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PVC FREE BLOOD BAG is a class IIb Medical device that was developed as part of 

the EU founded project “PVCFreeBloodBag - Public healthcare and plastics makers demonstrate 

how to remove barriers to PVC-free blood bags in the spirit of REACH LIFE10 ENV/SE/000037”.

A set of bags intended to collect donated blood, preserve it during 
transportation, process it and store the blood components for further 
re-infusion.

Meets regulatory requirements for red cells storage up to 28 days. [ 1 ]

PVCFREEBLOODBAG is designed to comply to the expected EU Medical 
Device Regulation that limits the use of some substances including 
phthalates.

PVCFREEBLOODBAG was designed by one of the participants of 
the project, Haemotronic (Italy) according to their ISO 13485 quality 
management system and the Technical File is in draft at the present time.

The device is almost ready for CE marking as some Essential Requirements of the current EU Medical Device 
Directive are not completely met.

1. Essential Requirement 4 and 5 regarding shelf life evaluation: the device may undergo shelf life and  transportation 
 testing only after the sterilization cycle is validated 

2. Essential Requirement 6 regarding clinical data evaluation: the device was tested for the capacity  
 of preservation of red cells and met regulator requirements for up to 28 days. This time length is shorter  
 than the state of the art; different preservation solutions may improve storage time. Moreover, there are 
 currently no data on plasma preservation.

3. Essential Requirement 8.3 and 8.4 regarding sterilization: the device is compatible with Steam and Gamma 
 sterilization, in appropriate containers. The sterilization cycles are not yet validated. The validation of  
 such cycles requires the manufacturing of at least 3 commercial lots, which is currently out of the project scope.
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