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Method Verification/Method Validation
Work Instruction/ IFU
Clinical sample
AENIMTFIVABANNEN: BV saatneild’ Collection time

ADANHULURITARATIA;

Sensitivity, Specificity, Stability, LoD/cutoff
value, LoQ,
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Quality & Reliability
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Attractive Quality 3 Customer B
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Valua—added Care Processes

=+ Service
Vitality & Teamwork
arunTwRaTano

Expected Quality [2(2‘ 16 bi | rfr.r

Safe & Reliable Care

asr1ululssqaTle
Adapt from Noriaki Kano Hinshitsu (Quality) 1984

Quality Reliability

SUAN Y RRE GRS Perform the intended function Quality over time

Try to manage all aspects of the organization in order to Probability of mission success

excel in all dimensions that are important to “customers”

Minimize variation Failure-free
Two aspects of quality:

features: more features that meet customer needs = higher quality Customer focus + Process owner gain

freedom from trouble: fewer defects = higher quality
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* [NaRTIAAANIRILLAIAY  Ant1 HIV
SR oty el * Avian Influenza : RI-PCR
o NamIaringeds e Influenza 2009:

* realtime PCR
* Influenza Antigen by ICT

e SAR CoV2
 Realtime PCR, POCTPCR

* AIK: Influenza Antigen,

 Combo Antigen
* SARCoV2 Ab
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Clinical Evaluation AARTIATAALAEN
* UTuniaaneuLng ﬂzim,ﬂmmﬂﬁslfﬁmu e Work Instruction/IFU
* Reference method/Standard * Principle

protocol  Sample 74

GIILHLEE P PIELE

* Antigen/conjugate Ab

* Sample design panel e validate result

* Results e Reference data:uvasuam uailezinu

* YINANITNARDLYBNTAATIA Anuauiasnaunlieu wa EQA/PT
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Method Validation/Method Verification-2

Anti HIVrapid test Evaluation

* WHO:HIV ASSAYS report 17,
18
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WHO REPORT 18; LABORATORY PERFORMANCE AND OTHER OPERATIONAL CHARACTERISTICS asralwassSandszasdnslseaamismwin g 1
RAPID DIAGNOSTIC TESTS (COMBINED DETECTION OF MiV-1/2 ANTIBODIES AND DISCRIMINATORY DETECTION OF HIV-1 AND HIV-2 ANTIBODIES,
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Collection sample time
* lanN14NAZMIIANL VWAL e SAR CoV2
° sﬁrgql,qmﬁlﬁuﬁqgg'qq e snansmmanudinds NPS/NS vseanm

‘dJ o/ Q/
Aadu- 1 du
* sianaliaan 1590191 NPS/NS

Tz inea Influenza, RSV luihang

* Funousniaa ozl

aQ o/ 1 dl <
® TUARNINEININLNL

* Msulana WisEHATEIILRaE LA



AtU:UWNEAMIas
WWDLWDULUUUE

159199 9/8108199190

* Influenza fevlidwunianinsgiudieas e ﬂqgﬂgggﬁuﬁmmgqq AUNUBARZND

o Jaqiufifiwuaisuinsguie SAR BLALUNAITUT DAALULNABALNUN
CoV2, AntiHIV Uz uLag

* danswde 4 PTsample: SAR CoV2,
Influenza, HPVDNA, Monkey

POX



Quality Sample
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Transport media (VIM) &
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Stability Influenza A B,
RSV Antigen in VIM at
4C

Matrix of sample: hane
,VIM, Direct swab
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* Influenza 2009
* mmahrapid Antigen test by ICT

HRN19INAFALLATH ﬁﬂﬂ?‘ﬂ\‘ilﬁﬂ\‘i Fd

e juld Inactivate VIM mma ATK
by ICT

* Dry swab Influenza Antigen
for QC

* Clmical sample VS tissue
culture media
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Yalaseanis  Uszliuweudieyldvadanisasiawuu rapid NAAT d1viusmaiwsizidalifanafdumnigla Influenza RSV

war SARS-Covz lutmmsialFa

= e g a dndruniiu
Anu Ya-ana R IRTAIE wiasau e -
: FURARYDU (%6)
A LASINs WEER LA dnumadan1swwng piifufuuazlifaiven 50
giulazanas DUATT JINFFAAT dnwadeaniswwng niifuiusazlisaTven 25
AFANT FM2TTEUN LA dan1Twwne nifquiuuazlSainen 25
fiaua
Bnsiaug
1. ol (Sensitivity) uazaud g (Specificity) 1nnd1 90% srunmsin1sUsetiiu b paal boes BTOCR CeCamibe RODA CEMAN Tre RO iy
y peciiicity Ct real time RT-PCR Ct-Sanity-2 RPPG CtM10 Trio C-Qlistat RP23

2. MuAURLS (correlation) Uszilivana r, Galaainnsvaaauatia Spearman’s rank correlation

TreLUSoufisUTEAUAT UL LA WUEAINT 1

. . o Median 293 20 254 305
fArs FEAUATRILTIUDIAIHEUNUD
0.00-0.19 Very weak i o 0T a4 A Ak
Minimun 18.1 134 206 214
0.20-0.39 Weak
0.40-0.59 Moderate Maximum 5.4 2973 358 354
0.60-0.79 Strong
0.80-1.00 Very strong

533 Dark Cycle

3. ATILLANAIIYDIAT median AiszsudsdIAg 0.05 (p value < 0.05) INNTNARBURIBETIA

Wilcoxon siened rank test
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YANAABY Sanity-2 RPPA wiiaedinanuls (Sensitivity) uaraudwie (Specificity) g9 i 100%
agalsfimuseRuanuuanaisueean Ct luiimmeiisianulinidlawisuifiouiuen Ct veaneiia
Real-time RT-PCR nduilamudusiugiuluseduviunansd p < 0.05 wavlifinnuduiudiandle

5EAU p < 0.01 uay p < 0.001 Fo1RUAIULENWBNIILAA False positive

PAnAday QlAstat RP23 uliimnudiniusuesan Ct figonndnaiiyu mAlla Real-time RT-PCR Tu
ixﬁuﬁqamﬂ athalsfimussiuanuuananaadi Ct lufiansiidanulindonZeuisudua
Ct vaunAiia Real-time RT-PCR d@analiiiin False negative 1¢ Ssaonadosiunanisnaaauainula
(Sensitivity) fwu False negative 2 e viilimanala=91.3% luvaeiisn 2 ymierlianala

figendn ( M10 Trio=95.65%, Sanity-2 RPP4=100%)

YAnAaay M10 Trio HAUaUNUSTa9A Ct Vidoaraadnumata Real-time RT-PCR luszsud
qmax'igﬁm"ﬂmmnaiﬂwawh Ct ﬂg’i.uﬁﬁﬂ"mﬁﬁmml‘:qqﬂ:h anvanansnaaauaula

(Sensitivity) wazarudwnzagluseauas fa 95.65% uaz 100% A1aa Ry
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Designed Sample panel

* AraUPRNUsTINNAeENIIInNANdIRgIaasiaLl b AuausaataInna gl seidulax
Stability, homogenicity

* ATALAAN ALUANHILSIBITANTIAUL]

* mikArmedical decision

o 1 ?:/ = b v A o o 1 dl a
* FNRENNKUANTN MatrixX GLﬂ@Lﬂﬂ\‘]ﬂ'Ll PIIREIINNFITIAATN

Saliva lot %

PCRCt | 100% 60 1 2 3 f 3 6 1 8 9 NPS lot
Tt L L2 L2 0 peree |100%] 60 [sample| 2| 3| 4 5| 6 7| 8| 9 10%
21-22 a5 27 25 23 23 | 23| 22 21 21 22 21

1 | 40 | 20 | 24 |24 |27 | 27 | 28|28 | 27 |24 | 24| 2
23-724 10 6 il 8 8 8 8 13 13 13 13 —

2022 | 45 | 21 | 20 |27 |17 |17 | 16|16 | 22| 25|27 | 15| &2
>25 5 3 1 5 5 5 5 2 2 2 3 —

23-24 10 6 12 7 (1212 (1111|797 |17 | 9

>25 5 3 a 2 |44 5|54 2|24
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July 2021- July 2022 Aug 2022-2024
pass (%) pass (%)
only Single COVID-19
NP/NPS 60/101 um 59.4 |10/11 #m| 90.91
Saliva 50/92 1unm 54.3 7/7 16 100
combo : COVID-19 plus other respiratory virus
NP/NPS 20/27 1im | 74.07
Saliva 1/4 e 25
total 110/193 56.99| 38/45 77.55
* Prince of Songkla University
e

oropharyngeal swab
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Laedaya © TaNad198s 5N19R99a NanflssiugARgIA

NN99AUNAI2LN9NFAEIN1T ACCUTACY ATALAQNYNTINAINITATIABLATIZA
 Matrixofsample, new test,

nsLlaLmaLNanfmaaaLnAnannisuanseiu nnsudana : Dengue Antibody

Calibrator, QC aaaczls

= LY A %
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0 6 nISnaaau duaau ua:msus:iiuna Method Verification vs CLSI
“Qualitative Examination”

Performance Characteristic Verification Experimental Study CLSI*

Precision
Imprecision (Random Error)

Replication experiment

Clinical Performance Clinical sensitivity, specificity,
or PPA and NPA

EP12Ed3E

The degree of agreement with the
comparative examination

Agreement

» Reagent Stability Study (EP25AE)
* Reagent Lot Changes (EP26Ed2E)

*CLSI = Clinical and Laboratory Standards Institute is 8 globally recognized, non-profit standards development organization that prom
development and use of voluntary consensus standards and guidelines for the healthcare and medical testing community.
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O7 METHOD VERIFICATION

IN CLINICAL LABORATORY

s.l u » Wumssugunrovdpuomsainsngausu  (Accept)  I8IIASIKIND

A A [ . T x [ — — -
asnyugdaunanulsla AfudUUGMURUSENHWaDWD  uazAuauuauuldulumudonUs:avAn
UavIS Aavns
(Method Verification) D Wuludaiikuamuuasgiukovufuamsnivaisuwns (1u 1SO 15189)
S — i
a Wl ] _ — a [ .
Iunaudguun]s 2 aswanululbiwanisasivdnsiKianugndavua:ulyaio
noamsuwng
© Precision @ msowusu - fMKkuomsnodaundovniudaunasisnmsniudau © wisuEMsIiAsATKL
© Accuracy/ Bias @ msiivdaya - Mmsnoasumu3simukuaua:duiinka (2] ‘Ufﬂ“J"f““DnT“u
M , | | _ . ) ) . _ _ _ wWasulnsavasindnsiKlkU
e easuring Interva e ns3tAsizhtaua - AMuuAInaffuwadsaduds:ansnwuao3s o EI'IUﬁ'IHUﬂl)a‘IﬁS:L‘IBTULHgEJDUEﬁlF]S'I‘:I‘T
O Reference Interval @ mswisuifisuAuinuisausy - Insanikamsnougauriu (5 ) mumkuaans:yludoUvAvYMSUD
e Clinlcal Pasformanee or inruriifkualdksal SUSIUAIATWAISIIAS 1 KuavkavU guanm
a misdariuanats - JufindunauuazHamsniugaunoKua 68

Agreement Verification Khaokhlew T.
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fanuary 2008

EP12-A2

User Protocol for Evaluation of Qualitative
Test Performance; Approved
Guideline—5econd Edition
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CLIMICAL LT
{f’," LABORATORY
IS.‘\LEILIA':_I?! September 2014

EP15-A3

User Verification of Precision and Estimation
of Bias; Approved Guideline—Third Edition

Measurement Procedure Comparison and
Bias Estimation Using Patient Samples

Clifalal il
w LBty
s Orcinbes 2010

EP28-A3c

Defining, Establishing, and Verifying
Reference Intervals in the Clinical Laboratory;

Evaluation of Linearity of Quantitative Approved Guideline—Third Edition
Measurement Procedures
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nazuaumsain(MIS, ISO15189 s 7)

* Lab error:Pre analytical process/Post analytical process

* Validation/Verification assay:
* Scope assay: type of sample
* Measuring range/ report range
* [0D,LoQ, Medical Decision value
* Referenge range
* Interference substances, Limitation assay

e Work instruction document
* QA: IQC/EQA
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