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i Total Quality Management (TQM)
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- Definition: 1SO 31000:2018

Risk: The effect of uncertainty on an organization’s ability to
meet its objectives

An effect is a deviation from what was expected, which can be positive or
negative

Lack of in formation or knowledge concerning an event, its consequences or its
likelihood
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_ Definition: La boratory context
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B.5
processes of a laboratory, as described in Clause 7.

Figure B.1 illustrates an example of a possible schematic representation
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Figure B.1 — Possible schematic representation of the operational processes of a laboratory




[
Table 1. Requirements in ISO/IEC 17025:2017 That Include “Risk”

I1ISO 17025 Risk-related

Section Number Requirements

4.1.4 Risks to impartiality

7.8.6 Level of risk associated with a decision rule

used to make a statement of conformity to a
specification [such as false accept and false
reject and statistical assumptions]

7.10 Actions taken for nonconforming work based

upon risk levels established by the laboratory
8.5 Actions to address risks and opportunities
8.7 Updated risks and opportunities when

corrective action is taken

8.9 Management review includes results of risk
identification




17025:2017— clause4.1

B

V. 2017

4.1.1 Management & Structure
4.1.4 Identity risks (ongoing basis)
4.1.5 Minimize or eliminate risks
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217025:2017 - clause 7.10

V. 2017

7.10.1 The laboratory shall have a procedure that shall be implemented when

any aspect of its lab — activities or results of this work do not conform to its
own procedures or agreements of the customer. The procedure shall ensure
that:

b) Actions are based upon the risk levels established by the laboratory

c) An evaluation is made of the significant of NCW including an impact analysis
on previous results
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EC17025:2017 — clause 8.5

V. 2017

8.5.1 The laboratory shall consider the risks and opportunities

associated with the laboratories activities

8.5.2 The laboratory shall plan actions to address these risks and
opportunities, and plan how to integrate and implement and
evaluate the effectiveness of these actions

8.5.3 Actions shall be proportional to the potential impact on the
validity of the laboratory results
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7025:2017 —clause 8.5

....Laboratories can decide whether or not to develop a
more extensive risk management methodology than is

required by this document, e.g. through the
application of other guidance or standards.
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17025:2017 —clause 8.7

When a nonconformity occurs, the laboratory shall...
e) Update risks and opportunities determined during
planning, if necessary
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17025:2017— clause 8.9

B

8.9.1 The laboratory management shall review its management
system at planned intervals,....

8.9.2 The inputs to MR shall be recorded and shall include
information related to...

Effectiveness of any implemented improvement
Results of risk identification
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laboratory context — GOAL

Validity of
results

Competent Satisfactory
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4-Risl'<1I
'.11 17025:2017 —clause 8.5.2 Note

* NOTE

Although this document specifies that the organization plans actions
to address risks, there is no requirement for formal methods for risk
management or a documented risk management process
Laboratories can decide whether or not to develop a more extensive
risk management methodology than is required by this document,
e.g. through the application of other guidance or standards.
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6. mmumsmssaunidss Assessment methodology-e.g.
1SO 31010 wiu

- Cause and effect analysis (Ishigawa/Fishbone diagram)
- Consequence/Probability Matrix (Ranking risk level)
-SWOT

- elc.
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‘ Managing Process Risk

Management Man Method
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- mstisnomidsoualoma (Risk identification)
- msonsinomdss (Risk Analysis)

- msdananomdsolagliuvulosumsinmsandsoiivaigu (RISK
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Three phases of laboratory testing:

Pre- anal\ tical

- test ordering, specimen collection, transport and processing

Analytlcal

- testing

Post-analytical

- results transmission, interpretation, follow-up, re-testing.




What Does this Mean for You?

Identify: What can happen, when, where, why and how.

Assess: Determine existing controls,
determine likelihood and consequences leading to
estimate the level of risk.

Evaluate: Compare against criteria,
Identify and weigh options, Decide on response and
establish priorities.

risk
management il 2assess

-

Control & Monitor: Mitigate by modify
process, document outcomes




Sources of Errors: ISO/IEC 17025:2017

Environmental: Sample, Specimen :
Temperature — Bubbles
Humidity — Clots
Light intensity — Incorrect tube additive
Altitude — Not appropriate preserved and handling
Total dust, PM 10, 5, 2.5

Analysis :
Operator : - Sample preparation

— Improper specimen - Calibration factor incorrect

preparation, handling - Not use RM or CRM
— Incorrect test interpretation — Mechanical failure

— Failure to follow test system
instructions Measuring system:
— Optics, contamination,
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Inherent Risk

Controls

Worl Residual
Risk



Review of Risk Management

NsuAMULHLINgvifoag
LIUNITANNITAINULAYILA
(Residual Risk)
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sEAUNANTZNU (Impact)
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a1y uuuiuinN153tAsIZYANNLE LY
UaNURURNIT .o 1an554 (] Pre analysis/ Receiving [J Analysis [ Postanalysis/ Report

‘ nsuszsiuanuday (Risk Assessment)

5, » ) L A93tasTYiA1de Risk Analysis 5 msﬁ’mdwa
ANSALIAINNLALY Risk Identification (FMEA/FMECA) e ANSAONTS @ uLdey
m1d Risk Criteria ‘I/Iul,uf;l‘u AT
AU T Risk
o _ . A’ Lﬁ'l TR . . r Risk register Evaluation
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(Context) (Existing risk) (likelihood) (Impact) (Risk Level)

uaanns (Man)

1n3aviia (Machine)

ode

fq/#15wadl (Material)

oJ)

pnasiau (Method)

N153aN15 (Management)

A153a (Measurement)

audlunate [Mudsigrulasuida
(Impartiality)
N155nENAIUAY (Confidentiality)
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(Document control)
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(Decision rule)
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(LAB Safety)
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tuun Objective, Scope, Context, Criteria
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Plan, Do, Check, Action (PDCA Approach)

T1ENTU

Communication and Communication
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Know - How Risk response and Knowledge
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Process improvement
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Developing a Quality Control Plan :

MEASURING SYSTEM INFORMATION _

Medical Regulatory and | | Test System Information
Requirements for Accreditation information About
The Test Results Requirements | | = o e laboratory. | || L=y 10) 1
\ 4
PROCESS

Risk Assessment

OUTPUT
Quality Control Plan
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Post Implementation Monitoring
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Special Thanks
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