STANDARD OPERATING PROCEDURE - 4001

STERILIZATION INDICTORS

PURPOSE:  To establish a standard operating procedure for the use and interpretation of sterilization indicators.

POLICY:  Sterilization indicators are used to validate the sterilization process.

RESPONSIBILITY:  The SPD program official and the facility Infection Control Committee.

PROCEDURE:

1. Types of Biological Indicators:

a.  For steam sterilizers, bacillus stearothermophilus is used:

- Once per day for each sterilizer.

- With each load containing implantable devices.

- After any maintenance requiring sterilizer shut down.

- Results are recorded after incubation of 48 hours.

      b.  For EtO sterilizers, bacillus subtilis is used:

- With each load.

- After any maintenance requiring sterilizer shut down.

- Results are recorded after incubation of 48 hours.

      c.  For hydrogen plasma sterilizer bacillus subtilis is used:

- With each load.

- After any maintenance requiring sterilizer shut down.

- Results are recorded after incubation of 48 hours.

      d.  For paracetic acid sterilizers, bacillus stearothermophilus is used:

- Once per day for each sterilizer.

- After any maintenance requiring sterilizer shut down.

- Results are recorded after incubation of 48 hours, may keep and do reading at 7 days.

2. Rapid Read-out Biological Indicators:

a.
Used with the same frequency as steam.

b.
3-hour indicator is the only authorized rapid read-out.

c.
Results are recorded after 48 hours of incubation.

3. Placement of Biological Indicators:

a. Steam sterilizer-place indicator in bottom front of cart over drain.

b. EtO sterilizer-place indicator as close as possible to center of the load.

c. Hydrogen Plasma sterilizer-place indicator in the lower front of the chamber, as near as possible to the door

4.  Biological indicator controls are placed in the appropriate incubator with matching lot numbers to the actual biological tests.  Results are recorded after 48 hours of incubation.  This information is recorded on the appropriate sterilization records and kept for three years.  A control is used with each biological indicator.  One control can be used each day for each type of biological indicator, provided the lot numbers are the same.

5.  Chemical Indicators:

a. Internal indicators may be used only to demonstrate that the sterilant 

penetrated the package content.  The use of internal indicators are not required but are used at the request of the end user.  If used: 

· Indicators are placed in packages at the point of least penetration or at 

      the location requested by the end user. 

- Integrators mimic biological tests, but are not an authorized 

   replacement for biological testing.

b. External indicators indicate that the item has been exposed to the 

sterilization process.

Tape

- Placed on each package sterilized in SPD/or the medical center.  

               The tape also indicated the method the device is to be sterilized.

      - Written on the tape is the proper nomenclature of the item, the         

         packaging employee’s initials and the area where the item belongs.

Color strips or dots on peel packs

      Bowie Dick Test 

      - Performed daily on pre-vac sterilizer

      - Result will be documented and kept along with other sterilizer                        

         records.

6. Mechanical Indicators/Monitors:

a. Charts or printout are read and signed, not initialed, for each cycle.  This is completed immediately after the completion of the cycle to assure that the parameters of sterilization have been met. 

7.  Sterilization load control number and expiration dates will not be attached until completion of the sterilization process, and chemical and mechanical monitors are checked.

8.  Results of all biological tests are reported to the Infection Control Committee monthly prior to the 10th of each month. 

Reference: VA Handbook 7176, Supply, Processing and Distribution Operational 

    Requirements
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