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wuUUseliug115u Molecular Diagnostic Test for Monkeypox

Wide 1eNA1TATUNITNIUADUKAENITNTIVAOUAIIUYNABIYBINTBBNLUY (Validation & Verification) ¥049AnT13
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Molecular Mdu Novel product (@slval uinnssuluivsonansusidmSudogUanisallul) fesdinisuseifiuenans
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welulafvomaniivegisaziden smiansdssziiulaefideivg du Wviuuilateunnsedudssifuamiissy
i3eues (lelavidwmdesviflennudnia) snldannsafisdudoyaustavinmuasanudaonsislfifiome azll
annsdunzfeulfuazgniudue

v ndinsasuulawmnauleuisnismunulsnszuinvesdsena sfinsuiuuuImensiifuguayansa
FNNAUMINE A

| Applicable =3itanans

M Not Applicable =lsinu/laifienans

M Corrective = filonans usinudaunnsosurdin

#2989 (Topics) wan15Usziiu (Evaluation
Results)
N13599NKUUNANANY (Product Design) _
1. AMINFINN5DBNKUY (Design overview) Capplicable LINot Applicable
- ABALAAITBYATINITORNKU LA AN UMEYDIYANTIV (Flowchart design [ Corrective

process) U84 design inputs kA outputs

2. Msnmungasdulsenay (Composition) Capplicable CINot Applicable
- ﬁ'aﬂLLamiﬁ&JazLSEJ@LLazqmahuﬂizﬂausuaﬁmqammﬁdﬂ?mmLLazmm [ corrective
LU (ingredients formulation, composition information, relevant

concentrations) UasdUUsENBUAATY

- G’Tamam%’a;&a sequences primers g probes [applicable LINot Applicable

] Corrective

- floauanstaya internal control (I0) Fao1aLulUUsNg 9 19U WU exogenous | [applicable CINot Applicable
WUU endogenous %38 spike Ingsyygauszasinmsvinwvetsiazddaeetwios | [ cormrective

AosweunsanuANAMN Ml UIBUMIaiaLarMISus U Rzenla

3. AUUADANBLAZAIUTUNTIBNITININ (Biosafety & Biohazard) [applicable LINot Applicable

- fRganuenaITsendngIuIINIsIdnan duaaggnIsasiianutasnds | [ corrective

o w A

Bnsld msiaiseridanmungauuazliifindunseneodldiu

v b4

°uayjamuﬂisﬁw%mwu,amanaﬁawmimuaauLLasmimi'maaumw
gnﬁawaqmsaammu
(Product performance specification and associated validation and

verification studies)
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Analytical performance

1. N13AN®I matrix equivalence

RUELNR ﬂiaisq@maammsamwlﬁﬁu?qdqmawmwﬁm MINFRENAINNTD
wansruieuWinfuresdsdmsauiazedinld azansalddsdinsiaviaien
Wudunulunisinuludadedneluil Precision, Analytical specificity,

Robustness, Stability

1.1 N3AN® Matrix equivalency iugsdInsdaa19Ylin

1.2 M3Anw1 Matrix equivalency fudsdenstaiiléfugunsaisrsada 1rusg
swab 38 14 transport media

~ Feaflsnnueteios 4 fregrsuin JsUsenaude 1 fregheuins (@u 2-3
Winues LoD 38 cut-off) uag 3 feg19uinuiunans (19U 5-7 inves LoD
%39 cut-off)

- fesdiduiuegetes 1 fegau Tulsazvlinvesiieeng

~ fomadeausia 5 fhegnauuu duplicate uasU3suLiieunaiiu matrix s 9

- gansaafienunadsadesdinisdunioaduiiedislutunauniseuna

(Blinding and randomization of the specimens)

L Applicable uagdayanisinu
Y
A0AAARANUINARIDE9RUTBUILY

LI Not Applicable L Corrective

2. M3aaunduld (Metrological traceability) ¥89A184 calibrator uaz

control (11103l reference material)

- 1181619 9 Nlglun1sfnen desasuiisuiuaisuinsgiuaina (calibrated

against International Standard)

DAppLicable CINot Applicable

[ Corrective

- %aﬁiwazlﬁmmﬂ@'mam 19U DNA pseudotyped viruses %ﬂﬁmimﬁﬁayja
GenBank accession number iU Sequence Wvinsuasdesduiisiu
International Standard

- fosilionansiiBafiu Cell culture virus 1NgHARTeisBazBaisunasiiun

passage history kazUsunad (PFU/mL or TCID50/mL)

DAppLicable CINot Applicable

] Corrective

3. Precision Usznaudae Repeatability waz Reproducibility

3.1 Repeatability
- fpailsngaziBuansfnyinaziinmsuansdayan1sAnwiuluudig o 1w ns

11 within-run

3.2 Reproducibility (intermediate precision)
- fesiinwanBeanisinwuaziinisiansdeyanisfinuiguiuusing q wu
between-days, between-runs, between-sites, between-lots, between-

operators, between- instruments

- 5188208079 3.1 WAL 3.2 AElRAI9819aUBE 19Ty 1 A1BE1Y AIBE1UINEN
1 7398719 (WU 2-3 Winued LoD %58 cut-off) karfiag19uinuunag 1 #2909
(WU 5-7 Wned LoD %38 cut-off)

P Y
¢ a o

- aelinTnfisdngeaad Ctawnsaunislalneldiinadeuses@nsam

DAppLicable CINot Applicable

] Corrective
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F9 9%CV Aadkiniu 5%

4. Analytical sensitivity (limit of detection = LoD)

- fipadinsfnwimen LoD wenmuwindieganldnnudn (Wilasudasnsiuudd

A15%1 matrix equivalency wa2NAL)

[ Applicable wazdoyanisine
A0AAARANUINARIDE9RUTBUILY

[INot Applicable [ Corrective

- iewein1snaneugvsedateusnuiiva (Varant of concern = VOCs)

]

FONNANTENUTNDNAAAVUAY Analytical sensitivity

L] Applicable
LI Not Applicable

[ Corrective

- M3An® Analytical sensitivity siosageulaglduieuayianaunsalniman
PUTINENTTINEBNIUUIN BSUAIANITNSENAIREN N3ain NMIvedey

a v

- {WAndeeAnwIm Analytical sensitivity lagldansunasgiuaina

- @1 LoD wuuiasduanunsnnldainnisidonns (dilution) 91ndaogsiign
spike MU Iatn uarnAFEUMANEILI 3-5 replicates

- ilonsruen LoD uwuuidesdunds desduifusianandenismaaeudn 20
replicates Wiiidun158usuan LoD tnea LoD auidusitanunsansianuld
98191408 95% (19 910 20 replicates)

- MnnadeULdIEINIsansIanuls 100% Tanaududy (dilution) aun3nae

ansansianulataenii 100%

- feilvoyaagiugannszuugudeyaaIna 1wy NCBI GenBank 138 GISAID
voudeiilinadeu LoD uazfoslideyavosnszuiuniamisnouaznisi
dilution titer #1199

- fosildaya dilution factor uazs1uIuN1THA serial dilutions voaLTaild
NegaU LoD

- foauansdayaSnisarin wn3esadn (1ind) Usinauitaia (Elution volume)

1AT84 PCR wazanMeiinageu (cycling conditions)

DAppLicable CINot Applicable

[ Corrective

5. Analytical specificity

5.1 Interfering substances

- f99iin15NAABUA1NB195UNIUULATE1 (potential interfering substances)
lngnanagaufauansin a1siienssunmulfiselivinliianauinUaey (false
positive) Tufae819au (known negative specimens) uagsosldvinlitinuaau

Uany (false negative) Tugineg1auan (known positive specimens)

DAppLicable CINot Applicable

] Corrective

- ADILARITIUNT interfering substances LLazmmﬁm’Jjum%

- @941l Endogenous Wag exogenous substances i spike asludingnq
negative finnadidiugeaniiannsanuls

- Av4dl Endogenous Wag exogenous substances wmaauﬁ”uﬂga unspike ag

spike NAMUTUTUFLIAZ AN (WUUTZNI 2-3 WiNU83 LoD %39 cut-off)

] Applicable wazdin1snagauriu
A13AT9UARY interfering
substances 9n@15ALlENIE@NUAN

08197 TA8819917AN519

CINot Applicable [ Corrective
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_ fhethefemadeu 3 97 (triplicate) InansnagpuauIsainiesiog19viln
e (wazann matrix Fed) Mndigansaslsmuslldfuietnauas matrix 13
UGYEDIT

_ feanadev interfering substances a1n@157iiilontanuaindaegeiild

F9819LTU e.g.

Potential interfering substances

Specimen : skin lesion, pusicle, rash

Heme

Lactoferrin

Immunoglobulin G

Melanin

Skin lotion

Anti-viral drugs

Anti-microbial drugs

Immunosuppressant drugs

Chemotherapeutics drugs

e 9ansToNasUNIUE99N

1. Overcoming Inhibition in Real-Time Diagnostic PCR Johannes Hedman and Peter
Radstréom 210 https://pubmed.ncbi.nlm.nih.gov/23104280/

2. PCR inhibitors — occurrence, properties and removal 310
https://pubmed.ncbi.nlm.nih.gov/22747964/

3. A Study of PCR Inhibition Mechanisms Using Real Time PCR 310
https://onlinelibrary.wiley.com/doi/10.1111/j.1556-4029.2009.01245.x

5.2 Cross reactivity

5.2.1 Laboratory testing

¥ =

- fiadinmsnegauiuevsoaeiuslunguiilndifesiugendeanism sauds

¥ ' ¥

a & da

WanvinlrianiswandlndPesnulafaneanismi wasasalianiilanianule

@ -1 . .
NATBYINNLAU (normal or pathogenic microflora)

Wanguiedniu/welvinliinein1sadedu/deninnuludsdnsia

LEeh!

Vaccinia virus

Variola virus

Camelpox virus

Teterapox virus

Raccoonpox virus

Cowpox virus

Varicella-zoster virus

HSV-1, HSV-2 virus

[ Applicable waginsnaasuriv

d13ATUARULTRNAILALINW/ e N
ylmane1nseaeu/bensinnu
Tugedamsiamennu

A081991NAI5

CINot Applicable [ Corrective
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Measles virus

Rubella virus

Treponema pallidum*

Candida albicans *

Staphylococcus aureus*

Staphylococcus epidermis*

Enterobacter*

Proteus spp.*

Escherichia coli*

Klebsiella spp.*

Acinetobacter spp.*

*nsdlliifinsnageudiwiosdiveyaniu Bioinformatics
fhethaderlenasuniugrean

1. Real-time PCR assays for the specific detection of monkeypox virus West African
and Congo Basin strain DNA 910 https://doi.org/10.1016/j.jviromet.2010.07.012.

2. Medical Microbiology. 4th edition. Chapter 6Normal Flora 21n
https://www.ncbi.nlm.nih.gov/books/NBK7617/#A512

3. Detection and differentiation of old world orthopoxviruses: restriction fragment
length polymorphism of the crmB gene region 210

https://pubmed.ncbi.nlm.nih.gov/17332145/

_lunsvegey nsdluuafidodasdinmudududous 106 CFU/mL 3uld uaznsdl
Th¥adeaiaudududaud 10° PFU/mL Al drogredildaunsawmIeuldain
N3 spike \Foadlushethsay

- fheghefemnaou 3 91 (triplicate) Insn1svaseuausaviiilesegiin

Wed nigansialamuualildiuitegidlivaneyiie

5.2.2 In silico analysis

- msldvaya Bioinformatics IavsuazUszatanalunauiines

- msngiteyadosihainidesiunuusasaneiuginelddoya GenBank
sequence database

- Foslaresitoyaiiavanues sequence

CmARAIAIIER in silico wuleniafiavvinliiAn Cross-reactivity 1 primer
o probe finnumilouiu = 80% lifi1sannisdeaduasiasvimumia
willeuuazsng wardndudesfinisnaaeuasaufionsivaeuininansenuse
Uszansnmuisli

- Tunsdlunlsinagauais desiveyaatvayuiideyailaain in-silico laidl

AMULNEITRIN19AATN (irrelevant isolate, location/extent of match within

primer/probe) viseasunemaNaTvinlikinsynusaUsEAvEN N0 YRR

Wanvinlmineiniseaenu/dendnnuludsdinsiadednu

DAppLicable CINot Applicable

[ Corrective

DAppLicable CINot Applicable

] Corrective
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Treponema pallidum

Candida albicans

Staphylococcus aureus

Staphylococcus epidermis

Enterobacter

Proteus spp.

Escherichia coli

Klebsiella spp.

Acinetobacter spp.

HegaTofienasuniugann

1. Real-time PCR assays for the specific detection of monkeypox virus West African
and Congo Basin strain DNA 910 https://doi.org/10.1016/j.jviromet.2010.07.012.

2. Medical Microbiology. 4th edition. Chapter 6Normal Flora 210
https://www.ncbi.nlm.nih.gov/books/NBK7617/#A512

3. Detection and differentiation of old world orthopoxviruses: restriction fragment
length polymorphism of the crmB gene region 910

https://pubmed.ncbi.nlm.nih.gov/17332145/

5.3 Microbial Interference
Microbial interference studies aim at demonstrating that false negatives

for MPXV will not occur in presence of other microorganisms.

- MINRANTSAATIZH In silico wuaMumilaunu/anudnulaves probe
Jprimer daidalne = 80% (> 80% homology) L?gaﬁ?uawwﬂ’gwiaﬂﬁﬁ%ﬂu
Funeumsanld Wiasiinainldifin cross-reactivity fnnu) ThRe1sa1n15
naseudsolul

53.1 115 Ad8U microbial interference 7LAA 910 co-nfection V8 <
Monkeypox virus fuden primer WAz probe AU INIE

5.3.2 (yadendudmsunisdnun microbial interference) rldnnsuanammea
wazdayacieg 1wy viln/U3uaues primer 38 probe Tu master mix ey
A3UARIN co-infection ¥3pASTLANYIN co-infection Hanandlydamanseny
ARUTEANTAMUBIYANTIY

5.3.3 LanAaSU18IKE in-silico Aananilifianusieitvesniandin

DAppLicable CINot Applicable

[ Corrective

- A3@n®1 microbial interference fosnaaulnenisldfiens spike fia
Wudus (23 Wiwes LoD) waranssumuiiiusunamin (Fedu wie nucleic
acids) lilennaouvnnsalfiugiian Tnodesinegstien 3 replicate

- MANUMITUMIUUGTFe Fonihmsmaaeusiolasnisi titration study Lile

mUSInagesUNMUNINNNgafiyanTaasavaaeuld

DAppLicable CINot Applicable

] Corrective

6. Validation of the primer and probe choice

PR a o a Y . a Y% v oA
maﬂlﬁﬁﬁﬂiqquﬂqmqﬂqﬁauUﬂHuLﬂEJ’.Jﬂ‘U primer Lae probe VlLﬁE)ﬂI“U YIN DU

DAppLicable CINot Applicable
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- target gene Ua¥ sequence U84 primer WLag probe
- WAnaiden primer probe Way sequence AINAT
- Usglovidenlilinn1s3ui sequence M9na12 19U maximum homology

to several strains

[ Corrective

- fealin1sUssiliunansenufionaintuliednsnateiuglaeianis mutation

1159 deletions ﬁLﬁmﬁumaﬁuﬁ:ﬁLﬂuﬂﬂﬁwa (variants of concern (VOC))

[applicable LINot Applicable

[ Corrective

7. Validation of assay procedure

Procedural control

- ndln5l4 internal control Wuu endogenous (housekeeping gene) Aol
nsszyRaeAn Ct Manzauludasensildusiazviia

- 110801519 interal control WU exogenous ABANT1958YAINA Ct i

N7 VMBS

[applicable LINot Applicable

[ Corrective

8. Flex a2 robustness

\Wums@nwrigenseannsoldanuldosdussaviamidesgluanimundon
Aneqifmnunarnnanensenisldaudilimnean vlidulaldiniswiey
anmuandeumantulidnaneusydniain (Function correctly under
varying conditions of improper use, ensuring that slight variations in the

test do not affect results)

fnsveaeuluside
- YSunaudedemsiawas e

- QuuiiNNAaeY

DAppLicable CINot Applicable

[ Corrective

9.Stability

Junsmegeuanuasiivenheiluguuuuiige SdemageuiiioUszifiveny
nsldnuvaatneinsunnadulsenou (nliasuyndiuysenay fesdians
atuayu) lnedeyanis@nuiluiave Shelf-life, in-use stability Wag shipping

stability siosfinnnuduiusivanmginisiiuinwiwaznisldauniiusinglu

IFU agaan

9.1 81gN15AUTNY (Shelf-life) 3NN1INATDU AIUAIAIVINANIZAI
(Real-time stability) waz/#39 A7INAIA9INEN122L39 (Accelerated

stability)

- N5MAEBY Real time stability Weylinsuiyansiakazaulsenaumieg
Vanunanansaiulduuiiesde
- nageulugaumgiaafidfigauazuniigaiigansivanunsaiuinwle

- ANSNAERUNUFIB819aURE19UBE 1 A19819 harAl19819UINA1e19teY 1

o

A10814 lagaasuania Ct lulsagnisnaasunazuiag replicate AIUANY

a '

qmmmaznm%maqﬁmmaau

Y 9

DAppLicable CINot Applicable

] Corrective
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- MINNNSNAABU Real time stability Gannfiunislalaiuiuneiagninua shelf
life @anusaldnanisnaaou Accelerated stability Usgnauduni1saiulaiiie
A1An13al shelf life L0osduaniile udoddlsfmueranisldnuasaazgn

AMPUAAINNANITNAADU Real time stability

a

- mnmsfinwlafdiliiiasadu desdinsmanunsfing waziinsszyiuniease

Audalau

9.2 AMUAIRVUEVUES (shipping stability)

Tnehendomeasuluaniniivaudssssideldnissiassneunisne
w1 shelf-life Arsnaaevluansfiassoudanmundeussduusvmedu Ty
Useifiugasiolud

“vagevluaniizidsunuuaninuindeu iz ay wudiy

g AN WeAY Tusenineansuuds

- YfinNgAkazUNTIanTI N TuarANTUNYAATIREINTONAY

Snwle
- ymnnisanelandeliiadadu Aealin1I1wHUNITANYY wazlinag
syuiuilasaautmLu

]

- ASYIAFBUNUFIBE1AUDE1NUDY 1 §I9819 LAYFIDE19UINANBE N
ey 1 Mede lnedosiansdl Ct luwdasnismadeuuazusiag replicate AU

fuanNMKIAdeNUNANLALLIANAAN INAdY

DAppLicable CINot Applicable

[ Corrective

9.3 A7UAIALIUNISIE9U (In-use stability)

- Foauanaman1sAnw in-use stability inaasuivyansaidaliu
(open pack or open vial stability)

- duszneviianansadonannldimuadesrueglumsfine 1wy
buffers vials, sealed cartridges, control materials

~ Fosiinsnaaeuanuasirlunisldnuiunies (On-board stability)

DAY

WisldgiunTes
- fipalin1siansands eaumniinildeuiingn (operating temperature)
223AUTU (Humidity range) §112uAssAi@1mnsn freeze-thaw lewestheuay

control #1499

DAppLicable CINot Applicable

] Corrective

%’a;ﬂamiﬁﬂwﬂuﬁ'ﬁa Shelf-life, in-use stability wag shipping stability fisdl

Auduiusivaamalimsiusnvuaznisldnunuiusnglu IFU wazaain

q U

DAppLicable CINot Applicable

] Corrective

10. Specimen stability (mmmﬁwaqﬁqéqmw)

- é\’aaﬁmiﬁﬂmmmmﬁwaamuﬁuﬁqﬁqmmmm;ﬁﬂw (collection)

MaAUSNYIAIEINTI9 (storage) wazn15vUas (transport)

DAppLicable CINot Applicable

] Corrective

- fosszyriinvesddimsiaianunsolinagouls sweuluddmsranilad

ADAMRDINULLINNTINADYTLAUAINE LU CDC ASUINIEEASNITHNNE

DAppLicable CINot Applicable
[ Corrective
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- fiosiitoyanisnyAnuawiIAsUNNYlnvesdsdwmanly

[applicable LINot Applicable

[ Corrective

- mnlumsAneniinisldasdmsaniinisusuds (frozen specimens) Aasiinis

NeasuiguiufIag e iulng

DAppLicable CINot Applicable

[ Corrective

Clinical performance

- fregrmieussrnsvianuaiildnanngrsnisdnunliluenansiiusesd
3N

- winfinnsnanansianguilifionnts (asymptomatic) Uswinsnguiléios
Teglunsfinwime

- minadeuAewilaggl¥au (intended user) audeuly

- msfnwidenihnmsneaeuienluusaseiavesinegns (mnsinisveriinwia
fegnaildnendsdesdinsdnuie)

- mnngudlegeidnuiutdesaiavinlinanis@nyiin Bias L Aeeinig
osunefanusidldidenngusogns uenmnimndunmedeuaniaedsdi

Wiuld (retrospective testing) Aysnageuwuugulins v (blind)

Lapplicable CINot Applicable [

Corrective

1. Comparator method

- M13%1 comparator method AsSBUWIEULAENSTBUAUYANTIANENNTT
PCR 71 Sensitivity gauazldnisafinansiugnssy fes chemical lysis A
py solid-phase extraction L 35 magnetic bead extraction

- Comparator assay A®dlaidl primer #30 probe (sequence) Li 811 u
(primer %30 probe 7ild#aaunns1991n comparator assay)

v = -

- fiRadlAn Ct YoIYANTIINMRIANYIATVRYRNTINNNLLUTEULTIEY

DApplicabLe CINot Applicable O]

Corrective

2. Clinical sensitivity/ diagnostic sensitivity

¥linf79E19 I1UIUATBEINUN ¥iinea819U83581989 U
(Specimen (No. of positive (Specimen type for the
type) specimens from reference test)

individual patients to

be tested for a

symptomatic claim)
Vesicular swabs | 100 Vesicular swabs %38 Pustular Juviaseeefiuugih
%3e Pustular fluid Tun93fiady MPXV 270
fluid WHO
Swab of lesion | 100 Swab of lesion exudate %38 Juwiasregnefinuzii
exudate %39 lesion crust/scrape Tun93tiady MPXV 970
lesion WHO

Pre6MDCD: Rev.15 15.09.2565



911 10 910 10

crust/scrape

Non-lesion 100

specimen du¢ NNN1TATIIRAALIN

scrape)

yiindrogamdulumunud

ASUANYIFIEATAITHINNE,
USFDA #i3a CDC (laiwA Vesicular
swabs, Pustular fluid, Swab of

lesion exudate, lesion crust/

WeoatiuSunutioy,

I duluauswuinianis
WHO, | 5797198910
ASHAINGIANENSNITUNNE,

WHO, USFDA %58 CDC

fegnanasguiiisadestunisiuam Sample size 819970 EN 13975 : 2003, CLSI EP09-A3, EP15-A3 Wio EP24-A2

17
v

Tudegs (specimen) usazailnsaaiitoyastil

- YHAVDIFI0E13 (specimen type)

'
v a

- Fuiliiude819 (specimen collection date)

- Yufiuane1n1s (Date of onset of symptoms)

- MyAladenepatin (673) (Clinical diagnosis (if available))

- AIUTULIIVBIBINT (013 (Severity of symptoms (if known))

- msneaeuiildueniniu Monkeypox (Tests used to identify Monkeypox
patients)

- Gﬁ'a;ﬂa Ct wag Internal control ¥BsnanIsnAday PCR (Ct values of

Monkeypox targets and internal control)

DApplicabLe CINot Applicable O]

Corrective

lunsneaeunuinlallaldsedn
Clinical sample 334
OlifiswaziBunvesiznisnaaauiils
UuUSeuLieU (reference
method? Comparator method?)
Cuilfsvyvindsdmsailinaaoy

PUNAUUALALTLY Intended use

3. Clinical / diagnostic specificity

FelfiaE19aune Monkeypox virus 8819Uee 100 fegelaesiioeng

19 ! v <& v a "y o 1 .
@ﬂﬂa']’mi]ﬁL’LJUIZ\JIIJ’JEJVI%JE]WﬂWiE]‘éﬂuﬂEleGIE]QﬁQﬁEJC‘]E] Monkeypox virus

DApplicabLe CINot Applicable O]

Corrective

19BWRITIUTAE TR

1. CLSI MM17 Validation and Verification of Multiplex Nucleic Acid Assays
. CLSI MM03 Molecular Diagnostic Methods for Infectious Diseases

. CLSI EP32-R Metrological Traceability and Its Implementation; A Report

N o AWN

. CLSI MM13 Collection, Transport, Preparation, and Storage of Specimens for Molecular Methods

. CLSI EP35 Assessment of Equivalence or Suitability of Specimen Types for Medical Laboratory Measurement Procedures

. CLSI EP25-A Evaluation of Stability of In Vitro Diagnostic Reagents; Approved Guideline

7. CLSI EP15-A3 User Verification of Precision and Estimation of Bias; Approved Guideline—Third Edition

8. CLSI EP12-A2 User Protocol for Evaluation of Qualitative Test Performance; Approved Guideline—Second Edition

9. CLSI EP09c Measurement Procedure Comparison and Bias Estimation Using Patient Samples

10. CLSI EPO6 Evaluation of Linearity of Quantitative Measurement Procedures

11. CLSI EP05-A3 Evaluation of Precision of Quantitative Measurement Procedures; Approved Guideline—Third Edition

12. CLSI EP17-A2 Evaluation of Detection Capability for Clinical Laboratory Measurement Procedures; Approved Guideline—

Second Edition
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