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STERILE SAMPLING
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Sterility Study 

A sterile 5-port sampling device, sterile 2 mm sampling 
needle assemblies and sterile media, BHI broth, were used 
to conduct the study.  To ensure sterility was maintained 
during the sampling process, the sterile media was added to 
the sampling device assembly prior to attachment of the 2 
mm sampling needle assemblies and collection of samples. 
The sampling device assembly was incubated at 37°C 
prior to the removal of samples to ensure a sterile starting 
environment.  The sampling device assembly showed no 
signs of microbial growth after incubation for 24 hours at 
37°C.  Additionally, a sample of the sterile media was spiked 
with ��������������������� to confirm its ability to promote 
microbial growth.  The spiked media sample showed clear 
signs of microbial growth within 24 hours after incubation 
at 37°C.  Upon confirmation of a sterile starting environment, 

2 mm sampling needle assemblies were loaded into the 
sampling device assembly under a laminar flow hood.  
A 2 mm sampling needle assembly was actuated, which 
caused the needle to penetrate through the septum into the 
fluid path.  The liquid media was collected into the 50mL 
bag of the 2 mm sampling needle assembly and the bag 
was aseptically disconnected from the sampling line using 
a pinch pipe and disconnection tool.  This process was 
completed for a total of 10 sample bags.  The sample bags 
were then incubated at 37°C for 72 hours and monitored for 
microbial growth and turbidity in the media.  

No growth was observed in any of the sample bags after 
incubation at 37°C for 72 hours. All media remained clear 
and free of turbidity.

Study Conclusions
Results of the study demonstrate the capability of the ���������� sampling needle assembly and device 
to take non-intrusive sterile samples. Organizations can successfully implement ���������� sampling 
needle assemblies and maintain microbial integrity for their aseptic sampling needs.  
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A study was conducted using ���������� sampling needle assemblies and holders to evaluate the 
performance in maintaining sterility of the sampling process.  
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