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Classification Name: Sterilization Indicator
Classification:

FDA has classified Physical/Chemical Sterilization Indicators in Class II under
Classification Number 80JOJ, Regulation Number 880. 2800.
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Identification of Predicate devices:

The Steritec Inregraph CI 101 is a chemical indicalon /intcgrator equivalent in
construction and operation (o the ATI Steam Cloa (predicate device). Since the
Steritec Integraph is equivalent in constructiov (0 the predicate device, it will
perform cquivalently.

Description of 510(k) submission device:

Intended use:
The Steritec Integraph is designed (0 provide an integrated response to
steam sterilization at 132 C for sterilizers operating o1 3 '4 minutes or  longer.

Comparison to Predicale device:
Compared to the predicate device our pertonnance data shows the
Integraph Integrator to be substantislly cquivalent

Performance Testing:
To demonstrate the performance of the SteriTec Jntegraph the product was
tested:
(1) At multiple sterilization temperatures and times against biological
indicators.
) For stability after storage in high tcinpaiature conditions.
3) For subility after storage in high humidily conditions.
) For stability after storage for two and one hall years years.
(5) For stability after being sterilized and then stored for two ycars.

No false “PASS” Indications
In all cases they indicuted properly whether the sterilization conditions had been
met or not in the sterilizer chamber as verified by biological spore strips. There
were NO instances in which the SteriTec strips indicated that sterilization
conditions were met when they were not (NO FAL S} PASS RESULTS).

Margin of Safety
Test results show the Steri'l'ec strips provide a “masrgin of safety”. During these
tests, No SteriTec strip tested provided a “PASS™ west result in tests when there
were any biological spore survivors.
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were any biological spore survivors.

Stability Testing:
Independent laboratory testing showed the SteriTec Integraph is stable after
being subjected to extremes of heat and high humidity. In addition, under room
temperarture storage of both exposed and unexposed strips for 2 years the strips
also performed satisfactorily. All strips maintained their purple color after
storage testing. After exposure to sterilization conditions, the indicators
properly changed color from purple to green.



