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High standard of biovigilance

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

3% of EU reported serious
adverse reactions came from NL

17,218,000 39,796

4% of EU reported serious
adverse events came from NL

12% of tissue/cell recipients
Data from 21 EU Member States

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.

The reports of congenital
abnormalities associated with
medically assisted repro-
duction using donor gametes
should be considered over a
period of several years.

A distinction should be drawn
between genetic and non-
genetic abnormalities.

Identification errors asso-
ciated with the application

of gametes or embryos can
potentially be further reduced
by electronic verification of
the correspondence between
product and recipient or by
an independent second check
performed by a person not
involved in the recipient’s
treatment.
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Reports associated with medically

assisted reproduction in 2018

I 1055 of tissues or cells

[ Congenital abnormality

B incorrect product transplanted
Bacterial contamination of product
Near miss

B Other incident

B Adverse reaction

I ponation complication

Reports associated with
ocular, cardiovascular and
musculoskeletal tissue in 2018

[ | Ocular, serious
Cardiovascular, non-serious

B Cardiovascular, serious

[ | Musculoskeletal, non-serious
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Reports of bacterial contam-
ination of hematopoietic
stem cell products should be
analysed in depth by TRIP and
the professionals, in order to
reduce the number of adverse
events leading to loss of

cells and additional apheresis
procedures.

Not infused, new apheresis procedure .

Not infused (product disposed of) .

Not yet infused -
Infused, adverse reaction .

Infused, no reaction

The hematopoietic stem cell
reports classified as other
reaction and as other incident
should be reviewed by TRIP
with a view to obtaining a
breakdown into specific sub-
categories where possible.

Reports assiociated with
hematopoietic stem cells (HSC) and

therapeutic cells (TC), 2006-2018

[ Bacterial contamination of product
B Other incident
B 055 of cells

B Insufficient growth/engraftment

Small categories of events
[ Anaphylactic and other allergic reaction
[ Hemolytic reaction
[ Post-transplantion febrile reaction
[ Circulatory overload
B 1ransfusion-related acute lung injury (TRALI)
[ Post-transplantion bacterial infection
I Other reaction

B ponation complication

Bacterial contamination of
HSC/TC product
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The full TRIP report

biovigilance 2018, extended
version, will be published
online as soon as possible.
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