STANDARD OPERATING PROCEDURE – 4004 

STERRAD STERILIZATION PROCEDURE

PURPOSE:  To establish a standard operating procedure for STERRAD processing.

POLICY:  Sterilization using plasma state hydrogen peroxide will be accomplished for those products unable to withstand steam sterilization parameters and have been approved, in writing, for sterilization by this method by the medical device manufacturer.

RESPONSIBILITY:  SPD Technicians operating the Sterrad sterilizer.

PROCEDURES:  

1.  Preliminary Requirements:

a. Power will remain on continuously in the ready mode.

b. Processing will be restricted to items approved for Sterrad that cannot be sterilized by steam.

c. Items must be properly cleaned, dried and packaged according to the 

manufacturer’s guidelines. 

d. No absorbable materials such as cellulose, foam or linen, may be placed inside the Sterrad.

e. Follow restrictions on items with lumens.

f. Trays will be placed flat on the sterilizer rack.  They should not come in contact with the sides of the chamber.

g. Wrapping Materials:

(1)  Approved peel packs with plastic and tyvek backing.

(2)  Polypropylene materials must be used to wrap trays.

(3)  Approved containerized systems 

       h.   Peel packs will be placed on their sides in a tray or resting against a tray.

2.  Operating Cycle.

a. Vacuum Stage:  Removes air molecules and lowers chamber pressure.

b.  
Injection Stage:  Introduces hydrogen peroxide into the chamber.

c. Diffusion Stage:  Hydrogen peroxide vapor to penetrate packages.

d. Plasma Stage:  A radio frequency creates the electromagnetic field that converts the hydrogen peroxide into low temperature gas plasma.

e. Vent Stage:  Permits air into the chamber to return to atmospheric pressure.

f. At the end of a cycle, an alarm will indicate the completion of the process.  Verify proper parameters have been met and sign printout.

3.  Cassette:

a. Each cassette holds ten (10) cells.  At the end of each cycle the printout will indicate how many cells remain.

b. After ten (10) cycles the printout message will read “insert new cassette”.  It will also be displayed on the LED message screen.  Empty cassette falls into retrieval box.

c. Inspect new cassette before starting a new cycle.

4.  Biological Indicator Test:

a. A biological test pack will be placed on top of an instrument set and placed on the bottom shelf to the rear of the chamber with each load.

b. At the completion of the cycle, the test pack will be removed and processed according to manufacturer’s recommendation to include the use of Bacillus Subtilis var. niger biological control.

c. After 48 hours, the results will be documented in the sterilization records and included in the monthly report to the Infection Control Committee.

d. Sterrad sterilization records are stored for 36 months.

5.  Safety Issues for Aborted Cycles:

a. Follow the safety precautions when unloading incomplete cycles.   Refer to the guidelines provided by the sterilizer manufacturer.  PPE such as gloves may be required.   

Reference:  Operator Manual - Sterrad

SPD Advisory Group, Best Practices
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