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PURPOSE
To describe a process for investigation of discordant QMP-LS test results.

PROCESS
Take the following steps:
1.0 Investigate transcription or human error

Was testing material received in satisfactory condition?

Ensure appropriate sample tested with the procedure followed according to standard laboratory practices

2.0 Repeat testing using the original sample

3.0 Document the Reagent lot number and calibrator lot number in use at the time of initial testing.

4.0 Request a new sample from QMP-LS and rerun*
5.0 Review the QC results for the day of the initial testing

Were QC levels within acceptable limits?


Were the observed monthly means comparable to the peer group values?

6.0 Review the calibration data for the test – was the test calibrated shortly before testing was performed or was calibration performed after the initial testing, etc.
7.0 Review daily, weekly and monthly maintenance records

8.0 Document any service calls between testing dates
9.0 Check previous surveys for flags

10.0 Call TAC with the information gathered to see if there are other steps that need to be taken or if they have any knowledge of other sites that may be having the same problems

*If new vials are not available from QMPLS, contact the manufacturer for advice and assistance.
Other steps that may be taken:
1.0 Perform a recovery on sample calibrators

1.1 Rerun calibrators as patient samples

1.2 Compare the results to the bottle values

1.3 Results should be within +/- 5%

2.0 Perform a precision test

2.1 Run a patient sample 10 times and record the results

3.0 Run an accuracy test

3.1 Run a 10 patient samples on both analyzers and record the results

Forward the results from these additional tests to TAC, to the manufacturer’s technical representative and to the Quality Control Officer.
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