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BACKGROUND 
 

Pefusion is a common procedure in hospital that comprises medication, embolism 
and infectious risks. 
In 2016, 57% of bottom-up alerts received in our institution from pediatric 
departments involved medical devices used for perfusion. 
The purpose of this study is to analyze those materiovigilance (MV) bottom-up 
alerts in order to prioritize our preventive actions. 

This study is a retrospective study. 
We analyzed bottom-up alerts received in 2016 involving a medical device 
used in infusion in 10 pediatric departments. 
We quoted each alert according to the French national Health Institution’s 
materiovigilance classification in view of severity and frequency 
Each incident were reported to the french authority (ANSM) and to the 
manufacturer. 
Devices were given back to the manufacturer when possible for expertise. 

RESULTS 

!
!

CONCLUSIONS 
Materiovigilance'boNom'up'alerts'enable'us'to'idenOfy'problems'encounter'which'can'be'due'to'manufacturer'default'and'in'some'cases'to'misuse.'Thus'conclusions'from'manufacturers'are'essenOal'
in'order'to'help'us'to'plan'prevenOve'acOons.'They'lead'us'to'batch'recall,'change'of'device'or'warning'of'caregivers.'As'perfusion'remains'a'criOcal'procedure'with'embolism'and'infecOous'risk''we'will'
plan'training'in'partnership'with'the'pharmaceuOcal'departments,'the'nurse'directorate'and'hygiene'services'of'our'insOtuOon'to'prevent'those'risks.'However,'manufacturers'do'not'always'play'their'
role'and'some'do'not'send'their'conclusion'despite'our'reminder.'It'represents'an'obstacle'to'the'declaraOon'of'boNom'up'alerts'from'the'caregivers'and'moreover'to'improvement'of'quality'of'care.'

C : Major incident , mandatory statement  
•  Death 
•  Life-threatening 
•  Permanent and/or important incapacity 
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Cerfa N° 10246*05 : http://ansm.sante.fr/Mediatheque/Publications/Formulaires-et-demarches-Dispositifs-medicaux   
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METHOD 

•  Hospitalisation 
•  Require medical and/or surgical 

intervention 
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Central'
catheters' Problem' CotaOon' Consequences'' Causes' AcOons'

7!COOK! Broken!catheters!
5C!!
2N!

Perfusion!stopped.!!
3!Catheters!had!to!be!removed!and!4!

were!repaired!
Cause!not!idenBfied!! Change!of!device!!

2!VYGON!
1!Broken!catheter!and!

1!leaking!
2N!

1!Catheter!had!to!be!removed!
1!Catheter!was!repare.!

In!1!case!prophyllacBc!anBbioBc!
treatment!was!seTle!

No!feedback!from!the!
manufacturer!experBse!

Warning!of!the!caregivers!
about!the!use!of!this!device!

2!PRODIMED! Leaking! 2N! Both!catheters!were!replaced!
1!Misused!

1!Cause!not!idenBfied!
Review!of!the!use!of!the!

device!!

Dialysis'
catheters' Problem' CotaOon' Consequences'' Causes' AcOons'

6!MEDTRONIC! !Broken!catheters!
2C!
4N!

!Dialysis!sessions!dealay.!!
2!Catheter!ablaBon!and!4!were!repared!
1!PrevenBve!anBbioBc!treatment!was!

seTle!

No!feedback!from!the!
manufacturer!experBse!

Warning!about!the!use!of!
those!catheters!

Extensions' Problem' CotaOon' Consequences' Causes' AcOons'

6!CAIR!LGL! Leaking!
2C!!
4N!

ReducBon!of!the!administred!drug!
4!DeformaBons!of!the!Luer!

2!Misused!(excessive!clamping)!
!Batch!recall!and!correcBon!in!

manufacturing!process!

4!VYGON!
2!Brokens!!
1!Leaking!!

1!Infusion!stopped!

3N!
1C!

1!infecBon!treated!with!anBbioBcs!
3!lose!of!perfusion!fuids!(2!hydrataBon!

and!1!dobutamine)!

1!Misused!
2!Cases!without!feedback!from!
the!manufacturer!experBse!

1!Cause!not!idenBfied!

Remind!of!the!good!pracBce!

Stopcocks' Problem' CotaOon' Consequences' Causes' AcOons'

2!CAIR!LGL!
1!Leak! N! Parenteral!nutriBon!loss! Cause!not!idenBfied! 1!Batch!recall!

1!Broken! C! Unable!to!infuse!parenteral!nutriBon! Excessive!Bghtening!
1!Reminder!of!the!good!

pracBce!

Infusion'pump' Problem' CotaOon' Consequences' Causes' AcOons'
1!LEPINE!

BIOMEDICAL!
Broken!! L!

The!striker!of!the!perfusion!set!breaks!in!
the!infusion!bag!

Cause!not!idenBfied! None!

30%'

70%'

ANSM'Analysis'

MEDDEV reports (analyze report 
from manufacturer) 

Specific evaluation protocols of 
perfusion 


