood Alliance; EBA) 
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Registry of the WMDA - Lydia Foeken (World Marrow Donor Association; WMDA) 
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State-of-the-art in international data collection exercises for eye banks - Philip Maier 
(European Eye Bank Association; EEBA) 
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Past and present of the European collection of tissue, cells and ART data of activity - 
Eliana Porta, Valentina Caramia (Italian National Transplant Centre; CNT) 
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Newsletter Transplant of the Council of Europe/Global Observatory on Donation and 
Transplantation (GODT) - Mar Carmona (Spanish National Transplant Organisation; 
ONT) 
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The vigilance expert sub-group – are the SARE denominators fit for purpose? - George 
Galea (on behalf of the EU Vigilance Expert Sub-Group; VES) 
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An Update on progress with the evaluation of the EU legislation on Blood, Tissues and 
Cells - Deirdre Fehily (European Commission) 
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