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Is the instrument 
intuitive and easy 
to use so that both 
operator time spent 
filter testing and errors 
will be minimized?

What safeguards are 
provided to prevent 
false pass or false 
failure results that can 
impact your batch 
release decision?

Is the instrument 
suitable for use in  
your cleanroom?

Can filter test 
times be shortened 
without any 
compromise of 
the measurement 
accuracy?

Does the instrument run 
a diagnostic program to 
check critical hardware 
or have features to stop 
process fluid ingress?

Has a comprehensive 
validation/qualification 
package following 
GAMP◆ 5 been prepared 
by the vendor which 
could reduce your 
qualification efforts 
significantly?

How is the instrument 
calibrated and at  
what regularity?  
Can calibration be 
done on-site?

Do electronic records 
and signatures follow 
ALCOA+ principles? 

Does the manufacturer 
have the facility to 
help troubleshoot 
problems, recommend 
installations and 
procedures such as 
PUPSIT, and find root 
causes for failed tests?

What kinds of  
practical and 
theoretical operator 
training can be 
provided to support 
your in-house  
training programs? 

Can the supplier 
assist and advise you 
with the automation 
protocols needed to 
transmit, store and 
transfer results?

How flexible is 
the instrument in 
providing tailored 
solutions to meet your 
individual needs?

Can the 
manufacturer 
connect you to 
existing instrument 
users?

Customization

Selecting the right filter integrity test instrument is an important task.  
An informed, balanced choice will support the seamless integration  
of the instrument into critical processes and provide trouble-free  
operation for years to come. 

Here are 13 points to consider when comparing and evaluating  
the features of best-in-class integrity test instruments.
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