IZATION

Optimizing Et0 Sterilization

The use of advanced monitoring technologies in four key aspects of EtO

sterilization can yield substantial business and regulatory benefits.

HE USE OF ethylene oxide
(EtO) gas has long been a
dominant mode of termi-
nal sterilization. Today,
close to half of all medi-
cal devices produced in
the United States are processed with
EtO. But while it remains a popular
method of sterilization, the pressures of
global competition demand greater
cost-effectiveness and flexibility of the
process. At the same time, compliance

with regulatory requirements must be
maintained.

Fortunately, the application of spectro-
scopic and electronic analytical equip-
ment during process development, vali-
dation, and operation is allowing EtQ
users to increase the efficiency and effi-
cacy of the process while reducing
turnaround times, labor requirements, and
raw material use. To gain these improve-
ments, EtO users are focusing on four key
areas:

* Releasing product parametrically.

* Managing product load configuration
within validated parameters.

* Adopting new products into already-
validated product families.

* Determining process equivalency
across multiple sterilizers.

Correctly implemented, programs ad-
dressing these areas will increase pro-
ductivity, reduce costs, and yield a more
controlled process. At the same time,

The DataTrace system from Mesa Labs measures process temperature, pressure, and humidity.






















