SAMPLE PROCEDURE
Steam Sterilization Load Monitoring with the VERIFY™ SixCess™ Challenge Packs and the VERIFY™ Biological Steam Biological Test Pack 
Product Numbers: 

LCC003 VERIFY™ SixCess™ 270F 4 Challenge Pack
LCC014 VERIFY™ SixCess™ 275F 3 Challenge Pack
S3065 VERIFY™ Steam Biological Test Pack

S3069 VERIFY™ Steam Biological Test Pack

[image: image1.jpg]STERIS

)l




This document contains sample procedures for chemical and biological monitoring of steam sterilization cycles within sterile processing. The procedures contained in this document are only intended to provide a foundation for developing specific policies and procedures for your facility, and it is the individual responsibility of the health care facility to ensure compliance with applicable laws, regulations, standards, and industry recommended practices.  The health care facility should seek expert advice and consultation for guidance with compliance issues.  STERIS Corporation makes no representation, expressed or implied, with respect to compliance with local or federal laws, regulations, standards, or industry recommended practices.  STERIS Corporation shall not be responsible for any loss, injury, damage, or claim arising from use of this document or the sample policies and procedures contained herein.
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Definitions:

Mechanical Monitor:  Sterilizer time, temperature, and pressure recording devices. 
Biological Indicator:  Test systems containing viable microorganisms providing a defined resistance to a specified sterilization process (ANSI/AAMI ST79:2010).

Biological Indicator “control”: An unprocessed biological indicator used to ensure viable organisms are present in the indicator lot and to monitor the operation of the incubator.
Biological Indicator Test Pack: A pack used in routine monitoring and also qualification of sterilization processes following installation or major repair of the sterilizer.  Each pack contains a biological indicator and has demonstrated equivalence to the ANSI/AAMI 16-towel Biological Indicator Test Pack.
Chemical Indicators: System that reveals a change in one or more predefined process parameters based on a chemical or physical change resulting from exposure to a process (ANSI/AAMI/ISO 11140-1:2005). Chemical indicators are physical or chemical devices employed to monitor one or more sterilization process parameters for the purpose of detecting failures in packaging, loading, or sterilizer function. Chemical indicators enable the user to verify that products have been subjected to certain processing conditions.  A chemical indicator does not VERIFY that an item is actually sterile. A chemical process indicator can either be an internal or external indicator, and can be in the form of sterilization tape, a strip on a load card, an indicator on a tamper-proof lock, a chemical strip or spot on a peel pouch, etc.
NOTE:  The sensitivity of the chemical indicator to the conditions in the sterilizing environment serves as the basis for classifying the chemical indicator into one of six different classes that are recognized in the ANSI/AAMI/ISO 11140-1:2005 standard.
Emulating Indicators (also known as Class 6 – emulating indicators):  Chemical indicator that is a cycle verification indicator, designed to react to all critical variables for specified sterilization cycles. The stated values are generated from the critical variables of the specified sterilization process.
Release of items (excluding implants) processed at 270°F (132°C) prevacuum,  270°F (132°C) SFPP or 275°F (135°C) prevacuum steam sterilization with the VERIFY SixCess Challenge Packs (Product Numbers LCC003 and LCC014)

Procedure:

Initiating the cycle:
1. Load the steam sterilizer cart or racks with items to be processed.  Ensure that implantable devices have not been included in the load.  
2. Select the appropriate challenge pack for the steam sterilization cycle to be run. Refer to reference chart. Ensure that the challenge pack is within expiration date.

3. Record sterilizer load identification information on the outside of the VERIFY SixCess Challenge Pack in the space provided, or affix an adhesive load label used for all load items.

4. Place the pack horizontally (not on end) on the lowest shelf or rack above the chamber drain.

5. Load the cart, if applicable, into the sterilizer.
6. Close the chamber door.
7. Process the load.
Upon completion of the cycle:
1. Review the cycle printout to ensure that process parameters were met (i.e. time, temperature, and preconditioning pulses).

2. Carefully remove the cart, if applicable, from the sterilizer chamber.
3. Remove the challenge pack from the cart or sterilizer shelf using a towel or autoclave glove to avoid injury from heat absorbed into the pack during the cycle.
NOTE: The pack may be allowed to cool prior to opening.

4. Remove the indicator sheet. Observe the indicator test sheet for appropriate color change. 
a. The color change is “complete”, if the indicator ink changes from yellow to blue/purple.  Fill in the information on the back of the sheet where indicated and proceed to step 5. 
b. The color change is “incomplete” if any yellow color remains or there is any color other than the blue/purple. If the color change is “incomplete”, sign and date the sheet and proceed to step 6. 
5. If all process parameters were met and the color change is “complete” the sterilization cycle was successful and the processed items may be released for use.
6. If the process parameters were not met or the indicator sheet is incomplete, the processed items may NOT be used. Follow departmental procedures for investigating suspected sterilization failures.
Reference Chart for Identification of VERIFY SixCess Challenge Packs 

	Cycle type
	Sterilization Temperature
	Exposure time
	Picture of the PCD or Challenge Pack  To Use

	Prevacuum
	270°F / 132°C 
	4 minutes
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	275°F / 135°C 
	3 minutes 
	


Release of items (including implants) processed at 270°F (132°C) prevacuum,  270°F (132°C) SFPP or 275°F (135°C) prevacuum steam sterilization with the VERIFY Biological/Integrator Challenge Pack for 270°F (132°C) (Product Numbers LCB006 and LCB007)

Procedure:

Initiating the cycle:

1. Load the steam sterilizer cart or racks with items to be processed.  Ensure that all packs containing implantable devices have been externally identified.

2. Select the appropriate chemical and biological challenge pack for the steam sterilization cycle to be run. Refer to reference chart. Ensure that the challenge packs are within expiration date.

3. Record sterilizer load identification information on the outside of the VERIFY SixCess Challenge Pack in the space provided, or affix an adhesive load label used for all load items.

4. Place one VERIFY SixCess Challenge Pack and one VERIFY Steam Biological Test Pack horizontally (not on end) near the door on the lowest shelf or rack above the chamber drain.

5. Push the cart, if applicable, into the sterilizer.

6. Close the chamber door.
7. Process the load.
Upon completion of the cycle:
Evaluating Integrators Results

1. Carefully remove the cart, if applicable, from the sterilizer chamber.

2. Immediately remove the challenge packs from the cart or sterilizer shelf using a towel or autoclave glove to avoid injury from heat absorbed into the pack during the cycle.
NOTE: The packs may be allowed to cool prior to opening.

3. Confirm through the clear vial that the Chemical indicator in the BI test pack has changed from yellow to brown.  If not, confirm the cycle was run.  If the cycle was not run, replace both challenge packs with new ones and run the cycle.

4. Review the cycle printout to ensure that process parameters were met (i.e. time, temperature, and preconditioning pulses).

5. Open the VERIFY SixCess Challenge Pack and remove the indicator sheet. Observe the indicator test sheet for appropriate color change. Complete the back of the indicator sheet.
a. The color change is “complete”, if the indicator ink changes from yellow to blue/purple.  Fill in the information on the back of the sheet where indicated, sign and date. 
b. The color change is “incomplete” if any yellow color remains or there is any color other than the blue/purple. Fill in the information on the back of the sheet where indicated, sign and date. 
6. If all process parameters were met and the color change is “complete” place the load in quarantine and proceed to step 8 for incubation of the biological indicator.

7. If the process parameters were not met or the color change “Incomplete”, the processed items may NOT be used. Dispose of the biological indicator test pack. Follow departmental procedures for investigating suspected sterilization failures.
Evaluating the Biological Results:
8. Open the BI test pack and remove the chemical indicator strips and self contained biological indicator (SCBI).

a. The chemical indicator strip is passing when the yellow color has changed to brown or darker. Proceed to step 9.
b. The chemical indicator strip is failing if it is not brown or darker. Dispose of the biological indicator test pack. Do NOT release the load. Follow departmental procedures for investigating suspected sterilization failures.
9. Check the chemical indicator on SCBI vial label for color change from blue to brown.

10. If indicator is not brown or black, the sterilized items may NOT be used.  Follow departmental policy for reporting sterilization failure.

11. If indicator is brown lack, and the vial is cool to the touch, firmly seal the vial using the activator and cap for the VERIFY Dual Species SCBI.  Place the vial into the activator base.  Cover the vial with the activator cap.  Place the activator set on a hard surface.  Push down on the activator cap until the SCBI cap is aligned with the second black bar on the vial label.

12. To activate, remove the SCBI from the activator set, push or pull the SCBI completely through the restricted space on the activator.

13. Label the SCBI with pertinent process information.

14. Place the activated SCBI in a VERIFY™ Incubator heated to 55 - 59°C.     
 Control Biological Indicator: 
15. A control must be performed once each day that a biological test pack is used and whenever the lot number changes. 
16. Obtain an SCBI from the same lot used in the biological test pack. Seal, activate, and incubate the SCBI as described in steps 11 through 14. 
Interpretation of Biological Indicator Test Results: 
17. Check “Test” and “Control” SCBIs each shift after incubation and at 24 hours of incubation for growth.
a. If the liquid remains blue and with no turbidity (cloudiness), the biological indicator is sterile (no growth).  This indicates that conditions were adequate to achieve sterilization.  
b. If the liquid turns from blue to yellow or turbidity (cloudiness) is seen, the biological indicator is not sterile (growth).  This indicates that conditions were inadequate to achieve sterilization.  
18. Record the SCBI “Test” and “Control” results.  
19. The biological kill is confirmed when the “Test” SCBI is sterile (no growth is seen) and the “Control” SCBI is not sterile (growth is seen).  The load may be released for use.
20. The biological kill is not confirmed when the “Test” SCBI is not sterile (growth is seen) and the “Control” SCBI is not sterile (growth is seen).  The load may NOT be released for use. Follow departmental procedures for reporting sterilization failures. 
21. The biological kill test is inconclusive whenever the “Control” biological indicator is sterile (no growth is seen).  The test is invalidated. The test must be repeated.
Emergency release of processed items in quarantine 
1.
Identify the item to be released from quarantine and start an Exception Form for Premature Release.  This form must follow the device to the OR. 

2.
Complete the early release log form. 

3.
Confirm that the VERIFY SixCess Challenge Pack results passed.

4.
Forward the processed item and the Exception Form to the OR.

5.
Upon completion of the surgery, the OR will forward the completed Exception Form to the sterile processing department.

6.
Complete the Exception Form when the biological results are known and file with the cycle records.
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