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Recent Audit Results

During the November 2009 ISO audit at PRIMUS, the following lack of control was
cited as a significant quality weakness by the auditor:

“There is no control over the hardware that can be installed on the sterilizers
once they leave the factory. This could be a concern because the devices are
designed and certified with certain components.”

Regulatory Compliance

PRIMUS works very hard (and spends a lot of money) each year to maintain
compliance.

As most of you know by now, PRIMUS products are required, by federal and state law
in many cases, to meet the stringent quality assurance, manufacturing control, and
product traceability requirements of the following organizations:

Food and Drug Administration (FDA)
American Society of Mechanical Engineers (ASME)
Underwriters Laboratories Inc. (UL)
International Organization for Standardization (ISO)

The company also must meet certain provisions of our product liability insurance
carrier to warrant that our products are safe and efficacious throughout their product
lifetime (estimated nominally at 30+ years of service).

As you might imagine, the regulatory requirements never seem to diminish, regardless
of the current political agenda, but instead grow decidedly more complex and costly
with each passing year.

All of the parts that individually comprise a PRIMUS steam sterilizer, as well as the
entire system itself, are controlled and frequently audited by the above listed
agencies.  Designs cannot be changed without meeting all the required testing,
documentation, and authorization processes.
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PRIMUS SPARE PARTS (CON’T)
Recent Example of Non-Compliance

In today’s world, manufacturers are held accountable for the safety and efficacy of
their products from cradle to grave.  It is easy to see the ramifications of non-
compliance in the recent Steris SS1 sterilization system. If you haven’t followed this
in the press recently, please go to the FDA website and read the details yourself. As
a direct result of this FDA action, Steris’s stock price dropped 20% in a few days – a
reduction of over $400M in market capitalization!  In other words, the shareholders
of Steris collectively lost $400M of their net worth due to regulatory non-compliance
in a relatively small area of Steris’s product portfolio.

Summary

PRIMUS works very hard (and spends a lot of money) each year to maintain
compliance.

Regulatory agencies expect PRIMUS to be fully responsible for spare parts quality
and traceability – cradle to grave.  PRIMUS cannot be complicit in deviating from
this accountability.

Thorough engineering and testing is conducted by PRIMUS as part of the design
qualification.

Quality inspection of parts is done by PRIMUS upon receipt and before dispatch to
customers.

PRIMUS maintains UL listing and recognition for the parts used in assembling and
maintaining PRIMUS brand sterilizers.

A large parts inventory is maintained at Omaha/Great Bend (>$1.0M).

PRIMUS invests resources in finding, testing, and employing the best available
parts on the market to ensure PRIMUS sterilizers are always on the cutting edge of
technology and performance.

PRIMUS, dealers, representatives, authorized service agents, and end-users must
work together to ensure we collectively maintain regulatory compliance as it is in
everyone’s financial interest to do so.
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