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ISO, ILAC and IAF streamline quality management requirements for
medical laboratories, Ref.: 1260, 2009-11-04,

http://www.iso.org/iso/pressrelease.htm?refid=Ref1260

International

ISO Organization for International Organization for Standardization
par- Sl Standardization

International Acereditation

Forum
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= = International Labeoratory Accreditation
B 3 Cooperation
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Presenter Notes
Presentation Notes
ISO 15189 was developed through the proposal made through the American National Standards Institute to the International Organization for Standardization in 1995.  Developed through the active participation from countries around the world molded from other standards on quality, the new standard ISO 15189 Medical Laboratory – Particular requirements for quality and competence was first published in 2003.  


International 15189:2'"2

Standard Medical laboratories -Requirements

for quality and competence

A medical laboratory’s fulfillment of the requirements of this
International Standard means the laboratory meets both the
technical competence requirements and the management system
requirements that are necessary for it to consistently deliver
technically valid results”.

LABORATORY ACCREDITATION




Introduction

Based upon ISO/IEC 17025 and ISO 9001

EN ISO 9001:2000: Quality management systems —Requirements
Third edition, 15 December 2000

ISO/IEC 17025: General Requirement for the Competence of Testing and
Calibration Laboratories, Second edition, 15 May 2005

!

ISO 15189: Medical laboratories - Particular Requirements for Quality and
Competence , Second edition, 15 April 2007



International 15189:2'"2

Standard Medical laboratories -Requirements

for quality and competence

“This International Standard, based upon
ISO/IEC 17025 and ISO 9001, specifies
requirements for quality and competence

that are particular to medical laboratories.
(ISO 15189:2012(E) Introduction Page)




SO premational Internattional Standards for Business, Government and

Organization for

S5l Standardization Society

TC 212: Clinical laboratory testing and in vitro diagnostic test systems

Subcommittee/Wo .

. Title

rking Group
TC 212/WG | Qual.lty and competence in the
medical laboratory

TC 212/WG 2 Reference systems
TC212/WG 3 In vitro diagnostic products
TC 212/WG 4 Antimicrobial susceptibility

testing



Foreword

Introduction

Scope

Normative references

Terms and definitions
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4. Management requirements

5. Technical requirements

¥



"E' ISO 15189 - Management and Technical Requirements

4 Management Requirements

5 Technical Requirements

4.1 Organization and management responsibility
4.2 Quality management system

4.3 Document control

4.4 Service agreements

4.5 Examination by referral laboratories

4.6 External services and supplies

4.7 Advisory services

4.8 Resolution of complaints

4.9 Identification and control of nonconformities
4.10 Corrective action

4.11 Preventative action

4.12 Continual Improvement

4.13 Control of records

4.14 Evaluation and audits

4.15 Management review

5.1 Personnel

5.2 Accommodations and
environmental conditions

5.3 Laboratory equipment,
reagents and consumables

5.4 Pre-examination processes

5.5 Examination processes

5.6 Ensuring quality of
examination results

5.7 Post-examination processes

5.8 Reporting of results

5.9 Release of results

5.10 Laboratory information

management




ISO Quality Basics

Designing a Continuously
Improving QMS.

Commit to making
quality a priority.
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Medical laboratories -- Requirements for quality and competence

150 15189:2012

What is ?

Can you recognize ?



degree to which a
set of inherent
characteristics
fulfills

requirements
1SO15189 3.17
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ﬂ Is this a lab result?

Patient X FBS: 180 mg/dL
Normal Value: 80— 120 mg/dL




* Accurate
report * Reliable

* Timely

* Interpretable

Request




To meet the needs and requirements of
the customers (e.g. patients and users),
medical laboratory testing must:

Consistently Clinical Decision Points

in @ Healthcare System

prOVide CIinicaI " Preventing disease

" Detecting disease early
Value at the " Establishing of an accurate
diagnosis

Selecting the right treatment
Avoiding delays in treatment
Facilitating recovery
Reducing disability
Preventing relapse
Inhibiting progression

decision points
within a
healthcare
system

9



3.20 quality management system

INTERNATIONAL 150
STANDARD 15189

T editicn

Medical laboratories — Requirements for
Quality and competence

Laborafoires de biokogie médiale — Exigences concemant la qualfé ef
a compefence

NOTE 1 - The term “quality management
system” referred to in this definition
relates to:

v'general management activities,

v'the provision and management of
resources,

v'the pre-examination, examination and
post examination processes and

v'evaluation and continual improvement.




S

ﬂ ISO 15189: 4.2 Quality management system
4.2.1 General requirements

The laboratory shall establish, document, implement
and maintain a quality management system and
continually improve its effectiveness in accordance with
the requirements of this International Standard.

The ' ent system shall provide for the
ntegration of all processesrequired to fulfil its quality

policy and objectives and meet the needs and

requirements of the users.

Process (system) approach
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Implementing
Quality
Management
System DOES NOT
guarantee an
ERROR-FREE
Laboratory

But it detects
errors that may
occur and
prevents them
from recurring

LQMS Training Toolkit



Customer QU d I Ity

Wty O Management

beneficial Leadership

supplier - .
relationships Princi P les
. Facilitate the
Factual : achievement
approach to Quallty Involvement .
decision Management of people of quality
making objectives
and form the
foundation of
Continuous Process :
improvement approach effea_we
quality
System
approach management.

1SO 9001:2008

Principles of Quality Management .



PATH OF WORKFLOW ’

-
> Organization and Management Responsibility PROCESS-BASED MODEL OF A QMS
4.1 Organization and management responsibility
4.4 Service agreements
4,15 Management review
Quality Management Systems
4.1 Quality management system
Customer 4.3 Document control
Focus 4.13 Control of records
Evaluation and Continual Improvement
mf“ Management 4.8 Resolution of complaints
5'? "::'J""“" and supplies 4.9 Identification and control of nonconformities
-1 Perso 4.10 Corrective acti
5.2 Accommodations and environmental conditions L :tm
5.3 Laboratory equipment, reagents and consumables 4'12 Continual Improvement
5.10 Laboratory information management B i S
5.6 Ensuring quality of examination results (in part)
Path of Workflow
Pre-examination processes
v 4.5 Examination by referral laboratories (in part) Feedback
4.7 Advisory services (in part)
5.4 Pre-examination processes
CUSTOMER Examination processes
5.5 Examination processes CUSTOMER
5.6 Ensuring quality of examination results (in part)
Post-examination processes
Request 4.5 Examination by referral laboratories (in part) Report Satisfaction or
Requirements 7 AVIRY Secviom. (i g Dissatisfaction

5.7 Post-examination processes
5.8 Reporting of results
5.9 Release of results
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Management commitment to making
“quality a priority”

Value = Quality

Cost

The Cost of Quality is NOT the
cost of creating a quality
product or service. Instead,
the Cost of Quality is a
FAILURE to create a quality
product or service.

23
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A Cost of Quality

PREVENTION COST

cost of developing and implementing

APPRAISAL COST

Internal FAILURE
COST

External FAILURE
COST

quality management system

Cost of activities associated with
measuring, evaluating or auditing to
assure processes are fit-for-purpose and
in conformance to quality standards.

Cost of rework (sample recollection,
repeat testing) and material or
consumable losses.

Cost of failure at customer site, including
misdiagnosis or mistreatment.




Quality Costs

Quality Costs

Cost of
Control

Cost of
Failure of
Control

Cost of
Prevention

Cost of
Appraisal

Internal
Failure

External
Failure

$3
$$%

$35$
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3| 1-10-100 Rule

PREVENTION COST m

CORRECTION COST / 10 \

FAILURE COST




5 Erroneous Thoughts About Quality

m Quality means :>

goodness

= Quality cannot be  mm)
measured

m The costs of quality mm)
are too expensive

m Quality problems
originate with workers

m Quality is the
responsibility of the
quality department

Quality means conformance to
requirements

Quality is measured by number
on non-conformances

It is cheaper to do things right
the first time

Most problems originate with
process

Quality is everyone’s
responsibility
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This handbook covers topics that are essential for quality management of a public
health or clinical laboratory. They are based on both ISO 15189 and CLSI
GP26-A3 documents.

Each topic is discussed in a separate chapter. The chapters follow the framework
developed by CLSI| and are organized as the “12 Quality System Essentials™. A
diagram representing these |2 essentials is shown below.

Process
control

Customer
service




Definition of
quality

Level of accuracy
required

Negative
consequences of
laboratory error

Minimizing
laboratory error

|-1: The importance of laboratory quality

Laboratory quality can be defined as accuracy, reliability and timeliness of reported
test results. The laboratory results must be as accurate as possible, all aspects of
the laboratory operations must be reliable, and reporting must be timely in order
to be useful in a clinical or public health setting.

When making measurements, there is always some level of inaccuracy. The
challenge is to reduce the level of inaccuracy as much as possible, given the
limitations of our testing systems. An accuracy level of 99% may at first glance
appear acceptable, but the resulting 1% error can become quite large in a system
where many events occur, such as laboratory testing.

Laboratories produce test results that are widely used in clinical and public
health settings, and health outcomes depend on the accuracy of the testing
and reporting. If inaccurate results are provided, the consequences can be very
significant, including:

* unnecessary treatment

* treatment complications

* failure to provide the proper treatment

* delay in correct diagnosis

* additional and unnecessary diagnostic testing.

These consequences result in increased cost in time and personnel effort, and
often in poor patient outcomes.

In order to achieve the highest level of accuracy and reliability, it is essential
to perform all processes and procedures in the laboratory in the best possible
way. The laboratory is a complex system, involving many steps of activity and
many people. The complexity of the system requires that many processes and
procedures be performed properly. Therefore, the quality management system
model, which looks at the entire system, is very important for achieving good
laboratory performance.



Preparation

Interpretation
of terms

| -5: Process of accreditation

The decision to pursue accreditation is not one to be taken lightly or
without forethought.

Accreditation wvisits are expensive, therefore laboratory directors and quality
managers must prepare well in advance of the visits to ensure resources are
not wasted. Accreditation could begin with one part of the laboratory and then
continue with the other sections.

Seeking accreditation requires the following:

Commitment—the path towards meeting standards and recognition is rarely
straightforward. When the process becomes difficult. challenging and requires
time and effort, it is not uncommon to quit or postpone the process. Once
stopped, it becomes very difficult to begin again.

Planning—the path towards accreditation will take time. Laboratories should
organize their staff and time to ensure that the process goes to completion
with a minimum of obstruction.

Knowledge—application of standards requires knowledge of the standards and
how to interpret them. If there are no pecople in the laboratory that have that
knowledge, the laboratory may consider sending staff for special training or
hiring a consultant.

Resources—the process to accreditation may require reorganization,
restructuring, trained staff or additional egquipment. Recognition of potential
costs should be considered in the planning phase at the start of the process.

When using standards to prepare for accreditation, keep in mind the following

interpretations of terms commonly used in standards.

Consensus—agreement between delegations representing all the stakeholders
concerned—suppliers, users, government regulators and other interest groups.
Consensus is not a numeric or majority determination.Consensus represents
general agreement in the absence of strong and compelling objection.
Mormative statement—information within a2 document that is a requirement and
essential part of the standard. Includes the word “*shall™.

Informative statement—information within a document that is informational
only; often it is in the form of a "note”. Information may be explanatory or
cautionary, or provide an example.

» Compliance—meests both the text and the spirit of a requirement.
* MNonconformity—rfailure to fulfil the requirements of a specified process,

structure or service. May be categorized as major {complete) or minor (partial}.
WVerification of conformity—confirmation by examination of evidence.



| |1 -6: Benefits of accreditation

Value of It is through the accreditation of third-party evaluators that the laboratory’s clients
accreditation can have confidence that when something is measured, calibrated, inspected,
tested or certified, the job has been done competently.

The essential aspect of accreditation is that it promotes confidence in results and
services because it is a valid means of verifying claims about quality, performance
and reliability. The use of internationally recognized standards as the reference
criteria for laboratory accreditation is the key to building trust across borders
and promoting best practices worldwide.

Outcomes The outcomes of accreditation are:

* measurement of the strength and integrity of the quality system
* continual monitoring of the quality system

* recognition for your efforts.

Accredited laboratories tend to perform better on proficiency testing and are
more likely to have a working quality management system.

Accreditation as Accreditation is a valuable tool to determine the effectiveness of the quality
a tool management system. However, it is not the ultimate goal. Once accreditation
status is obtained, the important challenge will be to maintain that status.

A well-managed laboratory will know that it is meeting its goals. The laboratory
should look at accreditation as one form of audit that the quality managed
laboratory puts into place to ensure that the system is working properly.

Accreditation status must be renewed regularly and the laboratory challenged
each time to maintain and improve the quality level.
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You can't manage what you

can 't measure




Why Measure the Process ?

If you can not measure it,
you can not manage it

N

If you can not manage it,

you can not control it

/
Measurement is the basis of improvement!



N\,

How do we

achieve excellent

performance in
the laboratory?

Organization

Purchasing
&
Inventory

Documents
&
Records

Process
Improvement

Introduction Laboratory

Quality Management System-
Module |

Personnel

Information
Management

Process
Control

Occurrence
Management

Customer Facilities

Service &
Safety

85
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Flowchart Examples

Detailed Flowchart

Filling an Order
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Commonly Used Symbols in Detailed Flowcharts

One step in the process; the step is written inside the box. Usually,
only one arrow goes out of the box.

Direction of flow from one step or decision to another.

Decision based on a question. The question is written in the diamond.
More than one arrow goes out of the diamond, each one showing the

direction the process takes for a given answer to the question. (Often
the answers are ™ yes” and " no.”)

— Delay or wait

~
S
N Link to another page or another flowchart. The same symbol on the
\ /} other page indicates that the flow continues there.
7 Input or output

—— _

L‘ 1 ~— —, Alternate symbols for start and end points



Commonly Used Symbols in Detailed Flowcharts
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