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1. PURPOSE

The performance, review, and maintenance of Quality Control are the responsibility of each person working in the laboratory.  The purpose of this document is to define the roles of the Testing Personnel, the General Supervisor, and the Technical Supervisor to make sure that Quest Diagnostics standards for Quality Control are understood and implemented every time patient samples are tested.

2. SCOPE

This document applies to all QC procedures in every department in every laboratory in Quest Diagnostics, except for Anatomic Pathology, who follow separate Corporate SOP’s for that area.  There are many aspects to managing an effective Quality Control program, some of which require daily, weekly, or monthly actions.  Each of these is very important and essential to the ongoing success in our QC program’s ability to identify those changes in the quality of testing that could adversely affect patient results.  The overall review of QC is a shared responsibility that features unique roles as described below.

3. RESPONSIBILITY

Testing Personnel have primary responsibility for adhering to QC procedures on a daily basis, with every batch, worklist, or group of patient samples. See details in Section 5. 

The Supervisor (at Providence Hospital, the CLIA designations of General  & Technical supervisor are generally the same person) has primary responsibility for the weekly and monthly review of QC records and information, while being available on a daily basis to assist in problem solving.  See details in Section 6.

The Medical Director or Designee reviews and approves QC records monthly.

4. DEFINITIONS 

	Bias
	A measure of systematic error or inaccuracy.  The difference between an observed value and a true value (or target value).  Numerically, this is calculated as “observed – target”.

	CQSP:
	Corporate Quality Surveillance Program as defined in the separate Corporate Protocol of this title.  It involves a systematic review of procedures and records for all tests at the local laboratory level for a specific test of the month, as defined by Corporate Medical Quality Assurance.)

	General Supervisor
	“An individual, who under the direction of the Laboratory Director and supervision of the Technical Supervisor, provides day-to-day supervision of the testing personnel and reporting of test results.” From CLIA 88 regulations, Section 493.1459, 1461 and 1463. 

	Imprecision
	The variation of a process.  This is measured by the standard deviation of the values.

	Technical Supervisor
	“An individual who is qualified by education and either training or experience to provide technical supervision for each of the specialties or subspecialties…” From CLIA 88 regulations, Section 493.1447, 1449 and 1551. 

	Testing Personnel
	“Individuals who meet the qualification requirements … and perform the functions of specimen processing, test performance, and for reporting test results.”  From CLIA 88 regulations, Section 493.1487, 1489 and 1495.

	Trend
	A general change that may increase or decrease in magnitude over time.


5. TESTING PERSONNEL QC RESPONSIBILITIES 

a) QC Material Management

· Ensure that QC materials are prepared properly (including use of current lot numbers)

· Ensure that QC materials are placed properly in the batch or worklist per the assay SOP.

· Ensure that QC checks are completed on new lots before use.

· Ensure that QC samples are tested in the same manner as patient samples.

b) QC Results Review

· Ensure that QC results are within defined acceptable limits for the QC rules that are defined in the assay SOP.
· Review patient results: checking for critical values, need for dilutions and repeats, “impossible” results that might indicate sampling errors, and population trends.

c) QC Results Out of Range

· Ensure that NO results are released when controls do not meet acceptable limits. 

· Ensure that all unacceptable control results are identified and documented.

· Take appropriate action for each QC result that is out of limits, as defined in the assay SOP.  These actions include:

· Checking the other control results.

· Determining the scope of the problem:

                        Does it affect only part of this run?  

· Have there been warnings in the previous runs?

· Note all such information.

· Determining cause of the out of range result.

· Taking appropriate corrective action.

· Retesting the affected patient samples, ONLY after showing acceptable performance has been restored. 

· Reviewing the situation with the supervisor or designee for the test area.

· Making sure that all corrective actions are fully documented.

d) Release Process

· Make sure that all QC data (both good and bad) are reviewed and entered into the database or appropriate QC tracking log, defined in the testing SOP.
· Sign and date all runs and QC records for each batch, or run, or worklist.

· Ensure that action items not completed in your shift are

· Documented in writing for the next shift.  

· Discussed with your supervisor (or designee).

6. SUPERVISOR (GENERAL  & TECHNICAL) QC RESPONSIBILITIES

a) QC Material Management
· Review the status of availability of QC materials and plan for crossover testing of a new lot, if necessary.

· Review data for checkout of new lots of QC material before they are put in use (sign and date to document review).

b) Daily QC Assistance and Review.
· Be aware of the status of all testing during the shift.

· Provide problem solving assistance to the tech as problems arise.

c) Weekly QC Results Review

· Review QC data and patient data on a weekly basis: 

· To assess for trends and marginal problems that may become real problems in subsequent days. 

· Use of such tools as Levey-Jennings charts for QC data are recommended.

· Tracking patient medians, % abnormal, etc. are recommended.

· To check for written corrective actions for each incident of QC out of range 

· Document that all problems or areas of concern have been discussed with the appropriate testing personnel.

· Address issues regarding quality in general with the Director and / or staff as appropriate, with full documentation (such as “RQIs”). 

· Follow-up with the QC BPT and / or specialty BPT as appropriate.

d) Monthly QC responsibilities
· Consolidate weekly reviews for a monthly summary to the Director.

· Ensure that all tests in the department are reviewed according to the QSP RRL procedure.

e) Management of Technical QC Issues
· Personally, have full understanding of QC Best Practices as described by the QC Best Practice Team and implemented by the Specialty Best Practice Team.

· Ensure that each SOP contains the correct QC information, including frequency, limits and QC rules.

f) Monthly Review of QC information

· Ensure that weekly QC review is being performed and documented.

· Review QC data for trends month-to-month.

· From a medical perspective, to ensure that the quality of testing meets physicians’ requirements for consistency of results for patient care for each assay in the department.  

· From a statistical perspective, to ensure that the performance of each assay is consistent with the previous month’s performance.  Use Levey-Jennings Charts, and various statistical tests (F-test and t-test) as appropriate.

· Review patient data summaries (Medians, % abnormal, % reactive, etc.) for trends, month-to-month.

· Ensure that Inter-lab QC data are submitted each month (if this is not an automated process).

· Review Inter-lab QC reports and.  Discuss results with the laboratory staff, so they are aware of good performance as well as needs for improvement and corrective action.

g) Planning for Improved Testing Performance

· Review appropriateness of QC ranges.   Document causes / reasons for changes of QC ranges, including the fact that new ranges are based on more data.

· Review frequency of failures to determine the 

· need for fundamental problem solving and resolution or 

· need for staff re-training or 

· need for repair or replacement of equipment

· Review other incident reports, such as 

· revised reports

· client-requested repeat testing 

· critical values (for timeliness of notification and complete documentation)

7. QA SPECIALIST QC RESPONSIBILITIES
· Be knowledgeable of significant QC issues in the laboratory.

· Be familiar with all QC Systems.

· Use QC data to lead problem-solving initiatives and diagnostic journeys.

· Perform audits to ensure that laboratory staff is following written procedures.

· Ensure implementation of the CQSP throughout the laboratory, per the QSP RRL SOP. 

8. RELATED DOCUMENTS

PHQ 005. Corporate Quality Surveillance Program f or Rapid Response Laboratories (QSP RRL), Current Version. 

QDNQ A700. RQI Notify Process. Current Version.

9. REFERENCES

CLIA 88 Regulations 

CAP checklists (both Lab General and Specialty Checklists)

NCCLS guideline “Statistical Quality Control for Quantitative Measurements: Principles and Definitions: C24-A (1999).  [obtain from the Corporate Medical Library, Teterboro]

Corporate SOP QM.068, QC Responsibilities, Current Version. 
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	000
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	001
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