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I.  
Purpose: 

To define for all laboratory staff the procedure to follow when any laboratory instrumentation malfunctions (medical device malfunction) during specimen analysis and results released.

II.  
Principle:

The laboratory internal quality control program of commercial controls, patient references and data review of critical results by technologist prior to result release were designed to assure detection of invalid results. Invalid results may results from specimen collection/problems, instrument problems or instrument malfunction.

The FDA requires specific handling of results released and manufacturer notification if invalid results occur from instrument malfunction.

III.  
Procedure:

· Invalid results detected, immediately notify a supervisor

· Stop instrument (if noticed upon data review at instrument) 

· Run controls (commercial/patient references) to assess if instrument malfunction

· Cull specimens between last control run and current problem

· Review prior results vs current (rerun on another instrument)

· Review if any data released that was in error

· Assess if instrument malfunction and data released or if no data released

· No data released- resolve instrument problems as per troubleshooting policy

                                               Run specimens on another instrument until instrument 

                                               problem resolved and instrument returned to operation

· Data released-      rerun specimen(s) on another instrument, notify caregiver, complete incident report. Notify instrument customer service of instrument malfunction and data release. Complete and submit all necessary manufacturer documentation of incident. File a copy of incident in instrument problem log.
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