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Interlaboratory variation
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Sample problems?
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Equipment failure?
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Uncontrolled method?

1 Result of PT

600 B Excelent(DI==0.5)
550

500
450
400
350

Frequency

300
250
200
150
100
50

Second



Inadequate training?

Result of PT
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Reporting error?

Result of PT
600

B Excelent(DI==0.5)
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Responses to uncertainty of

measurement
Ignore it. ?
Overemphasize it. “
Misinterpret it. K |
Repeat the test. \° '
G%\e

Q&



Patient-centered laboratory

service
* The goal: Error-free laboratory testing

 The value: Reduction in the risk of medical
error

Total
analytical
error

Sources of
ImpreC|S|on

and bias
_ ﬁﬁﬁ




You have 2 choices In the
laboratory...




ISO 15189: 2 Major Portions

Section 4: A set of support processes for
management activities that are the
foundation for and enable...

Section 5: The pre-examination,
examination, and post-examination
technical core processes

of any size, specialty, or

scope of laboratory




In other words....

Pre-examination—Examination —Post-examination
Core processes

Management
stipport-processes




It really Is as simple as....

Quality System Model
Laboratory’s Path of Workflow

m mn eee———

Quality System Essentials

Organization
Facilities and Safety

Personnel
A Purchasing/Inventory A
Equipment

Process Control
Documents/Records
Information Management

Occurrence Management
Assessments: Int/Ext

Customer Service
NCCLS GP26-A, Process Improvement




A Quality Foundation

Laboratory
/ Path of Workflow \
Preanalytic Analytic Postanalytic

Quality System Essentials: The Building Blocks

The Lab The Work Measurement
Organization - Process Control gssessmentlf/l
-Facilities & Safety - Docs & Recs -Occurrence Mgmt
-Personnel -Customer Satisf
- Info Management P | ¢
-Purch & Inventory -Process Imprvmn

-Equipment




Quality Assurance

“Planned and systematic activities to provide
adequate confidence that requirements for

quality will be met” (ISO 8042, 3.4, NCCLS)



Benefits of Laboratory
Quality Assurance

* QA provides evidence of good
performance

» Laboratory mistakes are prevented

 Significant iImprovements in testing
performance can be achieved



@UalIyPASSUanCENVIOU el




Quality Assurance (QA)

 Staffing / personnel
* Quality control (QC)

* Proficiency testing (PT) aka External
qguality assurance (EQA)



Staffing Components

Able to execute responsibilities of director,
supervisor, testing personnel

Appropriate educational credentials
Appropriate experience

Receilve training

Competency assessments



Quality

Control of the

Testing Process

_—

Pre-Analytic

Test selection

Patient instructions

Test requisition

Collect, label, transport specimen
Safety

Analytic

Specimen processinN
Specimen storage

Reagent preparation  pgst-Analytic

Equipment checks Results review

Test performance Quality control review
Report test results

Results interpretation



Pre-Analytic QC Components

Safety

Specimen collection and handling
Test requisition and records
Referral for testing



Analytic QC Components

Facilities

Test methods, equipments, reagents,
supplies

Procedure manual

Validation of test methods
Equipment checks

QC monitoring procedures



Post-Analytic QC Components

« Validation of test results
* Reporting of test results

* Interfacing to Laboratory Information
Systems (LIS’s)

« Corrective action plan

* Records maintenance



Quality Assurance (QA)

« Staffing / Personnel
* Quality control (QC)

* Proficiency Testing / External Quality
Assurance



Proficiency Testing or External
Quality Assessment

» Central organization sends out challenge
specimens for testing, laboratories’ results
evaluated, laboratories sent scores

« Split specimens exchanged with referral
laboratories

e Alternative methods



External Quality Assurance

Early warning-system for problems
Measure of laboratory quality

Valuable benchmarking tool (standardization
and traceability)

Indicator of where to direct improvement efforts

Monitor of changes in technology and testing
practices (evaluation component)



Activities Linking
QA Components

Assess personnel competencies
Assess pre-analytic, analytic, and post-analytic QC

system
Assess PT/EQA performance

Implement communication systems for customers and
staff, and systems for complaints investigations




If even the most conservative
estimates of gains in improved
testing guality are used,
thousands of testing mistakes
may be prevented yearly by
laboratory quality assurance
programs.
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Procedure J

. Heatfx thq smear. Flood the surface of the smear with the Methylene
hlue—stainirg solution for 1 minote. Wash the slide with water and blot dry.
In the past § was necessary to add alkali to the above solution before use.
However, Mthylene blue dyes prepared in recent years do not require this
additional gtep because acid imparities found in older stains have been
removed.
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this finding is Characteristic of the corynebacteria, species of the
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