SAMPLE PROCEDURES – Use of optional accessories for the SYSTEM 1E® Liquid Chemical Sterilant Processing System
Product Numbers: 

LCB001
VERIFY™ Spore Test Strip for S40® Sterilant 

LCC016
VERIFY™ Chemical Indicator for SYSTEM 1E® Processor 
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This document contains sample procedures for use of optional accessories for the SYSTEM 1E Liquid Chemical Sterilant Processing System within Operating Room (OR) or Gastro-intestinal (GI) Departments. The procedures contained in this document are not intended to be all-inclusive, but rather are only a guide which facilities may find useful in developing their own policies and procedures, tailored to their particular needs, operation, and personal.   It is the responsibility of each healthcare facility to develop their own policies and procedures, and 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, express or implied, with respect to these sample procedures’ compliance with local or federal laws, regulations, standards or industry recommended practices. STERIS Corporation is not responsible for any loss, injury, damage, or claim arising from use of this document including the sample policies and procedures.


Definitions:

Control Spore Test Strip: An unprocessed spore test strip used to ensure viable organisms are present for the test strip lot and to monitor the operation of the incubator and ability of the media to support growth.

Chemical Indicators:  Chemical indicators are physical or chemical devices employed to monitor one or more process parameters.
Minimum Recommended Concentration (MRC): Minimum concentration at which the manufacturer tested the product and validated its performance. (ANSI/AAMI ST58:2013)

Minimum Effective Concentration (MEC): Minimum concentration of a liquid chemical sterilant/high level disinfectant that achieves the claimed microbiocidal activity; the MEC is determined by dose response testing (FDA 200a). (ANSI/AAMI ST58:2013)

Spore Test Strip: A high population of spores resistant to a chemical sterilization process which provides assurance that the liquid chemical sterilization process achieved conditions necessary to kill at least 1 x 105 spores on the test strip.
Title: Assessment of spore kill by S40 Sterilant use dilution in the SYSTEM 1E Liquid Chemical Sterilant Processing System.

Procedure:

Initiating the cycle:

1. Following a successfully completed Diagnostics Cycle, perform this test with the first liquid chemical sterilization cycle of the day.

2. Load the SYSTEM 1E Liquid Chemical Sterilant Processing System as directed in its Operator Manual and appropriate Quick Connect Instructions, if applicable.

3. Remove one VERIFY Spore Test Strip for S40 Sterilant from the package and confirm that it is within the expiration date. Partially open the glassine envelope containing the spore test strip by aseptically peeling the glassine apart at the indicated end.

4. Grasp the exposed end of the strip with the transfer clip and remove strip from the envelope.

5. Place the transfer clip and strip on the post provided for the transfer clip or within the processing container.

6. Place one VERIFY Chemical Indicator for the SYSTEM 1E Processor in the same location using a separate transfer clip.

7. Insert the S40 Sterilant cup and start a liquid chemical sterilization cycle.

Upon completion of the cycle:

Removing the spore test strip in the OR

1. The circulating nurse reviews the cycle printout to ensure that processing parameters were met and signs the printout.

2. Open the chamber within 30 minutes of processing to interpret the chemical indicator. Carefully remove the container from the chamber and aseptically deliver to point of use. Remove the lid and present the container to the scrub nurse for removal of contents.
3. The scrub nurse aseptically removes the chemical indicator strip from the tray or container and reads the results. Discard strip once completed. The circulating nurse records the results.
a. If the color of the strip is the same as, or more pink than, the PASS reference (refer to the bottle label), proceed to step 4. If the indicator has failed (the color is not the same as, or more pink than, the PASS reference), DO NOT USE THE DEVICES. Do not proceed with incubation of the spore test strip. Follow depart​mental procedures for reporting liquid chemical sterilization process failures. Discontinue operation of SYSTEM 1E Processor immediately and do not process devices until failure has been investigated and resolved.
4. If a PASS result is obtained transfer processed instrumentation to the sterile field.

5. The circulating nurse then retrieves the spore test strip. 
a. Holding the media vial at an angle in one hand, grasp the loosened vial cap with the little finger of the other hand. Remove the cap from the vial while holding the cap in crook of the little finger.

b. Aseptically remove the transfer clip containing the spore test strip from the processor, taking care not to touch the strip.

c. Insert the strip into the vial without touching the external surfaces of the vial. Screw the cap back onto the vial until completely closed.

d. Mark the vial label as “Test” and complete the information indicated on the label. Place into incubator pre-heated to 55-60°C/131-140°F. 

Removing the spore test strip in the GI Lab
1. The test technician reviews the cycle printout to ensure that processing parameters were met and signs the printout.

2. Open the chamber within 30 minutes of processing to interpret the chemical indicator. Carefully remove the container lid if necessary. (Use this process if aseptic presentation is not required.)
3. Put on clean gloves and remove the chemical indicator strip from the tray or container and read the results. Discard strip once completed. Record the results.
a. If the color is the same as, or more pink than, the PASS reference (refer to the bottle label), proceed to step 4. If the indicator has failed (the color is not the same as, or more pink than, the PASS reference), DO NOT USE THE DEVICES. Do not proceed with incubation of the spore test strip. Follow depart​mental procedures for reporting liquid chemical sterilization process failures. Discontinue operation of SYSTEM 1E Processor immediately and do not process devices until failure has been investigated and resolved.
4. Retrieve the spore test strip. 
a. Holding the media vial at an angle in one hand, grasp the loosened vial cap with the little finger of the other hand. Remove the cap from the vial while holding the cap in crook of the little finger.
b. Aseptically remove the transfer clip containing the spore test strip from the processor, taking care not to touch the strip.
c. Insert the spore test strip into the vial without touching the external surfaces of the vial. Screw the cap back onto the vial until completely closed.
d. Mark the vial label as “Test” and complete the information indicated on the label. Place into the incubator pre-heated to 55-60°C/131-140°F. 

Perform a Control Test

1) A control must be performed once each day that a spore kill assessment is completed.

a) Aseptically open the glassine envelope of an unexposed spore test strip by partially peeling the glassine apart at the indicated end.

b) Grasp the exposed end of the spore test strip with the transfer clip or other device. Remove the strip from envelope.

c) Holding the vial at an angle in one hand, grasp the loosened vial cap with the little finger of the other hand. Remove the cap from the vial while holding the cap in crook of the little finger.

d) Insert the strip into the vial without touching the external surfaces of the vial. Screw the vial into the cap.

e) Mark the vial label as “Control” and complete the information indicated on the label. Place into the incubator pre-heated to 55-60°C/ 131-140°F. 

Incubate and Read Results
1) Incubate the “Test” and “Control” vials for 24 hours. Read and record the results at 24 hours.
a) If the Test culture remains red and clear, this demonstrates that the S40 Sterilant use dilution present in the processor was adequate to kill at least 5 logs of Geobacillus stearothermophilus spores on the strip.
b) If the Test culture demonstrates turbidity or a color change from red to yellow, the intended conditions for kill of all spores on the strip were not achieved. Follow depart​mental procedures for reporting liquid chemical sterilization process failures. Discontinue operation of SYSTEM 1E Processor immediately and do not process devices until failure has been investigated and resolved. 
2) The test is inconclusive whenever the “Control” shows no growth. The test is invalidated and must be repeated.
3) Record the test and control results in the log.

Title: Use of chemical indicator for verification of the minimum recommended concentration (MRC) of S40 Sterilant Concentrate use dilution
Procedure:

Initiating the cycle:

1. Use a VERIFY Chemical Indicator for SYSTEM 1E Processor in every SYSTEM 1E liquid chemical sterilization cycle.

2. Load the SYSTEM 1E Processor as indicated in ITS Operator Manual and appropriate Quick Connect Instructions, if applicable.

3. Confirm the expiration date on the chemical indicator bottle. If first opening the bottle, record the new 6-month expiration date on the bottle label. Be sure that the new expiration date does not go beyond the expiration date printed on the bottle.
4. Remove one indicator strip from the bottle and reseal the bottle. Grasp the indicator with the transfer clip. 
5. Place the transfer clip and the indicator on the post provided on processing container.

6. Insert the S40 Sterilant cup and complete the cycle.
Reading the chemical indicator in the OR

1. The circulating nurse reviews the cycle printout to ensure that processing parameters were met and signs the printout.

2. Open the chamber within 30 minutes of processing to interpret the chemical indicator. Carefully remove the container from the chamber and deliver to point of use. Remove the lid and present the container to the scrub nurse for removal of contents.
3. The scrub nurse aseptically removes the chemical indicator strip from the tray or container and reads the results. Discard strip once completed. The circulating nurse records the results.
b. If the color is the same as, or more pink than, the PASS reference (refer to the bottle label) release the load. If the indicator has shown a FAIL result (the color is not the same as, or more pink than, the PASS reference), DO NOT USE THE DEVICES. Follow depart​mental procedures for reporting liquid chemical sterilization process failures. Discontinue operation of SYSTEM 1E Processor immediately and do not process devices until failure has been investigated and resolved. 
Reading the chemical indicator in the GI
1. The technician reviews the cycle printout to ensure that processing parameters were met and signs the printout.

2. Open the chamber within 30 minutes of processing to interpret the chemical indicator. Carefully remove the container lid if necessary. (Use this process if aseptic presentation is not required.)
3. Put on clean gloves and remove the chemical indicator strip from the tray or container and read the results. Discard strip once completed. Record the result.
a. If the color is the same as, or more pink than, the PASS reference (refer to the bottle label), release the load. If the indicator has shown a FAIL result (the color is not the same as, or more pink than, the PASS reference), DO NOT USE THE DEVICES. Follow depart​mental procedures for reporting liquid chemical sterilization process failures. Discontinue operation of SYSTEM 1E Processor immediately and do not process devices until failure has been investigated and resolved.
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