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[bookmark: SterilizationMonitoring]POLICY: STERILIZATION PERFORMANCE MONITORING

PURPOSE: The effectiveness of the sterilization equipment shall be monitored on an ongoing basis to assure quality and effectiveness of the equipment necessary to maintain adequacy of sterile processing.

PROCEDURE: The sterilization process will be monitored by indicators to evaluate the sterilizing conditions and indirectly evaluate the microbiologic status of the processed items.

STEAM STERILIZER PERFORMANCE MONITORING:
· Physical parameters including time, temperature, and pressure will be monitored for each sterilization cycle.
· A Bowie Dick test will be run each surgery day in an empty sterilizer before the dynamic air removal sterilizer is use. 
· Chemical indicators will be affixed on the outside of each pack to show that the package has been processed through a sterilization cycle.  This does not prove sterility.
· A chemical indicator will be placed on the inside of each pack to verify sterilant penetration.
· A biologic indicator will be done each week the steam sterilizer is used using Geobacillus stearothermophilus to establish effectiveness of steam sterilization.  
· A biologic indicator suitable for the sterilization cycle will be used.
· A biologic indicator will be used with all loads containing implantable items.  The implantable devices will be quarantined until biologic indicator results verify sterilization.

1. The data from each sterilizer load for time, temperature, and pressure will be reviewed and will be maintained in the sterilization records.

2. A Bowie Dick test will be done each surgery day of use in an empty sterilizer before the first processed load for dynamic air removal sterilizers to test for complete air removal.
a. Place the Bowie Dick testing pack or device in an empty sterilizer according to the manufacturer’s instructions.
b. Cycle the sterilizer.
c. If the result indicates removal of air, the sterilizer may be used that day.
d. Results will be kept in the sterilization log.
e. A Bowie Dick test will also be done whenever a dynamic air removal sterilizer is:
i. Installed
ii. Relocated
iii. Undergoes a major repair
iv. Malfunctions
v. There is a sterilization process failure
vi. Three consecutive cycles using a biologic indicator process challenge device, followed by three consecutive Bowie Dick tests in an empty sterilizer will be conducted
vii. Each cycle type is tested separately

3. A chemical indicator will be affixed on the outside of each pack or package unless the internal chemical indicator is visible.
a. An external chemical indicator helps differentiate between processed and unprocessed items.
b. Color change of the indicator indicates the pack has been processed but does not indicate sterility.
c. If the result of the indicator suggests inadequate processing, the item is not to be used.

4. A chemical indicator will be placed inside each pack, package, or rigid container.
a. An internal chemical indicator demonstrates the item has been exposed to the sterilant.
b. The indicator is checked for appropriate results before the contents are placed on the sterile field.
c. If the result of the chemical indicator suggests inadequate processing, the item is not to be used.

5. A biological indicator will be run each week the sterilizer is used and with each implant load. The implant will not be used until biologic indicator results verify sterilization.
a. Results will be interpreted by a qualified person.
b. A biologic indicator will be placed in a load in the area that is most difficult for steam penetration.
c. The sterilizer cycle will be run.
d. The biologic indicator will be incubated along with a control indicator that was not subjected to the sterilization process.
e. The test indicator and control indicator will be from the same lot number.
f. Results will be interpreted after the incubation time, according to manufacturer’s instructions. 
g. Results will be recorded in the sterilization log.

6. When a positive biologic indicator result is obtained, the following actions will be taken by XYZ: 
a. The Infection Preventionist and Medical Director will be notified.
b. A cycle will be run and the printout will be read to evaluate if parameters were met. 
c. The positive vial will be sent to a laboratory for culturing.
d. Another biological indicator will be run immediately.
e. Should the second biological culture prove positive, the sterilizer cannot be used until it has been inspected by a qualified repair person, after whom the sterilizer is retested and consecutive negative results have been obtained.  
f. The Director of Nursing/Infection Preventionist or designee will contact the service representative immediately to arrange a service call.
g. All items processed in the suspect sterilizer during the interval from when the last negative biological monitoring was performed until the positive results were obtained will be retrieved and reprocessed.
h. Those items which have been used, will be traced to patient.  Director of Nursing/ Infection Preventionist will notify the Managing Board.  Full review will be performed.
i. All corrective actions will be documented.

7. [bookmark: _GoBack]Challenge of the steam sterilizer after installation, sterilization failure, repair, relocation, or major repairs will be conducted before the sterilizer is put into service per IFU.
a. Evaluation of all results will be performed by a qualified person.
b. Each cycle of the sterilizer, such as dynamic air removal, gravity displacement, and IUSS cycles, will be tested.
c. Each cycle will be run and the printout will be checked to make sure parameters are met.
d. A biologic indicator will be done on 3 consecutive cycles for each cycle of the sterilizer.
e. The lot numbers of the test vials and control vials must be the same.
f. A Bowie Dick test will be done on 3 consecutive cycles for dynamic air removal sterilizers and cycles.
g. If, after consultation with the Infection Preventionist, or designee, the biologic indicators are all negative and the results of Bowie Dick tests indicate air removal in dynamic air removal cycles, the sterilizer may be put into service.

ROUTINE MAINTENANCE OF THE STEAM STERILIZER:

To help maintain proper functioning of the steam sterilizer, XYZ will ensure qualified personnel perform periodic inspections and replace components that are subject to wear on a regular basis.

1. Inspection and cleaning will be done according to manufacturer’s guidelines.

2. Records of maintenance and repairs will be kept for each steam sterilizer that will include, but will not be limited to:
a. Date of service.
b. Model and serial number.
c. Location.
d. Description of malfunction(s).
e. Name of company and person performing maintenance.
f. Description of service and any parts that were replaced.
g. Results of biologic indicator testing.
h. Results of Bowie Dick testing.
i. Name of person requesting service.
j. Signature and title of person who acknowledged the completed work.
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