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I. PRINCIPLE

Contaminated/potentially infectious materials for reprocessing or disposal are autoclaved to kill the hazardous agent(s) before removal from the laboratory.  Under such circumstances, biological indicators can be used to determine the assumption of sterility.  The biological indicator comes closest to a legitimate measure of microbial spore kill because a negative result actually requires the total destruction (or a least non-recoverability) of a given number of resistant spores (Geobacillus stearothermophilus for steam). Use of biologic indicators should be performed weekly to assess the validity of an autoclaves’ sterilization process.

II. SPECIMEN

Three EZTest Steam biological indicators (MesaLabs) are employed.  One indicator will not be sterilized, and will serve as a positive control. The other two indicators will be subject to the sterilization process testing at a location in the contaminated material and the autoclave chamber that is most resistant to steam penetration for meaningful interpretation.  (Example: back and front of chamber).  Decontamination usually requires a steam (1210 C) cycle for 1 hour.  
Specimens are received weekly from Environmental Services and Clinical Microbiology.
III. SET-UP PROCEDURE

A. Materials

1.
EZTest biological indicators

2. Drybath at 560 C (Acceptable range: 55°-60°C) 

3.
Log-in test “SP1” (1 test vial) or “SP2” (2 test vials).
B. Procedure

1.
Confirm the control was not exposed.  This is distinguished by a blue strip that has not changed color.  Ampoules exposed to steam will have a green/gray color or black (if extended exposure to steam) strip of color at the top of the label.

2.
To activate the test ampoule, crush the glass vial to release the culture media to the test strip.
3.
Confirm the test strip is immersed in the culture media. 
4.
Incubate the test vials in the drybath at 56°C for 24 hours.

IV. INTERPRETATION AND REPORTING OF RESULTS
A. Positive Control

1.
The positive control vial should exhibit a color change (YELLOW) and/or turbidity within one day of incubation.  Indicate on the lab worksheet the date of positivity.  
2.
All positive sterilizer results are phoned to hospital epidemiology and the ordering location when first detected.  

3.
Result under manual entry function “ME”.  Record the name of the person reported to and at what time/date.
B. Negative results
1.
A test ampoule that retains its purple color indicates an adequate sterilization cycle.  
2.
Result under manual entry function “ME”.

3.  
Enter “No growth 1 day” (NG1C). 
C. Evaluation

The vials should be evaluated on a daily basis, since failures in steam sterilization used for decontamination present serious implications relating to environmental health and safety.

V. QUALITY CONTROL

A.
The positive control strip or biological indicator should yield a positive result to validate the presence of viable spores on test strips prior to the sterilization process.  Call the ordering location to repeat the test if the control fails.
B.
Record the quality control results on the worksheet.  The lot number and expiration date will be recorded on the Biological Monitoring Log in the autoclave room.
C.
The CLT lead overseeing the media/autoclave room will review lab results and email a monthly summary to the director of clinical engineering to comply with the UWMC Sterilization Policy.  The summary will include how many tests were performed in the month and include how many passed and, if any, failed.  


1.
Keith Jesse, kjesse@uw.edu


598-4791 office, 598-7333 fax
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VII.
REVISION RECORD

4/17/2013
Section V. C. Added mailing information for UWMC Clinical 

Engineering
10/2016
Section II. Spore strips no longer submitted for testing.  ProSpore2 used in the microbiology lab and by Environmental Services.  All instructions on how to process and evaluate spore strips in tryptic soy broth removed.
Section V. Removed requirement to submit autoclave sterility reports to Clinical Engineering.  Confirmed by email with Frank Welsh, BMET Imaging Lead/Clinical Engineering 9/12/16
Section VI. Added requirement to record QC results on worksheet; previously recorded on lab requisitions.
12/2016
Section VI. C.  Added requirement to email monthly report of sterilizer results to director of Clinical Engineering, Keith Jesse (email 11/9/16)
1/2018
Section I -V.  Revised document to reflect change of new biological indicator from former HealthLink ProSpore2 to MesaLabs EZTest Steam.

-Incubation time reduced to 24hours from 48 hours.
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