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Department of Pathology, Hematology
Quality Assurance in Hematology 

And Hemostasis 
Administrative Procedure #1072.a


Principle
The purpose of this procedure is to establish guidelines for achieving quality results. This includes routine and timely detection of clerical errors, significant analytical errors, and unusual results.  Quality assurance also includes personnel competency protocols.  This procedure establishes a system for monitoring the competency of individuals employed by the Department of Hematology and Hemostasis.  This system will assure that personnel are competent and maintain their competency to process specimens, perform test procedures, and report test results.  This system will ensure that problems are identified and remedial action or continuing education is completed.
Procedure

· General laboratory practices:

· Hematology participates in the CAP Proficiency Testing Program for the scope of testing performed.  Laboratory tests for which CAP Proficiency testing is unavailable are tested semi-annually by parallel testing with an outside laboratory. 

· A Competency Program is in place.

· The section participates in the Beckman Coulter IQAP and Instrument Laboratories Accutrack programs for Quality Control Peer Review.

· A communication log is used for communication of daily work information and problems between shifts. 

· General information is communicated by UC Davis email.

· Turnaround Time (TAT) summaries are done on a regular basis to establish that results are reported within established time frames.

· A Pathology Review Policy is in place for following abnormal patient results and maintaining consistency and accuracy of test reporting.

· Critical Values are called and documented according to policy.

· Procedural changes are communicated and acknowledged on MTS medtraining.org 

· There is a policy in place for regular review of manually entered results. 
· Detection of Abnormal Results
· Automated CBC Analyzer:  Review instrument flags, histograms and decision rules, and comments to detect spurious or invalid results according to SOP “Coulter Rechecks and Interpretation” 1515.t.

· Flags may indicate abnormal results.

· Questionable platelet counts and WBC counts with flags or suspicious histograms must be correlated with the smear.

· Examine results that have “delta checks” requiring operator investigation, which may include:

· Review of clinical history

· Review of transfusion history (Blood bank interaction/LIS review)

· Correlation with prior lab results

· Re-check of patient identification on tube.  Any interaction with the floor/ward regarding patient results must be documented in the LIS as a comment using the @ sign.

· If laboratory action limits are exceeded, the appropriate rechecks must be done.

· If necessary, rerun specimen to rule out instrument aberration.

· Perform manual testing if possible.
· ACL TOP: Review all flagged results to detect possible invalid results.
· Review the test curve and associated information.

· Review clinical and medication history

· Correlate with prior lab results.
· Re-check patient identification on tube.  Any interaction with the floor/ward regarding patient results must be documented in the LIS as a comment using the @ sign.

· If necessary, rerun specimen to rule out instrument aberration.

· Manual Testing and Data Entry:

· All worksheets and manually entered LIS results must be reviewed by a second CLS comparing worksheet values to LIS results.  All calculations must be reviewed.  Any discrepancies must be addressed immediately. 
· Manually entered results must be recorded on a worksheet along with any calculations used to derive the result.

· Body Fluids: The CLS is responsible for:
· Correlating description of fluid with numbers of cells counted (ie.  clear/colorless fluids cannot have significantly elevated cell counts) and correlating number of cells counted with appearance of differential (i.e. a high cell count should have abundant numbers of cells on a properly made smear, likewise, if no cells are present, abundant numbers of cells on the smear might be a clue that count was improperly prepared (lysis due to diluent)).

· Making new slide if smear is unacceptable.

· Submitting all slides to Pathology Review.

· Any Immature Mononuclear Cells (IMC)/tumor cells reported on a previously undiagnosed patient must be called as a critical value.

· The HPRL canned text must be added to the comments section whenever IMCs or OTHERS are reported for the first time.
· Differentials:  The CLS is responsible for:
· Matching LIS identification (accession number and patient name) with that on the slide.

· Correlation of manual scans, automated CBC results, differential results, RBC morphology and platelet estimates with the histograms.

· Submitting slides for Pathology Review if review criteria are met.

· Making new smears when original of unacceptable quality (under or overstained, presence of “poly push”, broken WBCs, etc.) or if results do not correlate with instrument results.

· General:

· If markedly abnormal results are received, check the EMR for admitting diagnosis and/or the LIS for prior results.  If the results do not correlate with the above, perform any or all of the options listed here:

· Rerun sample and/or perform manual rechecks.

· Recheck the smear and/or remake the smear.

· Call the floor to see if the patient’s condition has changed.

· As last resort, request patient redraw.

· Reports:

· Laboratory reference ranges, where applicable, must accompany all results.

· All tests requested must have results.

· Corrections require an amended report. 
· Pathology Review: 
· The Exception Report with results of all peripheral smears and fluid smears that meet Pathology Review criteria are reviewed by the Departmental Specialist/Supervisor or designate and/or the Reviewing Pathologist (MD) each weekday.  At the time of final review, any amendment or supplemental report will be finalized and sent to the EMR.  See SOP “Pathology Review”1077.t
· If an emergency situation arises, rather than wait for routine review, the smear must be brought to the attention of the Hematology Pathologist on call.

· Critical Values:

· All critical values must be called to the appropriate personnel as soon as the results are verified.  (See SOP “Critical Values” 110.a)

· Competency of personnel will be assured for all testing systems through the following six methods: 
· Direct observation of test performance.
· Monitoring the recording/reporting of test results. 
· Review of test results, QC, PM, and PT. 
· Direct observation of maintenance and function checks. 
· Analysis of previously analyzed samples; competency samples, or proficiency samples.
· Evaluation of problem solving skills.

· Direct Observation of all portions of test performance will be used during the initial competency of each employee.  Then portions will be used annually to monitor employee competency.
· Review of work performed

· Pathology Review of abnormal CBC’s and all Body Fluids.
· Review of all manual entry and calculations by second CLS.
· Review of Quality Control and Maintenance records.
· CAP Proficiency testing

· Error documentation and corrective action is kept electronically in personal employee folders
· Intradepartmental Competency Testing

· UC Davis annual testing including but not limited to: MAT testing, fire safety, chemical safety, HIPPA. 
· MTS Medical Training Solutions Competency Testing (medtraining.org) assigned bi-annually.
· Morphology is assessed with images of peripheral blood and body fluid cells. 

· Each question on the MTS exam is evaluated.  Questions incorrectly answered by several CLS’s will be addressed with educational materials such as Topic of the Month.
· A passing score of 70% must be achieved.  Scores below 70% must be repeated and both scores recorded.  If a second failure occurs on the same exam the associated training module must be completed.  
· Laboratory exercises including written quizzes, problem solving, and interpretation of data as needed
· Documentation of employee competence is required prior to patient testing, utilize the Procedure Competency Assessment (check off sheet) provided during new employee training.  Thereafter a Yearly Competency Binder will be used with completed years electronically maintained.
· Documentation of SOP changes is maintained on MTS and is required prior to patient reporting.

· Errors or failures to follow protocol are documented.  The Supervisor will identify patterns of errors and take appropriate corrective action.  Excessive errors will require immediate follow-up, documentation of competency and corrective action.

· Amended reports are reviewed by Supervisor
· Error documentation is maintained in Smart Site.  

· Competency may be assessed more frequently if performance becomes substandard.
· Retraining followed by acceptable competency performance may be necessary. 

· If there is a failure to identify malignant cells two times within a six month period, a test set must be completed with a passing score of above 70% before patient testing can resume.

· Each employee is responsible for completing all assigned testing (MAT, MTS, etc.) by due date.
· Each CLS is responsible for completing all continuing education required by California State Health Services for license renewal.
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