
 

 

Technical Note 

Pro Zone Sterilisation Wrap 

The material used to manufacture Multigate’s sterilisation wrap uses a spun melt spun 
(SMMSS) medical grade polypropylene. This material and this particular fabrication 
technique are chosen as it gives strength whilst allowing for extremely small fibre size. The 
small fibre size allows gases to permeate (such as steam or hydrogen peroxide molecules) 
but as it presents a tortuous path for microorganisms they are unable to penetrate the 
material before depleting their very small energy reserves. 

 

ProZone – magnified to show fibre structure 

This material complies with the requirements for a sterile barrier system as defined in 
ISO11607 and sterilisation wrap requirements and test method as defined in EN 868-2. 

The entire range of Multigate ProZone and ProZone+ and ProZone+2 sterilization wraps 
have an embedded  anti-static feature which reduces particulate attraction to the wrap during 
processing. 

As the shelf life of any sterile medical device is event based and not based on the material 
itself the ability of ProZone to maintain sterility integrity is assured as long as the wrapping 
methodology used is one of the approved methods under AS/NZ 4187. 



 

 

The wrap is manufactured in an environmentally controlled factory using state of the art 
production lines. The production area is a class 100,000 clean room with the rolls of wrap 
being sealed and capped inside this controlled environment. 

 

The conversion of the rolls to individual sheets occurs in a separate ISO class 8 clean room. 
Our brand new fully automatic cutting and welding machine ensures the highest level of 
control in producing sterilisation wrap to the required standard. 

  

ProZone and ProZone+ and ProZone+2 are robust sterile barrier system materials and when 
you are planning storage the following gudiance is offered: 

 Temperature – the ProZone family of products withstand a wide range of storage 
temperatures. The melting point of the material is 150°C. 

 Humidity – the ProZone family of products should be stored in areas with a maximum 
relative humidity of 95%. There are no minimum requirements for this parameter. 



 

 

 Sunlight exposure (or UV “lights” in sterile stores) – the material is affected by 
longterm direct exposure to UV. It is recommended not to expose the material to UV 
radiation continuously for more than 30 days. 

 Mechanical strength  - the ProZone family of products resist forces up to 100N. 

 Impact resistance – being a soft fabric  impact resistance is not a suitable parameter 
for the ProZone family of products. Impact resistance data is critical for rigid 
containers. 

 Pressure – for storage the ProZone family of products should be stored at normal 
atmospheric pressure. The fabric is designed for moist heat under pressure 
applications and can withstand maximum steriliser pressures up to 300kPa. 

 Permeability – the ProZone family of products will resist water penetration up to a 
value of 400mmH2O but still offer permeability for gases to effect sterilisation of all 
medical devices. 

ProZone and ProZone+ and ProZone+2 are included on the Australian register of 
Therapeutic goods as a non sterile medical device. Based on the legislative requirements for 
this class of products an expiry date is not printed on the goods but instead a date of 
manufature is provided next to the batch number on both the carton label and carton insert. 
If stored in accordance with the conditions mentioned above the product will be stable and 
sutiable for use for five years. 

There is a test for the microbial filter properties of the wrap. AS4187 refers CSSD users to 
requirements of ISO11607 which itself references ASTM F1608. This American test method 
clearly states in clause 1.1 that “This test method is used to determine the passage of 
airborne bacteria through porous materials intended for use in packaging sterile medical 
devices.” Clearly this test is considered by the hospital and scientific community as being 
appropriate for sterile barrier systems such as Pro-Zone.  

Other tests use a much higher flow rate and the American Society for Testing and Materials 
(ASTM) have published data that says “At the face velocity caused by this higher flow rate, 
spores cannot rapidly change direction with the air flowing through the sample. Their inertia 
tends to cause collisions with filter fibers, entrapping the spores. Because of this 
phenomenon, some porous materials tested via this method appear to provide a much better 
microbial barrier than they actually do when tested at flow rates approaching real-world 
conditions …..”  

Multigate stands by the use of ASTM F1608 because it does not use an inappropriately high 
flow rate which could provide a test result that could seriously mislead users. 



 

 

Multigate has undertaken a series of validation studies to demonstrate the shelf life 
performance  of the wrap.  

The study mimics the processes found in most Central Sterile Services Departments. A 
selection of instruments is prepared for a procedure, the instruments are wrapped according 
to common practice and then processed in a major Sydney teaching hospital steriliser using 
either a porous load setting for moist heat under pressure or a non lumen cycle for a low 
temperature hydrogen peroxide process. The trays are then stored uncovered in a cool and 
dry non clean room environment  for a period of time to represent the normal extended 
storage period of an infrequently used pack. Multigate selected a storage time of six weeks 
as an example of an extended storage scenario. 

After the storage time is over the trays are then sent to an independent laboratory for the 
regulated 14 day sterility test of selected surgical instruments within the pack. 

The instruments tested were all sterile after the six week storage period. Multigate 
recommends that individual health care organisations conduct their own storage reviews as 
the conditions in each facility will be different. Multigate’s Technical Services staff are 
available to provide detailed technical advice on conducting such a trial. 

Multigate welcomes any enquiries on this. Please contact your sales representative or 
contact our Customer Service.  
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