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* lllustrate the basic concept of laboratory quality management and its
Importance




At the end of this activity, participants will be able to:

* Define the essential terms of Quality and TQM System
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Quality
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A QLP includes analytical processes and the general policies, practices, and procedures that define how work is
done.

QC emphasizes statistical control procedures but also includes nonstatistical check procedures, such as linearity
checks, reagent and standard checks, and temperature monitors.

QA, as currently applied, is primarily concerned with broader measures and monitors of laboratory performance,
such as (1) turnaround time, (2) specimen identification, (3) patientidentification, and (4) test utility.

Quality “assessment” is the proper name for these activities rather than quality “assurance.” Measuring
performance does not by itself improve performance and often does not detect problemsin time to prevent
negative outcomes.

Quality assurance requires that causes of problems be identified through Ql and eliminated through quality
planning (QP), or that QC be able to detect problems early enough to prevent their consequences.




Quality Planning

Definition of Quality goals: That‘s what we want to achieve!

Quality Control

Constructive measures: How we have to work!

Quality Inspection

Analytical measures: Have we achieved the goals?

Quality Improvement

Have we worked correctly?

Improvement measures: That’s what we can improve!



QUALITY
MANAGEMENT

QUALITY MANAGEMENT SYSTEM
<

all organizational processes
to ensure quality

QUALITY ASSURANCE
-O

manage and plan for quality

QUALITY CONTROL

verify if your product meets
requirements




Definitions

. media) Quality assurance (QA)

System designed to continuously improve the reliability and
efficiency of laboratory services. Includes internal quality
control, external quality assessment, and quality improvement.

 Quality control (QC)

Includes all means by which the TB laboratory controls
operations (instrument checks, checking new lots of staining
solutions, reagents.



Quality Assurance Vs Quality Control

Product Oriented

Process Oriented _ |

QA = QC

www.letzdotesting.com



Quality

Assurance
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-
Focused on Product Focused on Process
Reactive Pro-active
Line Function Staff Function
Finds Defects Prevent Defects
Testing Quality Audits
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In summary

* Quality management is not new.

e Quality management grew from the good works of innovators who
defined quality over a span of 80 years.

* Quality management is as applicable for the medical laboratory as it is for
manufacturing and industry.



Key Messages

* A laboratory is a complex system and all aspects must function
properly to achieve quality.

* Approaches to implementation will vary with local situation.

 Start with the easiest, implement in
stepwise process.

* Ultimately, all quality management system elements must be
addressed.
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