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96% overall participation by
organisations with a role in

biovigilance in 2018
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105 79/81 14/15 52/57
Tissue establishments Hospitals Clinics Oral implantology practices




96 Reports of adverse events

and reactions in 2018

Donation complications

Adverse reactions ‘

I Non-serious reports
B serious reports
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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



Reports associated with medically

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.

assisted reproduction in 2018

I Loss of tissues or cells

B Congenital abnormality

I Incorrect product transplanted
Bacterial contamination of product
Near miss

BN other incident

B Adverse reaction

Identification errors asso- B Donation complication

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.



Reports associated with
ocular, cardiovascular and

musculoskeletal tissue in 2018

[ Ocular, serious

I cardiovascular, non-serious
[ ] Cardiovascular, serious
[ ] Musculoskeletal, non-serious

[ ] Musculoskeletal, serious




Reports assiociated with
hematopoietic stem cells (HSC) and

therapeutic cells (TC), 2006-2018

[0 Bacterial contamination of product
B Other incident
B Loss of cells

B insufficient growth/engraftment

W =

Small categories of events

| Anaphylactic and other allergic reaction
| Hemolytic reaction
[ Post-transplantion febrile reaction

| Circulatory overload

I Transfusion-related acute lung injury (TRALI)
| Post-transplantion bacterial infection
B Other reaction

I Donation complication
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The full TRIP report
biovigilance 2018, extended
version, will be published
online as soon as possible.
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