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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
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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:

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

o 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;

o 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;

o if the legal requirements in the EU regarding data collection were clear and adequate;
and
o 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
) Deirdre FEHILY
9:10-9:20 Opening remarks <
Marta LOPEZ FRAGA
9:20 - 9:30 Tour de table
STATE-OF-THE-ART IN INTERNATIONAL DATA COLLECTION EXERCISES
9:30 - 12:40 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
European Society for Blood and Marrow .
9:50 - 10:10 E MCGRATH
Transplantation (EBMT) oin MCG
European Society of Human Reproduction and .
10:10 - 10:30 Christian De GEYTER
Embryology (ESHRE) ristian e
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

NATIONAL DATA COLLECTION EXERCISES BY AUTHORITIES

Please provide information on: data collection exercises to which your country provides information, who

13:30 - 14:50 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

Topics to be addressed: Facilitators:

» Is there overlap, duplication or inconsistency in | Deirdre FEHILY
processes/objectives/parameters/units/ Marta LOPEZ FRAGA
definitions?

14:50-16:00 » 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?

16:00 - 16:20 | Coffee break

Topics to be addressed: Facilitators:

» What are/should be the roles of Competent | Deirdre FEHILY

16:20-18:00 Authorities/EDQM/professional associations in | Marta LOPEZ FRAGA
this kind of data reporting and publication and is
there scope for collaborative work?

19:30 Social dinner
Friday 23 March 2018
9:00-13:30
9:00 -9:40 LEGAL FRAMEWORK FOR DATA COLLECTION ACTIVITIES

Denominators for the EU SARE exercise: are they fit

9:00 - 9:20 for purpose? - Recommendations from the EU | George GALEA

Vigilance Expert Subgroup.

920 - 9:40 Stajcus ' update‘ on the evaluation of the EU Deirdre EEHILY

legislation on Tissues & Cells.

9:40-12:40 ROUND TABLE DISCUSSION

Topics to be addressed: Facilitators:

9:40 - 11:20 » Are the legal requirements clear and adequate | Deirdre FEHILY
and, if not, what should be recommended or | mMmarta LOPEZ FRAGA
mandated at a national/EU level?

11:20 - 11:40 | Coffee break

Topics to be addressed: Facilitators:

11:40 - 12:40 » Do we have enough data to evaluate self- | Deirdre FEHILY

sufficiency in Europe and dependence on third

Marta LOPEZ 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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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 14/138

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




COUNCIL OF EUROPE
g‘z m Funded o ki =T Implemented

by the European Union > - by the Council of Europe
Eusropean Dwectorate | Direction européenne and the Council of Europe - *
for the Quality | de laquaité L
of Medicines | médicament
& HealthCare | & soins de santé EUROPEAN UNION CONSEIL DE LEUROPE

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.

Governance Type of Public/access Glossary/
Association/ of your Frequency of . Geographical Source of data . i . . Raw data/ curated - .ry
. . Period covered information restricted to definitions OTHER
Body exercises/platf data collection coverage . data .
collected certain groups available?
orms
EDQM performs
Curated data, data
verified with verification
countries involved. (contacting MS
28 EU MS In addition, VES as needed) and
E ) . )
o (man.dato.ry by EU Activity data Summar.y report revised reporting Common analysis and
EU legislation — Annual Directive) + CA of each publically templates, Common drafts summary
EC L lyr (voluntary) and . Approach
CA expert group publication Iceland, Norway country available at EC Approach document reports. It also
. ; SARE (mandatory) R o document .
and Liechtenstein website and definitions, provides
(voluntary) proposing changes feedback to the
as needed to EC and VES in
improve accuracy of order to
data improve future
exercises
Data are
Database with anor,;\)s;uiggé To
EBMT internal quality Y :
Tx centres and safeguard
(Head of . controls.
A Data from >500 National A centre
Registry and the - Over 4000 triggers .
. e DayO centres/>50 Registries. anonymity, all
EBMT Executive . . control the accuracy . .
. e Day 100 countries Each EBMT centre Access restricted . countries with
European Committee — Annual R . and internal L
A L e Annual is represented in HSCT, cell to users . Statistical less than 10
Society for report to the publication. o . consistency of what -
follow-up Approx. 80% of this database and therapy, donor (aggregated data) . . guidelines, member
Blood and EBMT Board Frequency can X K is entered in the
. X until death European tx given a Centre outcome but data glossary of centres appear
Marrow thatin turn be increased - . database. .
. centres report Identification published . definitions under the label
Transplantati reports to the and decreased X ) Statistical analyses “ ”
Data can be their data to the Code. annually in : and manual of “Other
on (EBMT) General as needed R X . . allow to detect bias,
entered in real- registry (this No fee for scientific journal .
assembly). . S data quality and
. time covers 96% of EU participation In the process
There is also a unusual trends .
) tx) of reducing
Registry collected data
Committee Data also curated set
manually
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Governance Type of Public/access Glossary/
Association/ of your Frequency of . Geographical Source of data . i . . Raw data/ curated - .ry
. . Period covered information restricted to definitions OTHER
Body exercises/platf data collection coverage . data .
collected certain groups available?
orms
38 countries (out
of 51 Europe) in
2013.
% E tri
85% EU countries IV, IS,
European send data to Directly reported frozen/thawed
op ESHRE Board: ESHRE. v repor
Society of by centres in embryo
European IVF . .
Human L countries with no transfer/oocyte . Curated data (no .
. Monitoring Completeness . ) Publication in . Estimated 85%
Reproductio Annual lyr national registry. treatment, oocyte . additional data on Yes
Programme 89% ) L journal completeness
n and From national donation, in vitro how)
Embryology registries where maduration, PGT,
In some . .
(ESHRE) . they exist gonadal tissue
countries, .
L freezing
reporting is
mandated by law
No data from HR,
or SK
Activity data,
units imported
from another TE
in the country, or
other TE from
outside the
country (EU/non
EU), tissues issued
Blood .
. for export Restricted to EBA
European establishments (outside the members
P with T&C activity o Curated data, 2 Generally poor
Blood . . country), Countries are ) e
. EBA Board Annual lyr 29 countries (28 facilities, from . times verified by 3 Yes completeness
Alliance discarded by the coded so only L
those 14-15 are . people analysing it of data
(EBA) . bank prior to country knows
national . ) R
organisations) issue, in stock at their results
g the end of the
year, infectious
diseases markers,
tests used
Including
umbilical cord
blood
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Governance Type of Public/access Glossary/
Association/ of your Frequency of . Geographical Source of data . i . . Raw data/ curated - .ry
. . Period covered information restricted to definitions OTHER
Body exercises/platf data collection coverage . data .
collected certain groups available?
orms
Number of donors
and number of
cord blood units They also
listed llect technical
|s.e .per Data are publicly COA ecttec .mca
organisation per ) information
countr available on: from public
v https://statistics. cBB: aZdress
da.info/ and )
Number of HPC Wmaa.Into/ an details, licenses,
. updated on a .
52 countries National products used for daily base details how
World (all donors and registries unrelated stem v ’ Curated data cord blood units
Marrow cord blood units Someiu (Est'onia cell Import/export (crosschecked with are collected,
Donor WMDA Board Daily/Annual 1lyr are available for transplantation P P EBMT). Data no Yes processed,
- X and Malta) do not s data collected .
Association global search in have national within a country once a vear cross-checked with stored and
(WMDA) centralised registries specified throu }Zan CA shipped.
database). g ’ (national, . g Updated bi-
. operational grant )
imported, annually. Will
exported) from the EU and become
P ' shared with EU ublicl
. (not with CA) and p. y.
Serious adverse WMDA members available in
events and ’ 2019
reactions
occurring after
unrelated stem
cell donation.
Information per
country (specific
Data from legislation, Published in the EU —funded
individual banks donation and Annual Business ECCTR project
European only if at least 1 cornea banking). Meeting (online (European
Eve I:ank EEBA Board 1yr (but member staff Yearly activities and paper) for Curated data (no Yes (in Cornea and Cell
AsZociation Annual collected 2 22 countries from that bank is and methods of members in their additional data on questionnaire | Transplantation
(EEBA) years after) a registered eye banks in Annual Directory. how) ) Registry) (EEBA
Ordinary Member Europe. Available on is one of 8
at the EEBA. List of the contact request to consortium
details for all eye regulatory/ CA. partners)
banks which have
at least one EEBA
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Governance Type of Public/access Glossary/
Association/ of your Frequency of . Geographical Source of data . i . . Raw data/ curated - .ry
. . Period covered information restricted to definitions OTHER
Body exercises/platf data collection coverage . data .
collected certain groups available?
orms
ordinary member.
Keeping track of
new
developments in
eye banking.
Also collect data
on virology test
results
National Type of tllssue/cell o Yes, currgntly
(including HPC Public in EUROCET being revised
Competent and ART) webpage and and updated
EUROCET CNT Annual lyr 33 countries Authorities: activities ubFIJisﬁed in Curated data: withF:Jther 10 years of
Y In 2017: 27 T&C, P checked with CA L experience
collected, Newsletter associations
25 HPC, 22 ART import/export Transplant ina CD-P-TO
CA provided data port/exp plant. .
outside EU project
This exercise
feeds
information to:
Worldwide: e WHO-
Newsletter GODT
T lant : COE COE
ranspian Data related Public (papier ¢
Newsletter MS, observers . Newsletter
. . donated and copies and pdf)
Transplant/ RCIDT: Latin- National Health . Transplant
. " transplanted also includes Curated data
WHO Global ONT American Authorities ; . - . WHO global e RCIDT-
Annual lyr . X organs, including EUROCET verified with .
observatory countries Population: - . K . glossary. collaboratio
. paediatrics, (per information countries involved. .
EC: EU countries UNFPA. ages. living vs regarding T&C n with
(Organs) WHO: Other WHO B3, & g g Latin-
) deceased). (but not ART). .
regions (AFR, American
EMR, SEAR, WPR countries
and NIS/CAR MS). e EC
indicators
exercise- UE
Action Plan
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Implemented
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. . Interaction with L . Glossary/
. . National exercises _ . Disemination data Information S
Association Who submits data . Timing professional . . . definitions OTHER
on-going . (public/restricted) imports/exports collected .
societies available?
e TESE/ TESA, storage
Yes —import/export data for delayed cycles
as requested by EUROCET. e Cycles according to
Number of donors, the age of women
TE (2) and ART centres Real time and donation, rece|ve'd tissue, * Storage Of.
. . processed and discarded reproductive cells
(16) submit data to CA. Also SARE reporting annually. . . . e .
. . They provide data Public (MoH webpage and tissue, units distributed, and tissues for the
Croatia Then, CA sends data to and EUROCET Data collection on to ESHRE (ART) EUROCET) stored tissues Yes uroose of later
EUROCET and also (extended) number of cornea ’ imports/ex ort’s Esape (oncological
publishes national data. donors is monthly. P P - g &
transplants and recipients. patients)
Non- reproductive T&C, e ART registry at the
HPC, reproductive tissue end of this year
and cells. e Data is double
checked
No real data of tissues
used or distributed
TE. i inE
dlrectlyct;)uaet::ses in EU o No feedback
Cyprus Using EUROCET Annually. Real time T\fIS—jEEi':lg Not publicly available Yes Et;:\t”r(:sw o
P templates and also for SARE P v Bone distributed directly
. . . . e No outcome data
collection of information to dentists from other for ART
for SARE exercise. MS — CA gets no data on or
this
Consolidated report is Import/export activity data
published by State Agency is reported case by case (if
of Medicines on their tissue moves from or to
TE Annuall website (aggregated data EEA or outside EEA). This Yes, using
Estonia Also SARE reporting (1A ril)y No at the end of year) information is included in EUROCET
and EUROCET. pri). the national report glossary
Also an annual roundtable
meeting with ART Licences are issued for 3td
community to discuss country exchanges
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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

Public — on the CNT

ESHRE -> ART .
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).

Public data: SARE, consent
to donation, tissue
donation, tissue

No transplantation and

distribution and waiting

lists (cornea and heart
valves).

Import/export and
distribution is collected by
TRIP (corneas, heart
valves, bones).

Yes

e 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

e National waiting list
(ocular, pancreatic,
HSC)
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. . Interaction with . L . Glossary/
L. . National exercises _ q Disemination data Information L
Association Who submits data . Timing professional . . . definitions OTHER
on-going . (public/restricted) imports/exports collected .
societies available?
Individual TE, centres,
HSC registry. . Public (webpage): tissues Collection of number of
Spain Also SARE reporting Yearly basis No (they only have a and HSCT, once they are tissues imported/exported Yes e Centres also report
P Data is collected from and EUROCET v consultant role) approved by the regional P . P to EBMT
. outside EU
centres to regional CA CA
and then to ONT.
ART centres report TE inside
to quality registry -> Sweden/EU/outside EU.
. Annually (February). ESHRE. How many for clinical use e Also collect non-
TE Also SARE t Yes.
Sweden 50 reporting Eye bank -> Swedish Public (webpage) outside EU. es serious SARE for

and EUROCET

Real time for SARE

registry eye bank
HPC tx centres
directly to EBMT

Dentist no information but
they believe that all comes
in through TEs

national overview

PA/PH/TO (18) 25

22/138

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




F 4 COUNCIL OF EUROPE
: /77’ Funded X Implemented

by the European Union by the Council of Europe
Eusropean Dwectorate | Direction européenne and the Council of Europe
for the Quality | de la quaiité
of Medicines | médicament
& HealthCare | & soirs de santé EUROPEAN UNION CONSEIL DE LEUROPE

CONCLUSIONS AND
RECOMMENDATIONS

23/138 PA/PHITO (18) 25

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




COUNCIL OF EUROPE
M Vii4 Funded 5 Implemented

& by the European Union by the Council of Europe
Eustopean Duectorate | Direction suropenne and the Council of Europe
for the Quality | de laquaiité
of Medicines | medicament
& HealthCare | & soins de santé EUROPEAN UNION CONSEIL DE LEUROPE

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).

Research
« Professionals

Policy
s Heath Author., HTA bodies,
international organisations

Quality

» Regulators, TE, end users

o .
e

» Regulators, TE, end users

Critical/mandated at EU level

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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Basic data set

(harmonised
and common)

Expanded
data set

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)

Tissue and Cell Activity
Data Collection by the
DG Santé

Deirdre Fehily
Substances of Human Origin Team
DG-SANTE

Legal Basis > Directive 2004/23/EC
. & Article 10

Register of tissue establishments and reporting obligations

1. Tissue establishments shall keep a record of their activities, including the
types and quantities of tissues and/or cells procured, tested, preserved,
processed, stored and distributed, or otherwise disposed of, and on the origin
and destination of the tissues and cells intended for human applications, in
accordance with the requirements referred to in Article 25(f). They shall
submit to the competent authority or authorities an annual report on
these activities. This report shall be publidy accessible.

2. The competent authoerity or authorities shall establrsh and mamtam a
publicly accessible register of tissue establishme [
for which they have been acoredited, desig Coding Platform

TE Compendium
3. Member States and the Commission shall € p

national tissue establishment registers.
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Legal Basis _— g Directive 2006/86/EC
E - S8 Article 7

Annual reports

1. Member States shall submit to the Commission an annual report,
by 30 june of the following year, on the notification of serious
adverse reactions and events received by the competent authority.
The Commission shall submit to the competent authorities of
Member States a summary of the reports received. The competent
authority shall make this report available to tissue establishments.

2. Data transmission shall comply with the data exchange format
specifications as set out in Annex V, part A and B, and shall provide
all the information necessary to identify the sender and maintain its
reference data.

No mention of
denominator data
reporting

Legal Basis = ; Directive 2006/86/EC
E - & Annex VPart A

ANNUAL NOTIFICATION FORMAT - SAR

Reporung comay
Reportieg dise | famury 31 Docember fur)
Number of serious advense reactionds) per type of tissue and <ol for prodact in contact with the tiwucs and <ol
« IR, | b e s el e S
: —
2
]
i
Toul
Tocal munber oftesse 20 cols dnrbund Oncning type of e 1nd oo fo whh o i .am—.‘m';::->
| Number of recisenes affocied (ol mamber of ropRny
e
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Legal Basis o Directive 2006/86/EC

Annex V- Part B

ANNUAL NOTIFICATION FORMAT - SAE

Reporting country

Reporting date | January-31 December fear)
< Total aumber of tissues and cells processed >

Total mumber of serioun adverse eveons, which muy bave
wircied quabity and safery of tsues 20d cels 800 10 & | Tiuen and cels|  Equipasent

Specificatcn

Huras erroe Onber
P ,:‘__f‘{, f;:,‘g, e e
Procurement
Tesung
Transpost

Common Approach ; SAR denominators

- Non-reproductive

[
| —

3.3. Number of tissues and cells of this ype disoibuted (if available)
Article 3 (%) of Directive 2004 23EC dgfines "distribution” (zee Gloszary).

In the annucl report, the muwmber of dssues and cells of this npe disoibuted should be
understood as ‘the toml number vansported or delvered to a clinical unit, even if the
clinical unitis in the same bulding or the same floor’.

If tizsuss and cells are renvmed o the Tissue Esmablidmen (IE) witour use ad for
subsegquent redisoibution, they showdbe cownted only whensubcegquertly redistributed
Whers tizsuss or cells pasz from one IE 1c ancther IE before disoribution, they should rot be
included in this totd until findly distributedfor clinical application

Ths quantity of tissuss and cells disoribuwed by a TE could be extractad from the avual
activi . ’ Directive
/23/EC Thiz is the national distribution activity that provides a denominator for
uency of reactions for thiz (vpe of tissue or celis.
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Common Approach e SAR denominators

- non-reproductive

T&C One (1) seat equals

BT Cuc mdsdualy padaged gub o3 mc frenl boad cncuat of demacnisad boag cec
coemacrefbone gy onr fmenl rmr cacennrdondnl Jiegmd ooc mdaaduallh padegped
s=des o pun ofs tondon)

hupiﬁ:hoﬂ Ous ragkba o conmancr of ccla

Ocslar Tursa Oz mdndwly pedopcd o od gad (o g ox comoa cmspweselxion)
Cardssvamelw Tomo Cmz mdsdudlhy padazl cr cemedd gaf (o3 oz vihs ooc pekagc ommramy oo me
B3 Ouz contmmeref kem, mymdicss of the wen of sion 2ccmum®

Amsgtt Mcmbrase Osc ceamsaoef e mgwdion of the wsa of taa tccamnmy.

I Y ET AR T escerh e B ar N e I arance 0 - .
w28 BIROEE o PN DT OF TSR B 20Tt B BUAL mentaomg. Nt SR ARASSECE 37 PN BAIQE NTRR 3 ITI PIL3AS M QR Ja3a08
DABEE 3ToD0 20 50 2Ee M SNIDLE Bon R Mne ST RS dia vy

1.4 . Teal sember ol reapecan for thas 0 pe sres amd ccls (sember of recypecan afficosd)

b d: mmal npen 2 dould boualoawed £ mom ks wnl msbo cifmao vie bal 2 lkotec mxef anaer ool pobal duneg
e yowr comcomed = 3 gaem cowmsy, repandian of whothar dhey lud 3 raaces or mt Tha o dicnsmons acuey s pevida s
dezemsamer koo the foquoncy of scacticns for hanype of sare cr s

ks ackacwizdped bmeet sl Momber Sy cumeadly cclioatdan o ko wnlzusko of jasen womed wib cachnge of smucercsla I
G =keusces o st oulable # should be aved = de commcea pace pevaded.

Common Approach ; SAR denominators

- Reproductive

4.3. Number of dssues and cells of this type distributed (if available)
Article 3 (%) of Divective 2004 23EC dgfines "distribution” (zee Glozzary).

In the avual report, the mwmber of dssues and cells of this type disoibuted thould bs
urdersiood as ‘the wal reonber rangported or delivered to a clinical unit, even [f the clinical
unit is in the sams building or on the same floor” In the ART conssxt, it should be wderstood
to mean the reonber of perm units that have bean delivered o a clinic or nsemination or 1o
a laborawry for IVF: the mmomber of oocvies delivered to a laboratory for IVF or the monber
of embryos delivered to a clivic for transfer to patierts.

If gametes or embrvo: ars remomed © the Tizsus Eswblizhment (TE) without use ad for
subsequent rediztribution, they showddbe cownted ordy whensubceguerely redistributed
Where tizsues or cells pass from one IE © anothsr TE before distribution jor clinical use
they should not be included in this totd until finally disoributed for clinical apgication
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5 A h -
ommon Approach 4 A SAR denominators

The quantity of gamsts: or enbrvos distributed by a TE could be extracwed from the avual
activity rgoort thar TEs submit 10 the CA in accordance with Aricle 10 of Directive
2004/23EC. The followingiz a propecedconmonagproach to courting uvits disoribued:

- ong weit of SPErmM it one sednidial pieaw, the consents of whack nal! be appled at once o
- otr sndnadus! embrye or
- one sednidus! QOCYeE.

If you don’t have the number of units disvbuted for cocytes/sperm, please provide the
nmwnber of cycles only in the commenss box, otherwise your data will distort the total

This is the national disoibution activity that providss a dewminavr for the frequengy
tions for this type of tissue or cells.

Common Approach - _ ! ¢ SAR denominators

reproductive contd.

o
|

4.4_Total number of recipients for this type tissues and cells (number of recipients affected)

In the annual report, this should be understood to mean the total number of patients who had at least
one uait of tissues or cells applisd during the vesr concemed in 2 given country, sagardless of
whether they had a raaction or not. In the context of ART, this mezns the number of patients who
have been inseminated with sparm of have had an ambryo trans®r.  This is the national activity tha
providas 3 denominator for the Faquency of reactions for this type of sasse or cells.

It is acinowiadgad that aot all Mambar States currantly collact data on the otal nuamber of patients
treated with each type of tissue or calls. Ifthis information is not available, it should be noted in the
commants spacs providad
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SAE denominators

3.1. T'otal number of tissues and cells processed
Article 3(g) of Directive 2004/23/EC defines processing as 'all operations
involved in the preparation, manipulation, preservation and packaging of
tissues or cells intended for human applications'. In the annual report, this
term refers to tissues and cells processed i ITEs but not necessarily
distributed These data will allow the calculation of SAE rates in relation to
numbers of tissues or cells processed in the European Union.

The total number of tissues and cells processed should be reported for non-
reproductive andreproductive tissues and cells.

Extract from most

recent SARE report

As in previousyears, many countries acknowledged that accurate activitydata for
certain types of tissues and cellswere difficult to collectand some of them provided
incomplete numbers for SAR denominators. A few countries could not provide data as
the measurement units collected at nationallevel are not harmenised among
countries and do not always correspond to those requestad during the EU exercise
(e.g. assisted reproduction cyclesvs. number of oocytes distributed, as requested in
the current version of the reporting template).

Fornon-reproductive tissues and cells, 24 countries reported data on units
distributed (AT, BE, BG, CZ, DE, DK, EE, EL ES, FI, FR, HR, HU, IE IT, LT, LV, MT,
NL, NO, PT, S1, SE and UK) and 20 (AT, BG, CZ, DK, EE, ES, FI, FR, EL, HR, HU, IE,
IT.LT,MT,NL NO, PT, RO and SE) on recipients. For reproductive tissues and cells,
14 (AT,BE, DE DK, EE, ES, HR, HU, IE LV, MT, NL, SI and SE) and 10 countries
(AT,BG, DK, ES, HR, IE, MT, NL, PT and SE) reported data on units distributed and
number of recipients, respectively.
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Extract from most

recent SARE report

The overall number of distributed tissues and cellsin 2015, as submitted
by the reporting countries, amounted to 2,102,332 units (322,389 non-
reproductive and 1,086,888 ococytes delivered for IVF, 455,248 sperm
delivered for insemination or IVF and 235,781 embryos delivered for
transfer. Additionally, 85 ovanan tissues and 1941 testiculartissue were
distributed). This number had increased coensiderably compared to
previous years - one of the reasons being that two countries reported
reproductive numbers for the first time in the 2016 exerase.

The main types of non-reproductive tissues and cells distributed were
skeletal tissues (152,037 units), followed by haematopoietic progenitor
cells (HPC; 57,841 units) and ocular tissues (35,515 units).

From EDQM presentation to
CAs - February 2017

= § # Countries reporting

Total number of countriesreporting=30

Non- reproductive Reproductive
Number of T&C 2 12
Denominators distributed
for SAR
Nurpb.er of 20 10
recipients
SAR 12 12
Denominator Number of T&C 20 15
for SAE processed
SAE 18 18
SAR in donors 8 15

€Y, U, LU ang SK reported 0" tissues Gistributec and 0T recpents Bl i By

U and LU 8iso reported “0T tasues processed. ﬂ(m ---
===
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The EBMT Registry
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EBMT - non-profit

& EBMT

S organisation
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Structure based on Working Parties

& EBMT

Tarcpean Socmty
tor Biooed and Marrow 15 eraciardaton

The EBMT Registry

= Started early 1970's

= The single biggest data source of its kind in Europe.

« Data from >500 centres / >50 countries.

= Currently contains data on more than > 530.000 HSCT.

= Accrues >30,000 new HSCT registrations last year.
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é@fw Registry content

o Baond ard Marrow Traragieteton

HSCT
Cell
Therapy

Donor
outcome

g\ What are the interests of
‘EEET registry users?

Sor Biond ard Marrow Traragier taton

Quality Control Science &
of Clinical Care Education
+ Contributing centres « EBMT (Working » Health authorities
. Donorregistries panies, Clinical Trials) * Corporate sponsors
« National registries « [nternational and
« Accreditation national study groups
« Benchmarking
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& EBMT

oo tacr Governance

tor Bicnnd ared Varrom Trarmciartaton

* The purpose of the Registry is to provide a pool of data to EBMT
members to perform studies, assess epidemiological trends, and
ultimately improve patients’ lives.

* Registry is governed by the Head of Registry and the EBMT Executive
Committee (accountable to EBMT Board and General Assembly)

* There is also a Registry Committee dedicated to Registry matters.

& EBMT

oo s Governance

or B arad Uarrow Trarmgier taton

* Each EBMT centre is represented in this database and given a
Centre Identification Code (CIC)

* Uersfroma centre can enter, view, modify, obtain reports and
download their own data once the necessary permissions have
been granted by the Principal Investigator of the centre.

« All EBMT member centres can obtain
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ﬁBMT Frequency of collection and period
covered

tor Bl arnd Varrow Traragiartaton

* DayO
« Day 100
* Annual follow-up until death

* Datacan be entered in real-time

* Data collection is labour intensive and requires knowledge of
transplantation

FarcOean Sotiaty

Sor Biond ared Uarrow Trarmgier taton

& EBMT
Frequency

* In technical terms, the frequency of data collection is entirely open to

discussion.
* Frequency can be increased or decreased as need.

* In practical terms, frequency must take into account the real capacity
of centres to report— high frequency may be very challenging to
centres unless they had very strong support.

* Increased frequency of reporting should be clearly justified and resourced as
necessary
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& EBMT Data sources

Farcoean Sotaty
Vr Bnd aend Marrom T poc i tateon

* Transplant centres
» National Registries

* Data provided for FREEtoEBMT
— Centre can continue to access data and use
for own purposes
- Strong collaborative spirit
— Common need to achieve critical mass of data
to be meaningful

& EBMT

Earcpean Bocuty -

~ "~ Approximately 80% of
European transplant
centres report their data
to the registry
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& EBMT .
o Geographical coverage

tor Bicnd ared Varrom Trarmsiar taton

* Based on 2016 activity survey, 4% (20) of EU centres not
reporting to the EBMT registry = approximately 1% (460)
of the total transplants reported to that survey.

* Of these centres, the average total autologous transplants
reported to the survey were 18 (min 0-max 43) compared
to 34 (min 0-max 178) in centres reporting to the Registry.

ﬁBMT Quality control

Barsgean Sotiaty
Sor Bl ared Varrow Trarmsier taton

» Database with internal quality controls

= Over 4000 triggers control the accuracy and internal consistency of what
is entered in the database at the point of entry

* Data quality reports can be run by users at any point to check for missing
or unusual data

* Regular follow-up requests issued by the Registry and Study Offices
* Periodic queries on missing / incorrect data and follow-up requests

* Missing data is queried in the context of studies from the Registry and
Study Offices to the centres

» Statistical analyses allow to detect bias, data quality and unusual trends
= Statistical guidelines
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ﬁBMT Privacy, confidentiality, data
protection

» Secure central server based in The Netherlands (Leiden Univ.)
« Subjects consent to their data being sent to the EBMT
Data are pseudo-anonymised (full anonymity would preclude Registry)

+ Centres can control the data at all times, restricting access should they wish
- Bysubject
— Byspecificcharacteristics
— For aspecificlengthof time

« Specific items can be hidden for specific users

&BMT Consent

TarcOnsn Sotuty
Sn Bioond ared Marrow Trarmg e dton

* Patients own their data

* With regard to the CONTROL of the data, EBMT has full freedom to
operate with regard to the data in the registry, only restricted by
applicable legislative and ethical rules.

* Based on legal advice

* Regarding access policies, EBMT refers to its ‘Registry Function’ policy,

v. 5.1, especially chapter 4.2.

* www.ebmt.org /Contents/Data-
Management/Documents/EBMTRegistryFunction.pdf
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ﬁBMT Consent

Tarcoean Sotaty
Lw B aend Warrow Traead e daton

* It is the responsibility of the individual centres or donor registries
submitting data to the EBMT to make certain that the respective national
laws are followed before submitting the data.

* |t is the responsibility of the EBMT to ensure that centres and donor
registries are aware of this.

» The EBMT requests that all centres outside the EU sign an EU Regulations
Statement declaring they will follow EU regulations regarding data safety.

¢+ |f a centre failsto {Jrovide the EBMT with this declaration, the data can be kept, but
that cenére cannotbe allowed access to the Registry through ProMiSe, not even for
itsown data.

* It is the EBMT’s legal responsibility to ensure that no access is given to
centres which have failed to provide this declaration.

» EBMT is actively adapting to the GDPR requirements

ﬁBMT Consent

TarcOean Sot ity
Sn Biond ared Marrow Trarmg e tarton

* EBMT members commit to reporting their data to the EBMT as part of
their membership obligations.

* EBMT monitors centres’ reporting annually.

* If amember is found to have not reported for more than two years, they are
demoted from full to associate members with the consequent loss of voting
rights in the society and blocked from participation in studies.

* If a centre is reporting data as part of a funded study, they will not
receive payment(s) per patient reported.

* Note — sponsors do not report data, centres do.
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é:éBMT Consent

Farcoean Sotuty
Nor Bicxnd ared Marrow Trarmg e teton

* All centres inside and outside the EU must obtain informed consent
from their patients and/or donors before the data can be submitted
to the EBMT.

* This informed consent must explicitly state that the data is to be kept
in an “international” database and can be exported to a non-EU/EEA
country.

* This is to avoid misunderstandings pertaining to the data being kept in a
national database or even in an EU database.

* |tis the legal responsibility of the member institution to ensure this is
the case for all data submitted to the EBMT.

& EBMT

TarcOnsn Sotuaty
Kox Bacnd arnd Mo Trarmdiar aton

Treating centres Other stakeholders
Y 2-way access Restricted access
e : §
! N :
it —7 §
- 2 §
=l o L o]
o N 2 I
-i:-'h- 'g 2 * Aggregate data o ‘2'9
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& EBMT

e Datasharing

EBMT members including corporates can obtain aggregate
anonymised data where neither the patient nor the centre are
identifiable as part of their contract.

Corporates cannot obtain outcome data.

To safeguard centre anonymity, all countries with less than ten
member centres appear under the label of “Other”.

Regulators can be given access on request by the centre(s)
providing the data

* National registries could supply regulators with data extracted from the
Registry

& EBMT

e Requesting new elements/fields

* Technically speaking, there is no limit on the number of elements that
can be included.

* Constraints are the complexity of the element itself and its impact on
the rest of the form(s) which can affect the time required in order to
implement additional elements.

* Consideration should also be given to the capacity of centres to
provide the additional data.
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Chemotherapy, Drugs, Agents

Nor Biood ared Warrow Trarmgierduton

1

PA/PHITO (18) 25

CHEMOTHERAPY, DRUGS, AGENTS-
This document contains Tee st

1) Individual druga/sgents

2)  Known protocoly

3) Od profoced descriptions

Each table has the name of the drug. the code by which & is represented
in the database, and Me name by which this drug appears in the database
if the drug can be known by more than one Name
1. Individual drugs/ag
Name (& ) Code | Name in database
2-CdA [:= 2:
1 Idanubicing
| 5 Fhorouraci 20 Fluorouracil
SFU 20 | Fluorouracl
| &-mercaptopurine 22 | Mercaptapurt
6-MP 2 aptapurt
Acrdind anisidide 2 Amaacrnge
Actnomyon D 65 Dactnomycin
. Acycloer 311 | Acyciowr
19 pages
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Minimum Essential Data
& EBMT Day 100
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{éBMT Cellular Therapy & Immunobiology
=== Working Party and Cell Therapy

Registry

» The Cell Therapy Registry (CTR) aims fo collect data on stem cells,
progenitors or mature cells, such as T-lymphocytes, unmanipulated,
such as DLI, or sorted and/or cultured and/or genetically
manipulated, such as CAR-T cells, used for treatment in combination
with hematopoietic stem cell transplantation or alone, and including
advanced therapeutic medicinal products (ATMP), as well as data on
the clinical characteristics and outcome of the patients.

* The new form also collects details of laboratory manipulation for all
types of cells before they are infused into the patient. They include:
selection, modification, genetic engineering and others.
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Donor outcome form content

Examples:

SAE at donation

Length of follow up
Status on date last seen
SAE during follow up

— haematological malignancy
—non-haematological malignancy
—autoimmune disease

Intention to donate again
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@MT Table 1 Examples of system triggers
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ﬁBMT Patient consent & EU regulations

v B0 ared Marrow Tra

EBMT MEMBERSHIP APPLICATION FORM
Full Membership

COMMITMENT:
I congizm that [ will comply with the Data Disective 9346 EC in all aspects relating to the transter of data to the
EBMT. In particulas, | contirm that all patients whose registrations are being forwarded 1o the EBMT have
given consent for the data 1o be sent 1o the EBMT by signing a Patient Consent Form tor Data Registration.

In casethe patientdoes notconsentfor Consenttotransfer data outside the
his/her datato be transmitted to the European EconomicArea mustbe
EBMT, explicitly obtainedifthe centre requests
please provide —for auditing and the EBMT to transfer datato institutions
accreditation purposes- not locatedin this area

- Diagnosis

- Date of HSCT

- Type of HSCT

- Chronological number of HSCT
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-+ No interference in treatment
» Post-marketing follow-up

ﬁBMT Donor outcome form content
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Examples:

« SAE at donation

Length of follow up

Status on date last seen

SAE during follow up

— haematological malignancy
—non-haematological malignancy
—autoimmune disease

Intention to donate again
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=% European IVF-Monitoring (EIM) of the European Society of Human Reproduction and
Embryology - Christian De Geyter (European Society of Human Reproduction and

Embryology; ESHRE)

European IVF-Monitoring (EIM)
of the European Society of Human
Reproduction and Embryology (ESHRE)

shre

SCILNCE MOVING

MOVING SOUENCE

Ch. De Geyter
Current chair of the EIM-Steering Committee

R) yshre

MOVING SN CL

= ESHRE is a multidisciplinary society dealing with
reproductivemedicineand embryology.

= It wasinitiatedin 1985 by Robert Edwards (UK) @
and Jean Cohen (F). .

= Since 1985 ESHRE organizesannually an
international scientific meeting, butalso
dedicated seminars and workshops.

= Topics: reproductive endocrinology, medical
ethics, andrology, psychology, endometriosis,
early pregnancy, reproductive surgery, quality
management in assisted reproductive medicine,
reproductivegenetics and stem cells.
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= The European IVF Monitoring Programme was established in 1999 to
collect, process and publish European data on clinical results and side-
effects of assisted reproductive technology (ART), follow-up of
children’s well-being but also the availability and structure of services in
the various European countries.

= The EIM is a ,bottom up“type of data collection assembling the
representatives of the national registries of almost all European
countries.

= The data collection is not exhaustive, as the standards of data reporting
are very different in the different participating countries: in some
countries data reporting on assited reproduction is mandatory, in
othersvoluntary.

= Notwithstanding these hurdles, the number of partidpating countries
has risen from 18 in 1997 to 38 in 2013 (out of 51 European countries).

I P ———
= - e—
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-~ e
| gy g EIM ESHRE 2013
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Which are the treatments
in ART being recorded?

| # Invitro fertilisation (IVF)

4 Intracytoplasmic sperm injection (ICSI)
4 Frozen/Thawed embryo transfer (FER)
| ® Frozen/Thawed oocyte treatment (FOR)
| @ Oocyte donation (ED)

4 In vitro maturation (IVM)

# Preimplantation genetic testing (PGT)
< Gonadal tissue freezing, postpubartal
<- Gonadal tissue freezing, prepubertal

-
Surveillance
..wmummvmm“-_aﬂ‘m“‘ «ﬂ'ﬂ”“m"'m“‘”““"’"‘:ﬁi’jm no.treatments
%_—_—_—::_ s
_/ -
— T - N
- e e i
© =——PoD 100
—=
| m—n 1
~—=FOR
-

19597 195@ 1993 2000 2001 2002 2003 2004 2005 2005 2007 2008 2009 2010 2011 2012 2013

IVF: invitro Fertilistion ED: cocyte donation
ICSI: intracytoplasmic sperm injection IVM: in vitro maturation
FER: frozenthawed embryo replacement FOR:social freezing
PGD: preimplantation genetic diagnosis
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Assisted reproductive technology in
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Assisted reproductive technology in
Europe, 2012: results generated from
European registers by ESHRE'

The European IVE-Monitoring Consortium (EIM)! for the European
Society of Human Reproduction and Embryology (ESHRE)

C. CalhazJorge®, C. de Geyter, M.S. Kupka, ). de Mouzon, K. Erb,
E. Mocanu, T. Motrenko, G. Scaravelli, C. Wyns, and V. Goossens

The rising degree of completeness
of collected data sets
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Vigilance
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Number of newborns born after ART with respect to overall
number of newborns born in five European countries

% Between 1997 and 2013 a total of
» 1'308'289 newborn children have
2001----- 2013 been regisered by EIM in Europe.
8.0 X
50 : I

4.0 4

3.0 4

Belgium Denmark Finland leeland United Kingdom

Data extracted from the EIM reports 2001 to 2013
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Data collection systems in ART must
follow the pace of change in clinical
practice

Ch. De Geyter'™, C. Wyns®, E. Mocanu’, |. de Mouzon®,
and C. Calhaz-Jorge*
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= The role of cryostorage of gametes, embryos and gonadal
tissues is rising.

* The duration of storage of that material is increasing.

* Due to population mobility there is an rising trend for transport
of this material.

* Cross-sectional data collection and analysis (once every year)
does not reflect medical reality any more.

= We should start to collect data on collected, used and stored
material prospectively, aiming at analyzing the data setsin a
cumulative fashion.

Hum. Reprod. (2016) 31: 2160-2163

European ART data
Registry
(5) T caseto case
seekingforunique code T data transfer + code
1 i
| peeiding M national ART data
unique code collecting organisation
local ART caseto case dataT 4) t
| transfer + code caselto
care provider | __Tanserrcoce | J e
data transfer+ code | | ransfer+
| o 1] { | coce
(3) v
infertile infertile _
couple individual alternative ART
care provider
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European
Commission
———
ANNLY VH
THE STRUCTURE OF THE SINGLE EUROFEAN €ODE SEC
DONATION IDENTIFICATION SEQUENCE PRODUCT IDENTIRCATION SEQUENCE
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The SEC Code may provide a meantoinstall a .top down" data
collectionincluding a prospective data collection continued overtime
and with well defined outcome parameters.

shre

European SCIINCT MOVING
Commission
——— MOVING SCHENCE

Our vision

* The EU and ESHRE should collaborate to set the stage for a
prospective cycle by cycle prospective data collection in
reproductive medicine for Europe.

= This system should be developed towards true surveillance and
vigilance in assisted reproductive medicine.

= We should also think about how to include paediatric medicine for
the follow-up of the children. 0

K‘TEUROPEAN
R PAEDIATRIC
ASSOCIATION
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% Benchmarking and Audit by EBA - George Galea (European Blood Alliance; EBA)

EUROPEAN
BLOOD
ALLIANCE

Benchmarking and Audit by EBA
A paveny

Dr George Galea
Chair EBA Tissue and cells Working group Strasbourg 2018

Safe blood for Europe

EBAMEMBERSHIP 16 &5 450 5l
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Mission of EBA

“To contribute to the safety, security and cost effectiveness of the blood and tissue
and cell supply for the citizens of Europe by developing and maintaining an
efficient and strong collaboration amongst European blood and tissue and cell

services”,

EUROPEAN
BLOOD
ALLIANCE

Audits started 10 years ago

Establish tissue and cell activity within EBA Blood services
Initial Top level Questionnaire

Annual questionnaire for the past 7 years

ad for Baone
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cweoeeny 1&C benchmarking
ALLIAS Activity

* Inaverage 3.5% of FTEs in BEs in T&C field (range 1-10%)

* Activity varies across the field but is significant
14 in haematopoietic stem cells (HSC)

13 in umbilical cord blood (UCB)

12 in bone and tendon banking

10 in cardiovascular

8in skin

6in cornea

4 in ATMPs

O 00000 O

EUROPEAN
BLOOD
ALLIANCE

Questions asked:
FTE

Infectious disease markers and Tests used

Activity:

Number of donors (deceased/live)

Number of units received for processing and storage
Number of units imported from another TE inyour country

Number of units imported from another TE from outside your country
EU/non EU

fo mlmmd fnr S rone

71/138 PA/PHITO (18) 25

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




COUNCIL OF EUROPE
@%{f Vii4 Funded Implemented

& by the European Union by the Council of Europe
Eustopean Duectorate | Direction suropenne and the Council of Europe
for the Quality | de laquaité
of Medicines | médicament
B HealthCare | & soins de santé EUROPEAN UNION CONSEIL DE LEUROPE

EUROPEAN
BLOOD
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Number of tissues stored

Number of tissues issued or grafting from your bank in your own
country

Number of tissues issued for export (outside your country)
Number of tissues discarded by the bank prior to issue

Number of tissues in stock atthe end of the year

Safe blocd for Eurcpe
Analysis of data received
Inf ATMPs Booesand | CVS | HSC UCB | Corneas Skin | Others | FTEs
desease tendons
NR NR NR NR |x NR NR NR NR X
NR KR NR NR | NR X NR NR NR X
X NA X x NA NA X NA X X
(incomplete) (incomplete)
>~ NR NR X(queries) |x | X(incomple | X(inco | X(incomplete) | x X(?inco | x
[+ 4 te) mplet mplete)
[— ¢)
Z |5 X(CPH) x R |x N | NR N | x x
8 SR NR X x | X{incomple | x X NR | AR NR
te)
o X X X x X x X(incomplete) | X(inc) | x X
X NR X(incomplete | X X NA X(incomplete) | x NR X(queries)
(inc)
X NR NA NR Ix NA NR NR NR X
NR X X NR |x X NR NR NR X
X NA[queries) | x X X NA NRiguertes] |x X X
X NA[queries) | X{queries) | x X X X{queries) X X X(queries)
NR NR X 3 B X X X X X
AR NR AR NR | NR NR NR NR NR NR
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Musculczheletal sctivity

Allogenic bone living donors 2015 Bone deceased donors 2015
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0 Fl =

== I | S0 [
Country
Tendon deceased donors 2015 Grapns snowing Cats over 8 3 year peroa
= Very broad renge of activites- ive anc deceased 0onors
g Brosd range in size of Danks
Eumx ] Discard rates 3-69% lving conors
E. 1-31% cacavesic bone conoTs
g = 0 baveges 3-15% for tendon conors
] s maz Etner cefintions reed refining o sudh 0ferent dseene
é =0 vts Gncrdcd rates need furtner investigations
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Cosatry

beep ™ T&C benchmarking
SRR Heart valves

Wrrienes MO BEV e 20U

i
¢
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* Heart valves:
- 1 new country has declared activity in 2014
- No country has imported HVs; 2 countries have exported HVs

73/138 PA/PH/TO (18) 25

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




COUNCIL OF EUROPE
M‘ ”1’ Funded =T Implemented

by the European Union by the Council of Europe
Eusropean Dwectorate | Direction européenne and the Council of Europe
for the Quality | de la quaiité
of Medicines | médicament
& HealthCare | & soins de santé EUROPEAN UNION CONSEIL DE LEUROPE

T&C benchmarking
Heart valves

Number of Heart \alives issued for transpiant

ur
P-4 =
i a
5 . 7 w
3 n — 7
o 3 =
. i
e 12
I I :
: n o

This graph shows data over 3 3 year period :

& n K
—

| K

Heart valve issues are generally stable

* T&C benchmarking
* Heartvalves

* Range of HVs discarded: 19-65%
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Number of corneas banked Corneas izsued for grafting

T

% of corneas discarded

Thesegraphs show dataover a4
year period:

Broad range of sizesof banks
Significant differences indiscard
rates11-65%

II | !l 1

T&C benchmarking
Umbilical cord blood (UCB)

HOEL mCBU received2012 W CBU recaived 2013

24000
|

2000
* Total number of CBU

15002 RUCRALR 212!
46368

19003 il * Total number of CBU
receivedin 2014:

<00 [ 34626 [-25%)

3‘|tl'-l'l » -t 8
AR PGAOLT LS B
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T&Cbenchmarking
Umbilical cord blood
(UCB)
B (BUreceived BCBU stored

e

e -

M X g

1o

e TNC Treshold fer processing

1w i »103)

0 u

» Total number of CBU recelved 2014: 33600

we o . 1
T | ] T3 YUK i |
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4
]

* Total number of CBU stored 2014: 6570 R e

EUROPEAN
BLOOD
ALLIANCE

Main Findings

Significant differences in sizes of banks

Significant differences in discard rates
Are we comparing apples to apples?

Some qualitative differences
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In depth Ahalysis Heart Valves

» Decision to carry out a detailed benchmarking exercise on heart
valve banking

> Heart valves:
» Precious resource
» May be life-saving
» Unmetclinical demand

%" FOUNDATION
OF EUROPEAN
TISSUE BANKS

HV Workshop Questionnaire

»Collaboration between European Blood Alliance and the
Foundation of European Tissue Banks.

» 2016: questionnaire sent out to 15 countries in Europe
and 11 countries world-wide.
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Donor Suitability Assessment

Tissue Donor

Bark’ A pre Post-donation Post-donation Post-donation Overall Discard rate

Cod TRRAR Medical Notes Family Doctor PM TOD+MOD+LD
T e e, ey —" | —) 38%
[ ] nfa nfa s 18%

[~ v il Sy, T e, | ——3, “pe | 33%

t I T 0 e 25%

£ e e— ey se— |y — e e 3a%

¥ nfa nfa n/a n/a 0

s EE R e e e e ] 16%

RS "R | nfa 8%

- AR T e e e ) as%

] 50%

X 56%

L 58%

w = = 33%

R ., | [nstar:, ~vesses nwmne, " trms | 52%

o nfa n/a na nfa 63%

P na n/a nfa n/a 78%

5000 w0 e a7%

» .

i 4 FOUNDATION & B,
BLOOD OF EUROPEAN
ALLIANCE TISSUE BANKS

- “TOD vs MOD Microbiology Discard Rate

H

i =

=

-‘§ » x 2 e

L i 3

ixn o 3

L | | I | ||

B 3 i H

- -] -] I - - -] l (-} . [} . -] ;

. i 4 H - 3 " ~ -] 3

Tares tami Cadc

B Percentage Mo Budiogy ioss TOD W Percentage Mic o Disiogy loss MOD

»Of TBs retrieving both TOD & MOD - 10/12 report microbiology losses from MOD but only 5/12
report microbiology losses from TOD

»"A" has dedicated mortuary for tissue retrieval: no microbiology losses from TOD but 15%
microbiology loss from MOD.

»Does the donor type (ITU) or the order of retrieval af fectmicrobiology losses particularly for MOD?
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Heart Valve Processing

Critical timings for Heart Percentage HV Microbiology loss
o s oo Processing TOD+MOD+LD

D Immedate Q

G Immedate -]

2 Immediate 1%
M (rradate 3%
H Immedate 11%
c |mredate 25%

FLLROPFAN

ELVOCL
AL IANGE

* Is questionnaire too complex?
= Are we following the responses effectively enough?

= |s the questionnaire achieving its aim?
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EUROPEA
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Conclusions
KISS

Not too many questionnaires sent to same people
Try and ensure uniformity from year to year
Provide feedback to respondents

Useful information but needs some rationalisation

EUROPEAN
BLOOD
ALLIANCE

Thank you
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% Registry of the WMDA - Lydia Foeken (World Marrow Donor Association; WMDA)

Cwmon

matching donors « serving patients

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

World Marrow Donor Association

Our Vision

Patients worldwide have equal access to high quality cells for
transplants from donors whose rights and safety are protected.

Our Mission

WMDA promotes global collaboration and the sharing of best
practices between its members for the benefit of stem cell donors
and patients.

www.wmda.info
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And would itbe possible to share between Professional Societies and Competent Authorities?

{ A global search platform that faciltatesthe best possible match between
stem celldonors and transplant patients.

-

[ m User friendly with automationto improve & simplfy searches and improved
[ trainingto support users.

[

Privacy & data security are safeguardedthrough the implementation of GRID &
data agreements
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WMDA hosts the global database: Search & Match

* All donors and cord blood units are available
for global search in a centralized database

* At the moment:
* 52 countries

¢ > 32 million donors worldwide
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€wmpna

What might be valuable information for
regulators?

* Number of donors, specified per EU Member State
Number of cord blood units, specified per EU
Member State

Growth of the donor file over the pastyear
Growth of the cord blood file over the pastyear
Quality of the HLA typing

Number of patients registered for search

Pillar 2: Supporting Global Development

\

v WMDA supports its membersto develop and grow, so that moretransplant
Pl

patients findthe most sutable match.

\
F The number and availability of stem cell donors increases ir arezs where

patient need is growing: through data collection, sharing global trendsand
tailored support in growth areas

WMDA becomes a ‘one-stop shop’ for support & advicethrough expanded &
improvedoninetraining
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Number of unrelated transplants worldwide

=0z HPC product shipments

S

Cwmpn

Number of HPC products provided for national and international patients

Number of HPC products
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Number of HPC Cords provided for national and international patients.
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Number of HPC products provided by the continents

10w

T

Number of HPC products

Number of HPC Cords provided by the continents

Number of HPC Cords
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How WMDA data are collected

Two way validation
Each country reports how much they have provided

I T

Austria 10*
USA 10*
TOTALNUMBER OF PRODUCTS 20*

Each country reports how many patient have received a product

Austrina patients receiving marrow from _

Nationaldonor 10*
International donor 10*
TOTALNUMBER OF PATIENTS 20*
* Exampledata i (Lj_lm[]ﬂ

What might be valuable information for regulators?

Nationat 4

[counry ] Bone Momow 198SC———Jco |
USA 2 10 3 ‘
Vietnam 0 0 1 € WMDA
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Pillar 3: Promoting Donor Care

Ensurerightsand saf®ty of donors are promoted and protected.

Inform donor care standards & practices through new and improved
online SEAR/SPEAR reporting systemfor related & unrelated donors
ﬁ ntroduce professional training programme “or those working with
donors

Serious Adverse Events and Reactions ‘UJITIDFI

Reporting

SEAR SEAR SPEAR/SEAR

Donor event occurs Event reported by Event reported when
during work-up or donor atfollow-up product is received
stem cell collection (donor centre) or infused
(collection centre) (transplantcentre)

Registry responsible
for providing the
donor/cord blood
unit is informed

Registry reports to
WMDA S(P)EAR
Committee
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What might be valuable for regulators?

* One central point for reporting where professional
expertise and regulatory experience are combined
* Rapid alert system

Pillar 4: Ensuring Quality

and standardisation.

@ Promote product quality and global collaboration through accrediation
\

All organisations listing donors/cord blood unitsaremaking demonstrable

w progress towards accredimton through = tailored support package and peer
support.
@’

WMDA & FACT accreditation are seen asthe global Gold Standard through

awareness raisng amongst members; clinicians and authorities
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WMDA Accreditation

EUROPEAN DIRECTIVE 2004/23/EC; article 9

Import/export of human tissues and cells

Member States and tissue establishments that receive
such imports from third countries shall ensure that they
meet standards of quality and safety.

Collection centre

] v
o* *0
Donor centre 1 Transplant centre
™ .
® n
] o
Testing
laboratories Research
",
Cord blood bank
93/138
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What might be valuable for regulators?

*» Shared resources on import/export knowledge
* List of accredited organisations
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=% State-of-the-art in international data collection exercises for eye banks - Philip Maier
(European Eye Bank Association; EEBA)

EUROPEAN

EYE BANK
O ASSOCIATION
feBA

European Eye Bank Association (EEBA)
Prof. Dr. Philip Maier (Lions Cornea BW)

STATE-OF-THE-ART IN INTERNATIONAL DATA
COLLECTION EXERCISES
FOR EYE BANKS

Technical Meeting on National and EU-level Tissue and Cell
Activity Data Collection and Reporting
Thursday 22 March 2018 / Friday 23 March 2018

Venue: EDQM premises, 7 Allée Kastner, Strasbourg

COLNCE OF FLBORY
e o — - =
vy v et |on 3 < -,

B it ot Coures of Durmow
-
[ o AR CORSER [N LELROPY

oy P ot of § srage

ey -

EUROPEAN
EYE BANK

~ «ocnon. EEBA Directory - Governance
L

+ The EEBA Directory is
» produced on an annual basis
* published in time for the Annual Business Meeting.

« Data collection

= Data from individual banks published only if at least one member of
staff from that bank is a registered Ordinary Member at the EEBA

» One Member of the Association from each Eye Bank is identfied as the
“Corresponding Member” for that Eye Bank.

= Corresponding Members are responsible to annually return data on
request using the forms provided in order to compile a Directory of the
Association.

«  Directory Supervisor
« oversees the collection and processing of data for the Directory
» Coordinates the publication of the Directory.
= Additional support and editing staff may be appointed by the Directory
Supervisor with approval of the President.
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EEBA Directory
Aims

Chronicling the yearly activities and methods of eye banks in Europe

=> Valued resource for eye bankers and ophthalmeologists

banking

Ordinary Member

Key information on transplant legislation concerning donation and eye
List of the contact details for all eye banks which have at least one EEBA

Keeping track of new developments in eye banking

* e.g. increasing propensity for posterior lamellar grafts to be prepared in the eye bank
laboratory versus the operating theatre

Directory is only made

ilable to EEBAMembers (+ on request to

regulatory/competent authorities)

e

EURO PEAN
EYE BANK
'/ ASSOCIATION

#

Al

ANNUAL DFECTO Ry

TWENTY.SIXTH EDIMON

.+« EEBA Annual Directory — Data for 2016 (but

published in 2018!)

———

JANUARY 2018
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",' rsocunos EEBA Annual Directory — Summary Statistics forthe past5years
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1% EEBA Banks Information — Activity and Methods

Section 2: EEBA banks information - Activity and methods
15 Numbers
17 Collection and selection
22 Decontamination
24  Organ culture, preservation medium
32 Organ culture, preservation method
34 Hypothermic storage
36 Endothelium evaluation
40 Cell counting
45 Microbiology testing
47 Sclera
49 Amnion
51 Stem cells
53 Quality assurance

PA/PHITO (18) 25 98/138

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




COUNCIL OF EUROPE
WW Funded ) Implemented
e by the European Union (i % by the Council of Europe

amm-:mnmunm and the Council of Europe
e T
& HealthCare | & soims e snté ELROPEAN UNION CONSEIL DE LEUROPE
}“,.L-_ (UROPTAN . i
~ Wil EEBA Banks Information — Activity and Methods
—
ST TRV A
Y ————
b Por grufony
il li
———
roul | i aadsld
- - -
- |
p L : -
e i
- - e
E .y [}
E
E = : :
=
z 1
1

i e

Ze WL EEBA Banks Information — Activity and Methods

L
H.i*--h

....-—“3 —ET: als

Bet
L

—

o pote g s DERA
- pr— 48 PR
| —
- g g o M e
« eyt -y
[ e=——r——

e

Y

99/138 PA/PHITO (18) 25

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




COUNCIL OF EUROPE
%W Funded ) Implemented

o by the European Union by the Council of Europe
Eistopean Duectorate | Direction ewropbenne and the Council of Europe
fof the Quality | de la quaiité
of Medicines | du médicament
& HealthCare | & saiis de santé EUROPEAN UNION CONSEIL DE LEUROPE

F- L% EEBA Banks Information — Activity and Methods

ey
s
—— —— o
et L 11 Suren b o bt |
] — o — 1
: = .
- Tz I
— - —— P T
T
- -2 1 oz
) o) 2 = .4 I -
. = £3 =T ——
T L]
T i I wehemn.
""%Lﬂt
T E—
% : —-E-i_—ﬁ —_——
r - -  o——— ——
) = oz
=
a " e
o =t T
T U N T .
-_-= L k-4 [ — .
- e - ;
= = r:
- z
v - T ——
a T FoY T T—
= o T
o 1 rg et | el sl H'—i=
= I3 =
= T — e . £y ——
— [ et am— — -
z Feir T
o= : =i T
- ! T
— o
- —
T e T
s —— =
reve. [ e [y —
e ey = el
= S w— +
n L3 s -
= Fo o S g
= Vo ¥ .3

8 - TURDFrLAN

Y LM% EEBA Banks Information — Activity and Methods
e i

1
I’

i

SEma03m
0
0000 ERD
orE3030

=0

—— —— . — B e )

PA/PH/TO (18) 25 100/138

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




) by the European Union by the Council of Europe
Eustopean Duectorate | Direction suropenne and the Council of Europe
for the Quality | de laquaiité
of Medicines | medicament
& HealthCare | & soins de santé EUROPEAN UNION CONSEIL DE LEUROPE

COUNCIL OF EUROPE
ﬂ%gm Funded e, : implemented

"~ ULl EEBABanks - Information per Country

T E——
a2 2 o Hogriarem \omtiie
Specificlegislation |~==
- Mh—-_“—hmﬂ-“u—-—hﬂ.t—h
for each country . i e e T T v AR N
- w Semgea v wal B e Sy
* Donation e
- o s bk iy
. Comeaaankjng . :mnx.—;—uucmiu-hn“
. Aa e patme ey mmbay e e g
o o bt + n m g s e e S
1wt b b b
Mdm.ﬂlm
R e L T
At e VY
AL by b
L Tl
Fas k) 10D MW IV a8
b o smprabibah € vrda s vow P AlenTied Unba s
[ . LI Rl IR
Wl W W e by e b
[Nt il 15 10 P
B € v Bl T e fwrea s of gy At
M o g Wan! Bk
L
A A0 L
ALATIOA
Vonptume odb 713 7] 00 20w
L «d} TED TIT ) 20
b o— e bt S € 2 cardou e
T e B g v Py Mg [0 L Pt | g m e ome
e s Loyt §00 N Raares (R M g (s Mages {Bae P
N e P
(S
e UROPLAN [t
p e PANK
Co Misochinn EEBA Banks — Summary Information per Country
dras
Cowmenad

Bor s et o e —

v v g

O O e N L L

B O O O N O O Y B B D ] ST T S e pp——
R HOUG001 0 ol

1000000000017 Frr——

0000000000000 00000 0 e |

-._;....-....-.....;[..n..................,........

b o o B b o o B o e o o o e vt

T

aada 8300000000000 00000 e

JudJddddd U idiiddd il skttt
0 e e o et v it s

!'ll'llflllll-ll\!llf‘lltlill' e —pr— e

1303030300000330 00000 ——

el fs [EL=bo f o fo b fo de fe fo B o T e o e
Jag14433:3:4

dddddd

i
dE
2

101/138 PA/PHITO (18) 25

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




COUNCIL OF EUROPE
M" {44 Funded T Implemented

P by the European Union by the Council of Europe
Eusropean Dwectorate | Direction européenne and the Council of Europe
for the Quality | de la quaiité
of Mediines | du

medicament
& HealthCare | & soins de santé EUROPEAN UNION CONSEIL DE LEUROPE

R

uLoss Other data collection activities v
ECCT

» European Cornea and Cell Transplantation Registry (ECCTR)
= EEBAIs one of 8 consortium partners in the (http://www.ecctr.org/)

= Aims
« Build a common putcome assessment methodology for corneal transplantation
* Clinical outcome measures

* Patient reported cutcome measures
« Establish an EUweb-basedregistry and network for academics, health
professionals and authorities
+ Assess andverify activity data andthe safety, quality and efficacy of corneal
transplants

LURE

= ihchids EEBA Secretariat
Via Paccagnellan. 11 - Padiglione Rama
30174 Zelarino — Venice (ltaly)
Tel: +39 041 9656422
Fax:+39 041 9656421
Fiscal code: 90111850278

E-mail: admin@europeaneyebanks.org

www.europeaneyebanks.orq
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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)

EUROCET

European Registry Of Competent Authorities For Tissues And Cells

Past and present of the European collection of Tissue, Cells and ART data of activity.

- -i-.URO(.'l-'.T
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SOME INFO ON THE HISTORY OF EUROCET

S B i s .
A Directive 23/2004/EC:
art. 10.3: MS are roguered 10 eatabinh 2 publicly accesadis
rognter of casona] TEs 208 thens regnters thould be eked

throngh 20 EU serwork
N UROCET are. 10.1: TEs muat submit 10 their aasiona] Compensat

Andhority 2o asemal report oo donaSion, procumenne? tosSeg,
processng, preservation, Morage aod dainbutos of amm
e and calh

May 2009 | ¢,mpctent Authorities Annust meeting, Brussels

EUROCET (European Registry for
Organs, Tissues and Cells] was 3 EU Commission encouraged the use of Eurocet portalas * 2 tool aiming at collecting annually

project funded under the &TEN updated data on tissues, hematopoietic

program of the European A woy to fulfil the obligations of the tissues ond and reproductive cells donation and
Commission, DG INFSO Directive to provide information on on EU-netwo. transplantation actyvtes

s 2im was to set up 3 registry on basis regording tissue and cedl donation and = the European Registry of the Competent
organ. tissue and cell donation and FEaSpENIOnAG GCtuE- Authorities for tissues and cells

transplantation activity shared by = the registry of tissue establishments
old and new Member States coming from all Competent Authorities

_ath
Sfthe T-'_-‘-_'.Ul‘*

B < e.

ART e

A nnu!.

SERVICE CONTRACT 20116102
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THE PHYLOSOPHY OF EUROCET DATA COLLECTION

ACTIVITY DATA from

@ PREVIOUS YEAR
= ENSURING OPEN

_. / ACCESS to GENERAL

PUBLIC

PROVIDING A COMMON

ppa— ; PLACE TO COLLECT TISSUES
COLLECTION of # - ,"x.r AND CELL (and organ.)
AGGREGATED DATA .

TISSUE DATA COLLECTION FORM

pe of tissue:
oculartissue,

= skin,

* heartvalves,

* bloodvessels,

* musculoskeletal,
* Placenta

* other tissue.

Ty

Activities collected:

* donation,

» donation per type of tissue,

* procurement,

* banking,

* import and export of products,

* transplantation for human application.
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HPC DATA COLLECTION FORM

Activities collected:

= Potential donation,
].._ : % % « Searchinginthe national registries,
* Import-export,

pesten e e eSS T S & danutian,

—_ = Bankingof cord blood,
= Transplantation per HPC's origin,

m = Transplantation per pathology,
= Other procedures associated with HPC

T transplantation.

ART DATA COLLECTION FORM

Types of treatment:
* UL, IVF, ICSI, FET, Other
Activitiescollected:

* ART-with partner donation,

* Non partner donation activities,

*« ARTwith nonpartner spermdonation,
* donation,

* ARTwith nonpartner oocyte donation,
* ARTwith nonpartner cocytes andsperm
donation,

* ARTwith embryo donation.
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DATA PROVIDED BY NATIONAL COMPETENT AUTHORITIES

Erndhrungssicherheit -
Austrian Agency for Health and Food Safety
Belgium
Cypensy
Ministry of Heaith of the Republic of Cyprus
Czech Re
Ministry of Heaith of the Czech Republic
Germany :
Paul Bhriich Institut
Denmari
Estonis
Ravirm
I i . - -
ONT - Organizacion Nacional de Tansplantes
Ministry of Health, Social Services and Equity

Finlend
FIMEA —Finnish Medicines Agency

CNT =itafian National Tansplant
Centre

Lithusni

NTE - National Tansplant Bureau
Ministry of Heaith

Letvie
State Agency of Medicines of the
Republic of Latvia

The Republic of Moldove
Tansplant Agency

Slovenia

Institute for transplantation of
Maits Organsmvd'ﬁssmnflheﬂcpﬂ:
M‘ﬁmg::‘amofm
RepubBc 't
Sioveloe
Ministry of Heath
Ministry of Health, Welfare and
Turkey
Norwey United Kingdom
Helsedrektoratet HTA - Human Tissue Authority
HFEA - Human Fertilisation and
Poland Embryology Authority
NCTCE - National Centre of
Tissue and Cell Banking
Portugel
IPST - institute for Blood and
’Hﬂwhﬂht-nﬂ sﬁ(l‘m {
Romanis %
ANT = National Transplant | 2
Agency
Sweden
VO - Health and Social Care
Inspectorate 3
Switzersnd e
Fadess! Office for Publc Hea'th —

Eurocet’s growth from 2003 to 2017

0G0
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FOCUS: Number of countries which contributed from 2013 to 2016

TISSUE: 23/33
PO HPc:22/33 ‘
ART: 20/33
°*

TISSUE: 23/33
PALKE  HPC: 21/33
ART: 22/33

1

FOCUS: Countries which contributed to the 2017 Collection

Coumtries | TISSUES | HPC | ART | e ==
Py | = )| ‘ TISSUES: 27 out of 33
- | HPC: 25 out of 33 countries | \ ;‘::;;"esangza SEUEKM;"?';
ﬁ'& (Y E Mesmbes s_msu_-nd 2 ‘ countries) joined this year’s
S Extra EU ocountries) joined coltarstas. |
= this year'scollection. n -

s - [

rr— z‘

% Fourmore than 2016:
- . Austria
[ L Germany
. ‘ Poland
[y Switzertand
Mats

NS atgndt P R o e

e ART: 22 out of 33 countries

gy (20 EU Member States and

= 2 Extra EU countries) joined

e - . thisyear'scollection. ‘

tavtaecinea |

Tatiay |

Detes tegasn ]

Totsd % 1)
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Where can people find the data?

Eurocet data are publicly available through ' Si"c? 2008, the data are annually

the eurocet website (eurocet.org) published in the Newsletter Transplant.

[ { B A > o
ILUROCET | e

A LRSI E t fobn n t i -

e - —

w——

-
=
-

e g

Ao nesn . B

e L i R et R
P
o (BT R

THE PRESENT DISCUSSION ON EUROPEAN DATA COLLECTION

Since last year the issue of harmonizing data in the tissue and

Group members:
cell field was put on the table of the EDOQM-CDTPO expert group ¥

e § Eiana Porta- Mafan National Tanzplant Centre, italy {lead)
Raly’s Competent Authority voluntereed to lead the group that

A E Jacinto Sanchex banez, Simone Hennerbichler - Eurcpean
s discussing 3 way of streamlining and updsting the commaon

) 2 Associstion of Tissue Banks
data collection forms and revising definitions
Carlos Cathaz lorge, Kersti Lundin - European Society of
Human Reproduction and Embryology

Artur Kaminsic - iIKCETIK/NCTCE, Poland

Ana Franca - IPST, Portugal

Aurora Dragomiristeanu - RNDVCSH, Romania

g iV Mar Carmona - ONT, Spain

Eurocet intends to adopt the results of these

S g . N agreed work for the collection of 2017 data.

109/138 PA/PH/TO (18) 25

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




COUNCIL OF EUROPE

% m Funded ar -t *, Implemented
by the European Union > - by the Council of Europe
Eusropean Dwectorate | Direction emopéenne and the Council of Europe - *
oy

for the Quality | de I quaiité
of Medicines |t medicament

& HealthCare | & soins de santé EUROPEAN UNION CONSEIL DE LEUROPE

THE PHYLOSOPHY BEHIND THE CHANGES

MINIMIZING

OVERLAPPING
O @ WITH OTHER DATA
/ COLLECTIONS

Y \ MAKING DATA

DEFINING

o) O COLLECTION
A COMMON MORE RELIABLE
LANGUAGE

EUROCET

European Registry Of Competent Authorities For Tissues And Cells

Thank you for your attention!
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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)
= i e acon

Newsletter Transplant of the Council of Europe /
Global Observatory on Donation and
Transplantation (GODT)

http://www.transplant-observatory.or,

Mar Carmona
On behalf of the GODT Working Group

Organizacion Nacionalde Trasplantes (ONT) )

k Spain

Technico! Meeting on Notiono! ond EU-leve! Tissue ond Cell Activity Doto Collection ond Reporting.
22-23 Morch 2018, Strosbourg
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GOVERNANCE OF THE DATA COLLECTION EXERCISE

Council of Europe / EDQM / CD-P-TO H

* Newsletter Transplant: Edited and published since 1956 J =

RCIDT

~——at / * Collaborationwith Latin-American countries
=4 0NT
~~ EuropeanCommission
\ * Indicators exercise—UE ActionPlan

* Collaberating Center - GODT

GEOGRAPHICAL COVERAGE

Council of Europe / EDQM / CD-P-TO

CoE, Observers

ﬁ

Latin-American countries

EuropeanCommission
UE countries "”
wo ;
Other WHO regions (AFR, EMR, SEAR, ’W
WPRand NIS/CAR Member Sta;es)
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WORKFLOW: COLLECTION AND DATA MANAGEMENT

B Ad-hoc questionnaire sent to official FP at each country

= Initialrequest: each year in Q1 (Newsletter Transplant] / in Q3 other WHO countries
* Reminders (E-mail)

| = Datareception

Y
Y

* Data quality checking / queries
*Data entry

= Calculation of country, regional and global rates, other calkculation
* More detailed analyses
= Creation of charts, bar charts and WHO official maps

* Immediate availability of annual data on the GODT website
= Newsletter Transplant, RODT Newsletter, annual report of data worldwide
* Presentations/ responseto specificrequests
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Definitions and ingructions on how to complete BSOSO iy —_—
the fields are induded along the questionnareto
facilitate its completion.
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CHALLENGES

Strengthen the network of focal points (updated; respondent FP)
= Time frame for the collection of data is not always accomplished

= Discrepancies inthe provision of certain set of data, e.g. Waiting lists, pediatric
transplants

= Missing data of some reporting countries, specially when they are categorized
data (by aged, livingvs deceased)
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FINAL REMARKS

= The GODT is the result of dedicated efforts to maintain a close collaboration

with FP, and it is also the result of their valuable contribution to providing
annual data

* Cooperation of countries is crucialto obtain reliable and high li t

* The Global Observatory and Database set up a2 dynamic and creative project in
continuous development.

* ONT Remains available for
* implementing improvements inthe data collection, the Newsletter and

the GODT
= providing additional data not displayed atthe site, upon request

EE ]

Thanks for your attention....

GODT TEAM:

Beatriz Mahillo
Marina Alvarez
Jaime Marco
Mar Carmona

@ transplant.observatory@msssi.es

www.transplant-observatory.org
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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)

. B - [Py, Y pe—
Funded by the . M T e haserLAN A S
S— o
———
—

Are the SARE Denomi

Ins ion
* Harmonizationof B gu ug‘::tms
/T&C reporting Training inspectors
* Rapid alert system Framework for joint
* NotifyLlibrary inspections
: Voluntary audit

* Evaluation andFU o Technical support
principles and guidarce
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VISTART

Funded by the - i R bl e

Vigilance Expert Subgroup

Formed by SANTE, February 2017
Vigilance experts for Blood, Tissues and Cells, nominated by the national
competent authorities

Technical expertise to support annual SARE reporting for Blood, tissues and
cellse.g. improvement of Common Approach/reportingtemplate (B/TC)
analysis, publication of annual SARE summaries

&.;;:..functioning of the Rapid Alert platforms for Blood (RAB) and Tissues and Cells
%y, (RaTC)

other vigilance and surveillance activities.

@) VISTART

T
A Y

Funded by the !

Scale of the Denominator problem

== = =u u b=+ b1

T ]

*  Twenty one countries provided data regarding the number of tissues and cells processed in 2015

*  For non-reproductive tissues and cells, only 24 countriesreporteddata onunitsdistributed on
recipients.

*  Forreproductivetissues and cells, only 14 countriesreportad data onunitsdistributed and 10
countriesonly on number of recipients.

--'}.'.‘[.L:. * 13 Member Statesreported norecipient SAR in 2015.

B, ' * These dats, suggest that SAR reporting still needsto be improved at national level.
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VISTART

Funded by the - Wl

SAR Denominators-key issueto relate SARintocontext

*Numbers processed ->SAE denominator

*Numbers distributed /issued

*Numbers grafted/recipients

Accuracy and options dependent on

*National reporting structures

*Type of tissue
*Processing methodoiogy

| *Agreement on units

(»): ISTAR

PR TN

SAR denominators commonality iscritical:

*When there is signifiant lac of data-the ‘inddence of SAR’ are more of
a reflection of the effectiveness and completeness of the national
vigilance and reporting systems.

* only when commonly agreed data is used -the % of SARs laulated
individuall, willaliow for bench-markthedata.
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Vl START

—
"~ VES Rapporteurs: work plan

Review of proposals for harmonization/improvement of vigilance data qu
*Sources: minutes of VES meeting, VISTART recommendations

*Domain: Blood, Tissues and Cells

*Change required in: Common Approach, reporting template, Directive

S

- 44 proposals identified
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Consensus that SAR in donors should be reportable regardiess of the

mpact on the quality and safety of the substance donated

orting of deaths in recipients should be mandstory for

Many SAE are reported as “humen error”, for which reporting isto be
further broken in sub-categories

The donor selection step should also be inch n the SAE reporting
-

P\_I—\ _1_l—1

\ll START

Funded by the !

Currentsequence of SAE data entry

Activity | SAE spec- | Free text | Number of
step ification | description | SAE
(human of SAE,
error, ete.) | type of
| ete,

Proposed sequence of SAE data entry

Specifica- Number of | SAE yves/'mo | Activity SAE spec- | Further | Number uf
tiomofl TC | TC step ification specificatio | SAE

npe processed (human nof SAE
error, ¢lc.)
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\ VISTART
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8.4 Other
# 3 Human emror
82 Equipment failuge

| Tissue or Cell Defest
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U

ISTART
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Funded by the — R

VES: future improvements

1. Clarifyandagree on proposalsfor next round (Vigilance Expert Subgroup in
consultationwith SANTE)

2. Competent Authority approval

3. Membersof Vigilance Expert Subgroup draft texts for Common Approach &
Templates - circulaed for approval before 2019 reporting exercise

Levell Level 2 Depending on complexity:
“Quick 2018 Develop consensus & proposal
\ o8 2019

1]

i) 2017 2018 2019 2020 SARE reporting (Establishments)

2018 2019 2020 2021 Commission data collection

/4
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VISTART
Funded by the ! @ R T o i sy

VISTART group |
Other important issues (for further implementation

-Severity assessment tool is missing in Common Approach for Blood \;

-Definition of Distribution excludes ‘issuing’. Issuing should be incdluded in
the definition of distribution inthe Common Approach for Blood and T&C

-Breakdown of human errors as proposed by VISTART to be adopted in
Common Approach for Blood and T&C

~<. -Desired denominator for reproductive tissues and cells: reproductive

es

4

VISTART
Funded by the - : g e 7 ey s

VES: future possible SAR improvements discussed,

no consensus (yet)
N

BLOOD, TISSUES/CELLS

Differentiate between products with/without pathogen reduction step
Differentiate between products with/ without leukodepletion
HarmonizewithEUROCET

TISSUES/CELLS
HPC- differentiate between allo- and aute
-.\ ART: move towards cyclesas denominator

i

BLOOD
Incjude cryoprecipitate and granulocytes
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) VISTART

Funded by the

I8

Keyissues

* Commonality of denominators

These are key actors for ensuring not only traceability of tissues and ceils, but also
effective vigilance systems.

It is important to avoid overburdening reports with too much detail especially if
SARs cannot be collected consistently.

* Improved tissuevigilance
Heaith professionals involved in the clinical application of tissues and cellis and tissue
establishment personnei should be encouraged to submit reports.

* Theseoutcomesmay contributeto the ongoing evaluation of the legal frameworks
on blood, tissuesand cells.

d legisiation in any future revisions.

o)) VISTART

B e T s ]
0 Y T8 8 s s 4 TED
. R b
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=% An Update on progress with the evaluation of the EU legislation on Blood, Tissues and
Cells - Deirdre Fehily (European Commission)

An Update on Progress
with the Evaluation of
the EU legislation on
Blood, Tissues and Cells

Deirdre Fehily
Substances of Human Origin Team
DG-SANTE

The Evaluation = N Purpose

» The purpose of the evaluation is to provide a comprehensive
assessment of the directives, examining their functioning
across the EU.

» In particular the evaluation is assessing the extent to which
the Main Directives have met their original objectives and
whether they remain fit for purpose looking also at the
contribution of the Implementing Directives.

» The evaluation is expected to provide a sound evidence
base which will be used to consider the need for any changes
to the legislation.
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Assessment

Criteria

1. Effectiveness - Increased safety and quality?
Negative side-effects or barriers?

2. Relevance s Still up to date? (science,
technology, epidemiology,
commercialisation, new actors)?

3. Efficiency - Costs for establishments, clinicians,
authorities justfied by benefits?

4. Coherence - Consistent with other legislation,
any gaps and overlaps?

5. EU Added Value - Could the results have been

achieved better at national or
global level?

OPEN PUBLIC

CONSULTATION

The aim of the consultation wasto géﬁn
+* views and opinions on the implementation of the blood, tissues and cells
legislation;
* factual information on what works well and where there is still room for
improvement; and
+ data and knowledge about the impaac of the legislation.

Public administralion within

Submissions | [ *

o 0
from 23
MSs 158
= organisations
43 citizens bell  submitted inpus
Healthcare provision

submitted
inputs Manufacturers of am-:n_gh“m
or celis as 8 starting material
» Eguipment or service

the EU

Blood/Tissue Establishment
Donor recruitment and
procurement/ collection
Patients

Donors

YYYY YVvY ¥

»All responses will be published online (consent permitting) provmer
) L 4 = > Academic or scientific
»A summary report will be published online by the Commission rezzarch/developmant
> Public administralion outside
the EU
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Stakeholder Event
20.09.2017

» >200 participants

» Wide range of interests

» Strong statements from 20
panellists

» Lively open discussions

5 main themes
» Donors

» Regulatory oversight

» Availability and sufficiency
» Consistency and coherence
» A changing world

Stakeholder
Event Summary
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» Contractor - ICF Consulting
» Supporting the Commission in evaluating the
legislation
» Supported by 3 thematic experts
» Focusing on answering the evaluation questions
» Independently documenting an evidence base
» An independent study to be published by mid-2018

» Commission to bring together the work of the

: ; =
contractor, EC services and results of the public pa o Y
consultationin Commission Staff Working Document fof Sendis
publication by end 2018 Commasion et

Some preliminary

Effectiveness — Stakeholder consultation
. : |88 messages

[

The legisiation has helped increase safety and quality
(Blood - 90%; Tissues and Cells - 99%)

But several provisions are not adequate or missing:

» Donor safety (donor reactions and donor follow-up, including long
term)

» Clinical outcomes (post-transplant/transfusion/ART) - control of
access tostem cell therapies of unproven efficacy - stem cell tourism

» Impact on supply/sufficiency (plasma, corneas)

» Voluntary Unpaid Donation (VUD) - unclear and varying interpretation
- challenge when SoHO used for commercial manufacture of medicines

» Unclear Vigilance definitions and requirements - particularly for
denominator reporting

» Value of professional standards, certification and training not reflected

» SEC implementation challenging - exemptions implemented differently
in MS

» Need for specialist training of inspectors
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Some preliminary

Relevance — § Stakeholder consultation
i |58 messages

o
B

The legisiation is not adaptable enough to manage risks and changes,
such as:

» technological/ scientific

> epidemiological (WNV, Malaria, Zika, etc.)

» societal e.g. ageing, travel, migration

In particular, it is lacking in:
» procedures to keep legislation up to date

» provisions for the authorisation of novel/experimental treatments
(increasing complexity of manipulation requires more specific
requirements)

» clarity of scope (new SoHO, stakeholders, activities)
» provisions addressing specificities of subsectors (plasma, ART, HSC etc.)

» involvement of experts (EDQM, ECDC, professional societies, etc.)

While in some cases it is considered too specific:

» equivalent safety/quality can be achieved in different ways - cross
reference professional standards

el

Some preliminary
Stakeholder consultation

Efficiency

The legislation led to higher costs but it also brought
benefits that justified the costs (Blood - 80%, Tissues and
Cells - 88%)

Specific cost issues raised in relation to:
» smaller blood and tissue establishments that face higher costs

> GMP and air quality requirements [Tissues and Cells]

» Burdensome oversight rules (e.g., inspection
planning/frequency, import requirements)

Insufficient attention is given to:
» assessing cost effectiveness of safety measures [Blood]

> re-evaluating technical criteria to ensure balance between safety
and costs (e.g. testing, donor selection)
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Some preliminary
Coherence — _ Stakeholder consultation

messages

The legislation within its own provisions is generally coherent.
Incoherencies with other relevant EU legislation highlighted':

Borderlines and definitions (Medical Devices, Medicinal
Products)

» SomeSoHO fall under different legislations across Member States
» Classification mechanismsnot adequate

» Somenon-homologous ATMP are identical to T&C, same Safety & Quality
standards should apply. T&C legislation the most appropriate

> Incoherence with Organ Directive for donor protection and VUD
Communication between the sectors not optimal (e.g. for vigilance)

» No harmonisation ofinspection requirements under different legislations

» Linkto legislation on communicable diseases and role of ECDC

» EU charterofhuman rights and commercialisation (VUD and non-profit)

» Global standards needed forglobal distribution of HSC

: Some preliminary
EU Added Value — Stakeholder consultation

messages

The legisiation has helped increase safety and quality,
harmonisation and confidence

Blood - 74% and Tissues and Cells - 64% of organisations
believe that:

» this could not have been achieved at national level, or

» might have happened but EU legislation sped up the process

80% of the individual citizens that responded believe that the
same results could not have been achieved without EU action.

» However, some say that certain sectors were already well organised therefore
limited value for those sectors (particularly HSG.

» EU Added Value limited by more stringent national requirements and by national
limits placed on donor recruitment.

20/09/20
17
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HINGEILE

Key elements Estimated timing
Roadmap consultation Q12017

Public consultation Q32017

Publication of submissions

summary results Q22018

External contract Q22017 - Q3 2018

(Desk-based research foaus groups, interviews, targeted survey)

Commission evaluation report Q4 2018

https://ec.europa.eu/heal
th/blood_tissues_organs/

policy/evaluation_en

PUBLIC HEALTH
Follow the
Evaluation
process
here!
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LIST OF ATTENDING EXPERTS

PA/PH/TO (18) 25 134/138

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




e

Eutopean Dwectorate | Dicection européenne
for the Quality | de la quaiité
of Medicines |t medicament
& HealthCare | & soins de santé

by the European Union

and the Council of Europe -
oy

Funded o ki

EUROPEAN UNION

COUNCIL OF EUROPE

Implemented
by the Council of Europe

CONSEIL DE LEUROPE

List of the participants

Country/Organisation

Name

European Commission (EC)

FEHILY Deirdre
E-mail: Deirdre.fehily@ec.europa.eu

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

LOMERO Mar
E-mail: mar.lomero@edgm.eu

LOPEZ FRAGA Marta
E-mail: marta.fraga@edgm.eu

Eurocet/Italian National Transplant Centre (CNT)

CARAMIA Valentina
E-mail: valentina.caramia@iss.it

PORTA Eliana
E-mail: eliana.porta@iss.it

European Association of Tissue Banks (EATB)

KAMINSKI Artur
E-mail: artur.kaminski@wum.edu.pl

European Blood Alliance (EBA)/EU Vigilance Expert Sub-
Group (VES)

GALEA George
E-mail: George.m.galea@gov.mt

European Eye Bank Association (EEBA)

MAIER Philip
E-mail: philip.maier@uniklinik-freiburg.de

European Society for Blood and Marrow Transplantation
(EBMT)

MCGRATH Eoin
E-mail: eoin.mcgrath@ebmt.org

European Society of Human Reproduction and Embryology
(ESHRE)

CALHAZ-JORGE Carlos
E-mail: calhazjorgec@gmail.com

DE GEYTER Christian
E-mail: Christian.degeyter@usb.ch

Newsletter Transplant/Global Observatory
(GODT)/Spanish National Transplant Organisation (ONT)

CARMONA Mar
E-mail: mcarmona@messsi.es

World Marrow Donors Association (WMDA)

FOEKEN Lydia
E-mail: Lydia.foeken@wmda.info

Croatia

IVANKOVIC Milena
E-mail: milena.ivankovic@miz.hr
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Country/Organisation Name

STYLIANOU Carolina

Cyprus . .
E-mail: cstylianou@mphs.moh.gov.cy
. SUUTRE Siim
Estonia L o
E-mail: siim.suutre@ravimiamet.ee
HANSSON Mona
Sweden

E-mail: mona.hansson@ivo.se

VAN EECHOUD Robin
E-mail: r.vaneechoud@transplantatiestichting.nl

The Netherlands
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ACRONYMS
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CD-P-TO

CNT

EATB

EBA

EBMT

EC

EDQM

EEBA

ESHRE

EU

GODT

HTA

ONT

SARE

VES

WHO

WMDA
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European Committee on Organ Transplantation (EDQM, Council of Europe)
Italian Centro Nazionale Trapianti (Italy)

European Association of Tissue Banks

European Blood Alliance

European Society for Blood and Marrow Transplantation

European Commission

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

European Society for Human Reproduction and Embryology
European Union

Global Observatory on Organ Donation and Transplantation (WHO)
Health Technology Assessment

National Transplant Organisation (Spain)

Serious Adverse Events and Reactions

EU Vigilance Expert Subgroup

World Health Organization

World Marrow Donor Association
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