SAMPLE PROCEDURES – STERILITY ASSURANCE PRODUCTS

Product Numbers: 

EQC009 Verify® Bowie-Dick Test Pack (1 box – 20 packs)
EQC010 Verify® Bowie-Dick Test Pack (1 case – 2 boxes)
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This document contains sample procedures for biological and chemical 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, and standards.  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 compliance with local or federal laws, regulations, or standards.  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.

Title: Procedure for Daily Air Removal Testing using Verify Bowie-Dick Test Pack

Definitions:

Bowie-Dick Test – Diagnostic test of a dynamic-air-removal steam sterilizer’s ability to remove air from the chamber and prevent air reentrainment (ANSI/AAMI ST46, 2.6).  The Bowie-Dick Test is performed using a Class 2 chemical indicator designed for this specific test. (ANSI/AAMI ST60, 4.2).
Mechanical Monitor:  Sterilizer time, temperature, and pressure recording devices. 
Procedure:

1. The Verify Bowie-Dick Test Pack will be processed daily in each prevacuum steam sterilizer.

2. Preheat the sterilizer to 270°-275°F (132°-135°C) by running one complete cycle with an empty chamber.
3. Record test cycle information on the outside of test pack where indicated.
4. In an otherwise empty chamber, place the Verify Bowie-Dick Test Pack on the bottom shelf of the sterilizer cart or rack, over the sterilizer drain.
5. Initiate factory set Dart cycle or standard prevacuum cycle with parameters:

· Temperature: 270°F(132°C), 273°F(134°C), or 275°F(135°C) 

· Exposure time: 3.5 to 4.0 minutes                                               
      CAUTION: exposure longer than 4 minutes invalidates the test

· Drying time optional;  1 minute recommended
6. Upon completion of the cycle:

a. Carefully remove the cart, if applicable, from the sterilizer chamber.
b. Immediately remove the test pack from the cart or sterilizer shelf using a towel or autoclave glove to avoid injury from heat absorbed in the pack during the cycle.
c. Check the process indicator (PI) on outside of test pack; refer to Color Reference Guide provided with the box.

· If PI is any shade of pink, discard and retest.
· If PI has turned purple, proceed to step d.
d. Open the test pack and retrieve the Bowie-Dick test sheet.

e. The color change is “complete”, if the ink changes from yellow to blue/purple.


        -
   Complete the information on the back of the sheet.  Sign and date 

    the sheet.

f. The color change is “incomplete” if any yellow color remains, or there is any color other than the blue/purple end point color. This indicates that air was not sufficiently removed from the system.
g. Review the cycle printout to ensure that processing parameters were met 
(i.e., time, temperature, and preconditioning pulses). 
· If all process parameters were met and the color change is “complete”, the test was successful.  
· If any process parameter was not met or the color change was “incomplete”, the test was unsuccessful.
· File the cycle printout and indicator sheet.
7. If a successful test has occurred, continue with daily sterilization activities.

8. If an unsuccessful test has occurred:

a. Repeat the test once.

b. If a second test is successful, continue with daily sterilization activities..

c. If the second test is unsuccessful, remove the sterilizer from prevacuum sterilization service and notify the sterilizer service technician to initiate a service call.  
d. The sterilizer may not be placed back into prevacuum sterilization service until a successful Bowie-Dick test has been attained. The sterilizer may be operated using gravity-displacement cycles. 
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