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Urgent Field Safety Notice 

Combitrans® / Combidyn® Monitoring Sets 

Changes to the instructions for use 

 

Dear customer, 

You use one or more of the medical devices listed in Appendix 1 in your hospital. 

Combitrans® / Combidyn® Monitoring Sets are invasive, disposable monitoring systems 
for measuring physiological blood pressure and blood sampling. They are supplied sterile 
and for single patient use. 

As users already know, prolonged contact with organic solvents (spray disinfectants) can 
promote the formation of stress cracks in plastic tubing connectors and multidirectional 
stopcocks. 

A corresponding warning for the Discofix multidirectional stopcocks integrated in the af-
fected sets was already distributed by the manufacturer (see Appendix 2). However, it is 
not yet distributed with the sets as we were only recently informed about it by the man-
ufacturer. We would therefore like to inform you that in the future the affected Combi-
trans® / Combidyn® monitoring sets will include also a separate warning notice for the 
Discofix multidirectional stopcocks. 

 

Risk for the patient 
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In extremely rare cases, stress cracks can lead to fluid leakage and the risk of an asso-
ciated change in pressure signal transmission. Furthermore, air entry with the risk of an 
air embolism cannot be ruled out. 

The risks mentioned in connection with leaky connections are generally known and are 
already listed in the current instructions for use: 

"Risks: Potential complications include infection, embolism caused by air bubbles or blood 
clots, over-infusion or leakage. A leaking connection will allow air to enter the system 
and produce incorrect low pressure readings. (...) Furthermore, air bubbles may have a 
negative effect on the pressure reading. Air bubbles should carefully be removed from 
the flush reservoir and tubing to prevent any air bubbles from entering the transducer." 

 

Measure by B. Braun Melsungen AG 

In order to further reduce the actual occurrence of these risks, the instructions for use 
will contain a corresponding additional note in the future: 

"Multidirectional stopcocks and tubing connections may tend to crack formation when 
influenced with alcohol-based disinfectants. These cracks can result in leaks or air in-

gress. We recommend inspecting the entire infusion line for these hazards." 

Due to a requirement from the manufacturer of the Discofix multidirectional stopcock, the 
products listed in Appendix 1 will contain an additional separate warning (see Appendix 
2). 

 

Recommended measures until the new instructions for use are available 

1) If components of the Combitrans® / Combidyn® monitoring system are being disin-
fected in your hospital, please pay attention to the formation of stress cracks in tub-
ing connections and multidirectional stopcocks during further use. 

2) If you notice stress cracks and/or fluid leakage, please change the entire monitoring 
system. 

3) If you require further information on correct product use or training, please contact 
your responsible B. Braun sales representative. They will contact you and provide 
you with the information you require. 

4) Please ensure that all users of the above-mentioned products and other persons to 
be informed are informed of this urgent safety information. If you have given the 
products to third parties, please forward a copy of this information to them. 
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5) Please note the warning notice for the Discofix® multidirectional stopcock (Appendix 
2). 

6) Please confirm receipt of the Field safety notice on the enclosed form (Appendix 3). 

 

B. Braun Melsungen AG - Vascular Systems has informed the Federal Institute for 
Drugs and Medical Devices (BfArM) about the distribution of this urgent safety infor-
mation. 

 

We apologize for any inconvenience this may cause you. If you have any questions, please 
do not hesitate to call us on +49 30 568207-120 or contact us at vigilance-vs@bbraun.com. 
Thank you very much in advance for your understanding and support. 
 
B. Braun Melsungen AG 
i.A. i.V. 
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Appendix 2 
 
Discofix Warning Notice 
 
See separately attached document "15328312_Discofix_A3_IFU_0520" 
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Confirmation of the receipt of the Field Safety Notice for 
Combitrans® / Combidyn® Monitoring Sets from November 3rd, 
2023  
Ref. no. FSCA-VS-2023-01 
 
Please return this completed form by email back to the following email address imme-
diately, even if you no longer have any of the listed products: 
 
 fsca-vs@bbraun.com 
 
 
Name:  …………………………………………………………………… 

Position: …………………………………………………………………… 

Hospital: …………………………………………………………………… 

Address: …………………………………………………………………… 

Country: …………………………………………………………………… 
 
 
We hereby confirm receipt of this information. 
 
 
      ………………  …………………………… 
      Date   Signature 
 




