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EXTERNAL QUALITY ASSESSMENT (EQA)

EQA refers to a system in which the performance of a
laboratory is assessed

periodically and retrospectively

by an independent outside agency to indicate to the
laboratory staff where there may be shortcomings and
hence indicates a need for improving and/or changing
IQC procedures.
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PURPOSES OF AN EQA PROGRAMME

> To provide assurance to consumers, both doctors and
patients, that the laboratory results are of a good
standard.

> To assess and compare the quality of laboratory
performance on a national and/or international scale

» To identify common errors and recommend corrective
procedures.

» To encourage the use of standardized procedures [SOPs]|
and good quality reagents.

» To encourage and continue the application of 1QC
processes

> To act as an educational tool for the laboratories involved
in the program.
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EQA Methods

Proficiency Testing
Rechecking/Retesting

On-site evaluation
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Proficiency Testing

“A program in which multiple samples are
periodically sent to members of a group of
laboratories for analysis and/or identification;
whereby each Ilaboratory’'s results are
compared with those of other laboratories In
the group and/or with an assigned value, and
reported to the participating laboratories and

others.” (CLSI)
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Rechecking/Retesting

Sampling of specimens or slides for
rechecking or retesting by a reference
laboratory

- Rechecking of slides is blinded
- Retesting may not require blinding
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On-site Evaluation and Review

Periodic visits to the laboratory to assess
laboratory practices

Why?
 Obtain a realistic picture of laboratory
practices

» Provide assistance with problem areas
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On-Site Evaluation

Conducted by:
e PT organization
e Laboratory leaders, e.g., district supervisors

Consider:
e Frequency, e.g., quarterly, annual, biannual
e Use of checklists
e Follow-up to visits
» Monitoring corrective actions
e Training
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Management Responsibilities

Develop policy

Assign responsibility

Monitor the results of external quality
assessments

Participate in the implementation of corrective
actions
ISO Standard - ISO 15189.2
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EQA PROGRAMMES

Every laboratory must take part in one
[t must involve every section of the laboratory
[t must involve as many test methods as possible

Survey samples must be processed as if they were
patient samples

NO SPECIAL ATTENTION
Return results as quickly as possible
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EQA, A tool for laboratory
iImprovement-1

All laboratories will occasionally have an
unacceptable EQA result.

Unacceptable EQA performance may reveal an
inadequacy in specimen handling or in analytic
processes that is not revealed by other indicators.

Each unacceptable result should be investigated

thoroughly to maximize the opportunity to
correct a problem.
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Monitoring EQA Results, quantitative

There are 3 components to EQA performance:
The actual result
The target value

The evaluation interval—or allowed error— for that
specimen.

There are also 3 different types of target values:
Method group ("peer group”) means
Means from another group or an all-results mean

Values derived from an external source (for example,
reference laboratory consensus or definitive/reference
methods).




SHP P CshsS oyl 2l

v" Lets promise ourselves for constant improvement

Monitoring EQA Results, quantitative

There are 4 general types of evaluation intervals:
Fixed intervals (e.g., + 4 mmol/L)
Fixed percentages (e.g., + 10% of the target value)

A combination of these two (e.g., + 6 mg/dL or
10% of the target value, whichever is greater)

Intervals based on the group standard deviation
(SD) (e.g., = 2 SD).
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Procedure for Investigating an
Unacceptable EQA Result

Gathering and Reviewing Data

The laboratory should systematically evaluate every aspect
of the testing process.

All documentation (including instrument printouts and
worksheets and relevant data stored in electronic form)
should be reviewed

Personnel who processed or tested the specimen, and
who transcribed results, should be interviewed.
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Gathering and Reviewing Data

Investigation should include:
Checks for clerical errors.

Review of records of quality control,
calibration status and instrument function
checks.

Repeat analysis and calculations, when
possible.
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Classifying the Problem

Unacceptable results may be classified as follows:
Clerical error
Methodological problem
Technical problem
Problem with proficiency testing materials

Problem with evaluation of results
No explanation after investigation.
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Clerical Error

Clerical errors can be further categorized as:

Result not correctly transcribed from the instrument
tape or read-out to the report form

Incorrect instrument/method indicated on the
report form.

Incorrect units reported or misplaced decimal
point.
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WHAT IS THE MOST COMMON

LABORATORY ERROR?

Not technical
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Problem with EQA Evaluation

Peer group not appropriate.

Inappropriate target value. Target values developed
from participant consensus can be inappropriate
from, 1, nonhomogeneous testing material, or 2,
lingering ("masked") outliers.

Inappropriate evaluation interval. with an extremely
precise method, the acceptable range may be much
narrower than needed for clinical usefulness.

Incorrect data entry by EQA provider.
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No Explanation after Investigation

Investigation fails to reveal an explanation for an
unacceptable EQA result in a significant proportion of
unacceptable results (19.6-24.1% in published studies).
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No Explanation after Investigation-2

When all identifiable sources of error have been excluded,
a single unacceptable result may be attributed to random
error, particularly when the result of repeat analysis is
acceptable.

In such cases, no corrective action should be taken, as
such an action may actually increase the probability
of a future unacceptable result.

Deming called such actions "tampering": making

changes to a system without understanding the underlying
problem.
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No Explanation after Investigation-3

[f two or more results were unacceptable, with both
results shifted in the same direction, then a
systematic error (bias) becomes more likely.

Repeated unacceptable results scattered on both
sides of the mean suggest that the laboratory's
method is not sufficiently precise
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Documentation

The investigation, conclusions, and corrective
action should be thoroughly documented.

It is helpful for the laboratory to use a standardized
form for recording the results of every unacceptable
EQA 1nvestigation.
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Sample Form for Documenting
Unacceptable PT Investigations

Date of Investigation:

PT Set Identification:

Date:

Unacceptable result:

Acceptable result/range:

Previous trends/unacceptable results for this analyte/test:




Clerical/Transcription Review:

Investigation:

Conclusions:




Was patient data affected?

Classification of Problem:

Clerical Methodologic
Problem with PT material Technical
Problem with PT evaluation No explanation

Corrective actions/system change(s) to prevent recurrence:

Approved:

Supervisor

Date

Director

Date




Thank you, any question




