Important of Quality Management System

In Medical Laboratory
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Quality Assurance

Quality Control
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What Is Quality
Quality in Medical Laboratory Testing

The right test result, at the
Right time, on the

RIght specimen, from the right patient, with
result interpretation based on

Correct reference data, and at the
RIght price

\K



L olojlw o 5o Gldasl ) 30
o8 1) ladind gla wiwlgs



Ol slewolew

ols )b

o ylows

b0 39 9 Cuwvling) i

5 o b lo jlw



Al ansls |, s31sp anse oyl a5 Canl Seas b Jgame (Somtims 4o aSb




Fog (o0 Cgmxe Jle gl S 99% L]

139y B 30 45 Cawl (3 (Glizo 4y Al yd )5 cainS pue 1Y LS Jgub o
oSy G2 b ol gy aludo 1Y -
O S Cawsd 43 9 09 o5 Comy 04100 5O (o Ay Beuoee -
low 43
iy § 49 a3 Ol 009,38 50 Cudidgo b 19y F -
o (o) 4 (3l slate w3 ool Lisus 036 01398 Yo -

1595 g pw ¢ 5 S L g 00931 (GIAL 3 yg0 Foeoee -

«‘/’@v World Health

V,
\i\; ®9” Organization

CLINICAL AND
/ LABORATORY

STANDARDS

INSTITUTE'

WHO Collaborating Center




wgol 39 oo Sy Ll




g a0 7y olinlojl adaw yo a5 S baslus,
9,10 2 o a8 =Ll

By g 539 oW (S Sl 0wl B pdy Slieles o Al AY 00 SO
sdfo O‘ hl?w)ylfﬁy wLo‘ Mww)}o? UMJ‘QAJKSM Qj.o L)"‘ w‘o
@oliﬁ..iLa)'l)aL;b.:;uéoQ\c&qﬁ\wlﬁowu&\)&ngg@.oﬁ
5500 Ghlews 310,00 VF o a5 ols lis <88 plodl oS 6 s glo cwy 09 00l
RPN S odv] LN S0

oo (pudind 30 i =

oY pu Tlojo o —

391 00l Zy lo 4 (5 dmii yo & (olboli 5 lse

i <l lg 59 (K0 I Lol -

4.L>/~Logw/))la.u fﬂwu)).:u.!/)oded/&bf‘?«u)f“}bﬂww/‘k -

b ol X (s avd] Slivloj] 0,b90 b i, fo 4/,5

g0 88 Iy Jieo ol loj] (5lo 419 40 posd =
L 13 (695w ¢85yl g Ol b porin i 7, LaKisle;l o a5 Slaloll
cunls waler Jlos 4 e ol 1y oladl Gligles) aulls @ 58 9 ogdw



v
= G
v
> 't

i losT pL?u‘

‘b M—-ﬂ Qo> By \,c*(gs: e 2 gl

o
t”

w

.4

I ol s> e

plxl § al> yo
v Lo 3T

O, (S A o
ozt |

ol



S olBliobojl )0 )15 by o @ a2 1)
S law! oo ¢ ylo yo— ol

QGQ?Q&CJ;QQ‘WDAULQJJW64.?9;3)&456‘4\39.03 -
Cawd 5l 0g5 plez cils anles 1 (g9, diges sl as” 156
L 510585 0 oY CB0 5l aS 0l ales  oull 4 i e

oLl LR A (g pf (O g ‘n)LC‘ UL as L;.w).a u“)‘; °
Cow yob sy Eely a5 068 aling (gl g 40 4SSl L g 00,5 il )|
Sl mlin (g5l cloy (58, oo 4 xie Juloe ol (Ko 00,5
L)‘)‘ @chow Le‘.:‘ JLM‘gLQc\JW 6)9‘ o= )0 0 O o
555 el (s 4 Gtalejl a5 05l e
Vol

INSTITUTE’
WHO Collaborating Center

«‘/’@v World Health

V,
W3/ Organization




ikl slo cas sll Coro (69, 45 3410 099 Jule (g0l olaws
SIS o 523l o T g 4 plosl 5 5

9 P bo3T dl b BB olge

3o oolawl 0590 Ol jupd
ol Loy

. ’: s o ®
o e

owd b gel LS,

A Uis (LS 5

RV JERLTRYRYY

Slewl g Il (5,5l Ol Cu pde



I 3 b S pewaw Jole)Y

Olye 4 aS ool Sales

995 (oo Joe 2lo Sl
CotS s LSl (6 003l

CLINICAL AND
/ LABORATORY

STANDARDS

INSTITUTE®

WHO Collaborating Center

v A\, World Health
! T’V ¥ Organization



\y"’@v World Health

&y B Y Organization

CLINICAL AND
/ LABORATORY

STANDARDS

INSTITUTE®

WHO Collaborating Center

=



33—*’ LS’L’“’L‘”" LS’}’LS )sja =¥ WL: (S OKMLO)‘

ﬁls
U"’)Qp‘
(S g

ooled (5,1, 6‘f )L-’ 3,90 Sledlb|

45 0331 oo o hows
S99 pas b akuly 4o
=1y 9 OMgennd

o Az 4wl

@v World Health
sy ¥ Organization

S5 ¢ L’)")“‘““ >

19 58 B 5 Gl )l 35 45 sl
@ olidgis> cdl o S Az ly o
Co il Wl (o 4 S el gl

CLINICAL AND
/ LABORATORY

STANDARDS

INSTITUTE®

WHO Collaborating Center




cuied o oo 31 (Al (5 4 )b

b olKislo;T 4o



Comd dy a2 g 030 (6 yol CatnS <o o

Walter Shewhart

W. Edwards Deming

Joseph Juran

Robert Galvin

Phillip Crosby




al b gylel JpaS loged

g’@v World Health

N uOrgamzatlon

CLINICAL AND
/ LABORATORY

STANDARDS

INSTITUTE®

WHO Collaborating Center

/L




g.i).fod 0)‘90‘

y‘”@v World Health

NG uOrgamzatlon

CLINICAL AND
/ LABORATORY

STANDARDS

INSTITUTE®

WHO Collaborating Center

/L




PLAN -DO - CHECK -ACT CYCLE

Process
Management

1/23/2016

' w DO

Y'Y



@ World Health
I\

¢
V
&% Organization

\
——

INSTITUTE’



Cost of Quality

gain
Appraisal
Appraisal
Failure Failure

Prevention
Prevention

Before L After
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Development of ISO 15189

Argentina Finland Mexico
CLINICAL AND Australia France Netherlands
// LABORATORY Austria Germany New Zealand
INSTITUTE . gelgi'i’lm Iran, Norway
. ez et Portugal
: Cal_’Iada ;lc:lalllu Singagore
: Chlle Srae Spain
0 China Italy Sweden
: Czech Republic | Jamaica Switzerland
. Japan Turkey
. AT Denmark Korea United Kingdom
United States
ANS’ 0...00...0.....’
N
m -
Quality

ISO Management

9001:2000 Systems
[
so | |l :

17025:1999 ISO
15189:2003

General requirements for —
the competence of testing and
calibration laboratories

Medical laboratories —
Particular requirements for
quality and competence
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1ISO 15189 - Medical laboratories
Particular requirements for quality and competence
Management requirements for medical laboratories

eOrganization and management
eQuality management system
Document control

*Review of contracts

eExamination by referral laboratory
eExternal services and supplies
eAdvisory Services

eResolution of complaints
e|dentification & Control of nonconformities
eCorrective actions

*Preventive actions

eContinual Improvement

eQuality and technical records
eInternal audits

eManagement review
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1ISO 15189 - Medical laboratories
Particular requirements for quality and competence
Technical requirements for medical laboratories

epersonnel o 2

eAccommodation and environmental condition S g e Ll il
5L 9590 Olge g Slppd
R P INE I WP PRCH J
plil b las o sloass] s
eExamination procedures ieles]

eLaboratory equipment

ePre-Examination procedures

-Assuring the quality of Examination procedure (QC) LI (x> )5 axo
. . olo il alol 3l o claassl 8
ePost-Examination procedures O IR SRR

. 2 o0)lS
eReporting of results ’



It really /s as simple as....

Quality System Model

Laboratory’s Path of Workflow

N mn e —

Quality System Essentials

Organization
Facilities and Safety

Personnel
-/ \ Purchasing/Inventory A
Equipment

Process Control
Documents/Records
Information Management

Occurrence Management
Assessments: Int/Ext

Customer Service
NCCLS GP26-A, 1999 Process Improvement
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INSTITUTE'

WHO Collaborating Center



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

C INICAL AND
AAAAAAAAA
STANDARD
INST TUTE
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In other words....

PDre-examination—Examination —Post-examination
Core processes
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STANDARDS
T
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4.2
43

4. ORGANISATON and
MANAGEMENT RESPONSIBILITY

4.1 Organisation and management

4.15 Management review

5.QUALITY MANAGEMENT
SYSTEM

4.13 Quality and technical records

Review of contracts

Quiality management system
Document control ¢

6. RESOURCE MANAGEMENT

5.1 Personnel

5.2 Accommodation and environmental
conditions

5.3 Laboratory equipment,

4.6 External services and supplies

8. EVALUATION and
CONTINUAL IMPROVEMENT

4.8 Resolution of complaints

49 Identification and control of
nonconformities

4,10 Corrective action

4.11 Preventive action

4.12 Continual improvement

4.14 Internal audits

5.6 Assuring quality of examination

procedures{in part)

N

e e e e e e e e e ey

USER

Reguest

Requirements

7. EXAMINATION PROCESSES

Pre exaomination processes

4.5 Examination by referral
laboratories

54 Pre examination procedures

Exomination processes
5.5 Examination procedures
5.6 Assuring quality of

examination procedures
(in part) Report 4

Post examinirtion processes

S e e e T e T

Satisfaction or
dissatisfaction

4.7 Advisory services
5.7 Post examination procedures
5.8 Reporting of results

USER

Pre...Exam...Post
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Pre...Exam...Post
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A Quality Foundation

Laboratory
/ Path of Workflow \
Preanalytic Analytic Postanalytic

Quality System Essentials: The Building Blocks

The Lab The Work Measurement
Organization - Process Control -gssessment;l
-Facilities & Safety - Docs & Recs 'CCC;J”ean t'g:‘m
-Personnel - Info Management -—ustomer oatis
-Purch & Inventory -Process Imprvmnt
-Equipment

CLINICAL AND
/ LABORATORY

STANDARDS

INSTITUTE

WHO Collaborating Center
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