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EU Competent Authority (CA) survey
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96% overall participation by
organisations with a role in

biovigilance in 2018
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96 Reports of adverse events
and reactions in 2018

Donation complications

I on-serious reports

Adverse reactions
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Reports received per tissue or cell

type, 2013-2018

2013

2015

2016

2017

2018

Gametes, embryos
and gonadal tissue

Hematopoietic stem cells
and therapeutic cells
Musculoskeletal tissue
Cardiovascular tissue
Ocular tissue

Skin

Other tissues and cells



High standard of biovigilance

517,448,000 317,970 data in The Netherlands

3% of EU reported serious

17,218,000 39,796

adverse reactions came from NL

12% of tissue/cell recipients 4% of FU reported serious
Data from 21 EU Member States adverse events came from NL

3% of EU citizens



The validation of the Single
European Code generation by
a tissue establishment should
be based on verification of
both the eye-readable code
and the bar or QR code.

Single European Code
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reports of incorrect
Single European Code
01397-12/12D

SEC: XX0000480000005101397 E000002100120140802
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EU CA survey

31 countries approached
(28 EU Member States and 3 EEA countries)

28 countries replied

\

(32 Competent Authorities) . iJ33'\0“ -
a

900/0 Y


https://www.istockphoto.com/fr/photo/drapeau-de-lunion-europ%C3%A9enne-avec-des-%C3%A9toiles-comme-point-dinterrogation-gm531383405-55473550

EU CA survey

in your country?

Are there separate CAs for Tissues, Medically Assisted
Reproduction (MAR) and Hematopoietic Stem Cells (HSC)

Separate for MAR and
Tissues&HSC

One for all and separate for
MAR / Tissues&HSC

One for all tissues and cells

Regions and states
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28 countries


https://www.istockphoto.com/fr/photo/drapeau-de-lunion-europ%C3%A9enne-avec-des-%C3%A9toiles-comme-point-dinterrogation-gm531383405-55473550

EU CA survey

How many CAs in your country are involved in the SARE
reporting for T&C?

3 CAs h

2 CAs [N
1CA |
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28 countries
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EU CA survey

By who(m) is the data collected for SARE reporting?
(multiple answers possible)

Other h

By biovigilance office or organisation 8

By CA(s) I
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EU CA survey

Is the content of the SARE reports assessed by the CA(s)?
(multiple answers possible)

Other h

Yes, experts of CA and other |

Yes, experts of CA and biovigilance S

Yes, CA experts, including inspectors m
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EU CA survey

Which organisations provide the data of processing and
distribution, recipients and SARE?
(multiple answers possible)

ol T # Processing and

TE and other S distribution
: ) ® Recipients
Not available m=
Other F m SARE
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EU CA survey

Which organisations provide the data of processing and
distribution, recipients and SARE?
(multiple answers possible)

Other
Hospitals and clinics I I I Processing and
Fertility laboratories distribution
Stem Cell registries = Recipients
Stem Cell laboratories
National Transplant Organisation(s) = SARE
Other
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EU CA survey

Do you have a reporting system for SARE in place?

Other (by email) h

No, but receive SARE reports

Yes, but don't receive SARE reports ¥

Yes and receive SARE reports m
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EU CA survey

If you have a reporting system in place, is this digital or
on paper? (multiple answers possible)

Other h

No standardised form

Standardised digital form

1
]
Standardised paper form m
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EU CA survey

Do you read the Common Approach before entering data in the
reporting template? (multiple answers possible)

No
New paragraphs

To check points

I
-
Whole document m
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EU CA survey

Not received h

No [N
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EU CA survey

Open Question:
What problems do you experience with the collection of
numbers of processed and distributed T&C and recipients?
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EU CA survey

Open Question:
What problems do you experience with the collection of SARE?



https://www.istockphoto.com/fr/photo/drapeau-de-lunion-europ%C3%A9enne-avec-des-%C3%A9toiles-comme-point-dinterrogation-gm531383405-55473550

EU CA survey

Open Question:
What problems do you experience with the collection of SARD?

Low awareness of clinician<
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EU CA survey

Open Question:
What problems do you experience with the completing the
reporting template?
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EU CA survey

Open Question:
Do you have any suggestions for easier data collection and
improving the SARE reporting template?

Extra specification for SAE:
System failure
"~ o\ OVl Online application
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Dropdown menu with SAE categories
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Slides will be available at
www.tripnet.nl
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Thanks to:

DG SANTE: SoHO team
Members of the VES-BTC
CAs of EU MS and EEA
TRIP colleagues

And all of you!!
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