STANDARD OPERATION PROCEDURE – 4014

RECALL PROCEDURE FOR HOSPITAL PROCESSED/STERILIZED GOODS
PURPOSE:  To establish guidelines for recall of in-house processed goods or devices due to a positive spore test.

POLICY:  To assure that procedure is in placed to retrieve processed medical devices quickly when any indicators or monitors suggest a sterilization process failure.

PROCEDURE:

1.  In case of a positive biological indicator, recall is required on all items sterilized in the affected sterilizer since the last negative test result.

2.  Personnel reading the positive test will take the sterilizer in question out of service and will immediately notify the Chief, SPD, or person in charge, OR Nurse Manager, and all affected services.  

3.  All positive biological indicator results will be reported immediately, in writing, by the Chief, SPD to the OR Nurse Manager, Chief of Staff; Chief of Surgical Service; and the Service Chief responsible for SPD section; and Infection Control Committee.

4.  Find the corresponding record sheet that pertains to the affected load.  Identify the load control number, items and users of the items.  

5.  Using both the load control number and the item list, locate the items from the SPD holding and storage areas.  All items that are still in SPD will be taken back to the decon room for reprocessing.  

6.  Items that were sent to the users will be immediately retrieved.  Every conceivable effort will be made to recover items prior to use on a patient.  All recovered items require reprocessing.

7.  Any item that is not recovered will be reported in writing by the Chief of SPD to the Chief of Staff, Chief of Surgical Service, Infection Control Practitioner, and Service Chief responsible for SPD section.

8.  Coordinate with Infection Control Practitioner to notify physician if any of the suspected unsterile goods were used on patients. 

9.  Save the test ampule and send to Laboratory/Microbiology section for presumptive organism identification.

10.  Begin retesting the sterilizer after consulting with Engineering and/or sterilizer manufacturer service technician.

11.  Three consecutive negative biological tests must be accomplished prior to releasing the sterilizer for use.

12.  Positive tests will be reported and included on the monthly biological test report to the Infection Control Committee.

12.  Make a written summary of actions during the course of this procedure.  Document the time, names of personnel contacted, and actions taken.   This report will be part of the sterilization record with a copy sent to Chief of Staff and the Infection Control Committee.

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

                          Requirements
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