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PLEASE FORWARD THIS 
TO ALL BIOMEDICAL ST
 
 
 

Subject: CARDIOHELP 

Products affected: CARDIOHELP Emergency Drives
with serial numbers 

 
 
 
Dear CARDIOHELP Users, 
 
It has come to our knowledge that 
manually operated CARDIOHELP Emergenc
during use. In this case hand cranking 
 
To date we have received two report
treatment. 
 

Picture 1: CARDIOHELP Emergency Drive
 
 
The rootcause for this possible defect is a 
CARDIOHELP Emergency Drive. In very rare c
due to the excessive strain and subsequently lead to a block
Drive. 
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CARDIOHELP Emergency Drive – may block during use

CARDIOHELP Emergency Drives, REF: 70104.8002, 
serial numbers from S/N 90420011 to S/N 9042024

It has come to our knowledge that in very rare cases the backup unit of the CARDIOHELP
CARDIOHELP Emergency Drives (REF: 70104.8002, see picture 1

In this case hand cranking an extracorporeal circuit will be almost impossible.

reports from the market which are not related to r

 
Picture 1: CARDIOHELP Emergency Drive 

ootcause for this possible defect is a mechanical weakness of an internal fixation
In very rare cases it is possible, that this fixation

d subsequently lead to a blocking of the CARDIOHELP Emergency 
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backup unit of the CARDIOHELP-i, the 
, see picture 1) may block 

impossible. 

which are not related to routine patient 

fixation system of the 
fixation system may fail 
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