STANDARD OPERATING PROCEDURE – 4005

STEAM STERILIZATION PROCEDURE

PURPOSE:  To establish policy, responsibilities and procedures for use of steam sterilizers and to assure that the steam sterilizer is operating properly at all times.

POLICY:   The operator of this equipment will be knowledgeable and maintain expertise in the care, operations, and preventive maintenance of the equipment.  

RESPONSIBILITY:  All trained facility employees.

PROCEDURES:  

SPD operates the steam sterilizers in accordance with the manufacturers’ instructions as follows:

1.   Daily Preparation of Steam Sterilizers:

a. For sterilizers with recording chart, replace recording chart identifying sterilizer, date and initials in place provided.  Check to ensure printer/recorder is working properly.

b. Remove drain plug from bottom of chamber and remove lint and sediment from strainer.  

c. Replace drain plug in bottom of chamber.

d. The first cycle will be a “warm up” cycle (On days sterilizer has not been turned off for cleaning, a warm up cycle may not be required).  

e.  Evaluate sterilizer air removal performance by performing Bowie-Dick test as second cycle, and/or the first cycle after the sterilizer has been shut down for repair.  Bowie-Dick must be run in an empty pre-vac sterilizer.

f. All cycles must be accounted for.  Whenever a sterilizer completes an operation, that will count as a cycle.

g. Documentation of biological indicator (BI) tests will be made in appropriate logbook.

h. A BI must be run daily on the second cycle and each load containing implants.  

2. Operation Guidelines:

a. Record contents of load.  Information must be detailed enough to allow all items to be retrieved if necessary.

b. Place load in sterilizer.

c. Close, secure, and lock door.

d. Choose correct setting as follows:

(1) 250 degrees for Gravity for 30 minutes.

(2) 270-274 degrees for Pre Vac for 3-5 minutes.

e. Set drying time according to contents of load (minimum of 20-30 minutes)

f. When cycle is completed, buzzer sounds and a cycle complete indicator will appear.  Operator will visually check graph/printer to determine that all parameters have been met, then sign their name on chart or printout before opening sterilizer door.

g. Open door slightly for 10-15 minutes, depending on size and content of packs and trays.  This will avoid sudden change in temperature, which may cause sweating, and loss of sterilizer integrity (if door opens automatically, door must be partially closed for 15 minutes).

h. Remove carrier from sterilizer for approximately 30 minutes to allow to cool down before dating, dust covering, storage or dispensing.

3. When handling items from the sterilizer carriers, employee should wash hands to prevent contamination of the package.

4. Inspect packages to ensure package integrity and external indicators have changed.

5. Affix load control number to each package and documentation records.  A load control number is a 6 digit number.detailing:  (#1) the sterilizer, (#2,3,4) Julian Date, (#5,6) sequential cycle operation for each day.  The load control number must also include a shelf life or expiration date depending on the packaging, 30 days or one year as outlined in VA Directive Handbook 7176.

6. The lot or load control number and expiration number must be visible through the dust cover.

7. Recording charts, printouts, Bowie-Dick, and BI test results will be appropriately recorded and maintained for 36 months.

Reference:  Sterilizer Manufacturer Operation Instruction

 VA Handbook 7176, Supply, Processing, and Distribution Operational   

 Requirements
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