Biological Monitoring of Sterilizer (Spore Test)

I Biological Indicator (Bl)/Spore Test

Must be done for any one of the following: - after construc;tion in thg ster_ilizer area*
- ina process challenge device (PCD) each ~ *  after unexplained sterility failures*
day the sterilizer is used and with each - after changes in steam supply or delivery*
@ type of cycle used that day Note: Follow manufacturer’s/laboratory
“~ . inaPCDin every load containing instructions on proper use of Bl/spore test.
a/i implantable devices A control Bl from the same lot number as the
. totesta new or back-up sterilizer* test Bl must be incubated each day that a
. after repairs to an existing sterilizer* routine Bl is incubated.
- after relocation of sterilizer*
I
v v
Immediately STOP use of the sterilizer +  Ifthe repeated process indicates a failure: Continue use
. Record all equipment/devices in each processed load o Document the time, date, load description and of sterilizer
to enable tracking in the event of a recall. results of phy5|c§a!, chemical and BI monitoring. * sterilizers
- Repeat the Bl/spore test. Do not release any items o Contact the sterilizer manufacturer. After repair and must pass
that were processed since the last negative (pass) maintenance, re—challer!ge the sterilizer with the BI. at least 3
test. If the repeat Bl is negative (pass), all physical o Re—sterl!lge the rgcalled items once the results of consecutive Bl/
parameters (time, temperature, pressure) are met and the sterilizer indicators are acceptable. spore tests in
there is no indication of a system malfunction, the o Assess therisk to patients. o these events.
sterilizer may be put back into service and continue ~ +  Establish a procedure for notification of physicians,
as normal. patients, other facilities and/ or regulatory bodies and
the Health Department (required for PSS facilities).

Ontario Agency for Health Protection and Promotion (Public Health Ontario), Provincial Infectious Diseases Advisory
Committee. Infection Prevention and Control for Clinical Office Practice. 1st Revision. Toronto, ON: Queen’s Printer for Ontario;
April 2015

Ontario Agency for Health Protection and Promotion (Public Health Ontario). Provincial Infectious Diseases Advisory
Committee. Best practices for cleaning, disinfection and sterilization of medical equipment/devices. 3rd ed. Toronto, ON:
Queen’s Printer for Ontario; May 2013.
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