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| Applicable =#1anan3

M Not Applicable =lsinu/lsiflionans

M Corrective = flonans usnutaunnsasuIsaIL

#2de (Topics) nan1sUszIiu

(Evaluation Results)

nseeNuUUKARTO (Product Design) R

1. fnsuanisgaztdunued Antigen Wag Antibody filHluyansia Capplicable LINot Applicable
[corrective

2. wanaseaziBenludinues Protein antigen il I8 full length vi3e [applicable [LINot Applicable

partial/truncated (118/82188A domain protein) Ucorrective

- finnseenuuunis purified protein fildogals

- antibody lalunszuauntswdmdu monoclonal #3e polyclonal 1131n
N19WEARLE4 (in house) 138 purchased commercially

- fi91982188nv04 epitope Y99 Antigen TIYARTIIN

- fiswavidunvee conjugate NEnUsenaunlglusiula (Wu AGL) uag

A suananasgials

AMUUABANYLAZAMUDUATIENIITINTN (Biosafety & Biohazard)

=

1. fosuanuenarsinnslinindudedegnisaziinnnudasady $35n1514 | [Clapplicable [LINot Applicable

[

nsissemdnfimazay Mlavihlidndunsiesderldany [Jcorrective
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%’agaﬁwﬂisﬁ‘w%mwLLastana’liaEUmimuaauLtasmim'}ﬁlaaumm
ANABIYaIN1TIBNUUY
(Product performance specification and associated validation and

verification studies)

Analytical performance

1. n15AN®T matrix equivalence

MU ﬂi@ﬁsqmmaammsamaﬂéfﬁuﬁ'mmawmmﬁm winganaunsa | [applicable wazdoyanisnu

wansr s Ui uresddsmsiausazadald azansaldddmmreiadier | denndosturiasiognamnutevdld
Dudunilunisineiluidesaseldil Precision, Analytical specificity, | [INot Applicable [Corrective
Robustness, Stability

1.1 M3ANw Matrix equivalency fuAsdsnsaaseniia uas [Capplicable LNot Applicable

1.2 M3finwn Matrix equivalency fugsdensaaildiuaunsalenesiia [corrective

eavidente 1.1 wazg 1.2

- Feafidheghsuinegnates 4 freg1e JesUszneudie 1 fegheuind (Wu 2-3
Wive4 LoD %38 cut-off) hag 3 deg1suinuiunan

- Aosdifetavegstoy 1 e lundavallnvesinedi

~ fomadeausta 5 fhagnauuy duplicate uasU3suLiieunaiiu matrix snq 9

- gaasaafisunadiemdesiinisdunioaduiiedsludunouniseuna
(Blinding and randomization of the specimens)

- matrix wAazsla (venous whole blood, capillary blood, serum, plasma)
auasanaInAuldAuLAeIiY (paired specimens)

- ansaldieisdiassiiunainnis spike negative specimen #ag antigen

TudSuaunwmunyay

2. msaaunauld (Metrological traceability) ¥89A1v84 calibrator uag

control (1l reference material)

- 117619 9 Aldlun1sfinen Fesaeulfisudivansuinsgiuaina (calibrated | [Japplicable [CINot Applicable

against International Standard) Lﬁa‘ﬁmimmgmﬁmmzaﬂﬁ%mu Ucorrective

3. Precision Usznaudae Repeatability waz Reproducibility

3.1 Repeatability
- fsilnwaiBeanisAnyiaziinisuanstoyansAnyuLuUs1e o 19y

ANSY1N within-run

3.2 Reproducibility (intermediate precision)
- figailsgazidansAnyIkarin1suanItaLANSANITULUUANY 9 19U
between-days, between-runs, between-sites, between-lots, between-

operators, between- instruments

- waziduada 3.1 uag 3.2 Aesliegvausdieiay 1 f1eg1e MedreuInedn | [hpplicable LINot Applicable

1 foene (WY 2-3 Wiwes LoD %38 cut-off) wazdiagnuanuiunas 1 #1879 | [ Jcorrective
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(19U 5-7 Winwas LoD %38 cut-off)

- inauiidelinnsTmiAngeand ct awnsoundsldlaghifnadoussAnsam
B3 %CV Fodlaiiiu 5%

- ynnymasrasaidiiyaravialUlfmilel (Selftest) dostinavosldaunduiisey

TunsAnwnie

4. Analytical sensitivity (limit of detection = LoD)

- fipalin1sfny el LoD wenanuvlindaagaildynaiia (Wildsutasnt Tuudd

A13¥1 matrix equivalency Waafinna)

Capplicable wagdasanisdnu
Y
A0AAARANUINARIDE9RUTBUILY

CNot Applicable Clcorrective

-Tunisneaeu Tildaregreainauldniglu 4 dUarvindalantonis (early)
MUY 5 AI0E19 kay Med19anANlInaILansaIns 4 1o (convalescent)
$1uy 5 Feg Tngrmundeananauldilesunstudulaonanadey PCR

- YINEDULBUAU comparator assay

- fosiinmsoSursmmraiidonld comparator assay fanann Tnsdedlaifuys
MUY Rapid

- Wanadau Positive agreement (%) AainLiieu 3 lot

- mnfinsldansnesgulunmaaoy TuansoaziBoade vinfegefily
sydumudLTuTlY wasunnsiuineududy stuuadidinaaeuluudas

ANULTUYY

D&pplicable CNot Applicable
Ccorrective

- mafinw Analytical sensitivity sioanaeulagldiheuas Tangunsalvioun
muiinanfasignesnuuy

~A1 LoD wuuidestuannsoniléainnisiieans (dilution) :ndoesiign
spike wagnagaay 3-5 replicates

“ilensiuen LoD wuuilpsdunds desdududndindadaenismageusn 20
replicates wioilun1studiudr LoD Tawen LoD szifuritanunsansianuld
9819148 95% (19 910 20 replicates)

- MANeEBULAIENNTaATIaNUlE 100% TanAududu (dilution) Auninay

a13nsansranulAtiesnin 100%

DApplicable [INot Applicable
Ccorrective

|

- Wawaiimsnateugvsediateiusiunneia (Variant of concern = VOCs)

v
= o

FONMNANTENUTNDIUAATUAY Analytical sensitivity (273

DApplicable CNot Applicable

D Corrective

5. Analytical specificity

5.1 Interfering substances

5.1.1 feafin1snadouansfienasuniuufisen (potential  interfering
substances) Ingnanaaoufosuansin a1sienasuniuufiselaiviliiAeua
vanUasy (false positive) luRa9e19au (known negative specimens) Lazsiog
negative) Tudaot13un (known

LivinlmAsnaaulasy (false positive

specimens)
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~ Feauands18n13 interfering substances wazALdUTLTIL

- A9l Endogenous  Lay  exogenous  substances i spike  aslufloE
negative finnudidiugeaniiansnsanuls

- A998 Endogenous Wag exogenous substances wmaauﬁuﬁq unspike LLag
spike fianandudusfiuuneay (Fuuseana 2-3 wiwes LoD e cut-off)

_ fhethefemadeu 3 9 (triplicate) InansnagpuauIsaiiesiieg19tn
Lfie ﬁ]1ﬂﬁ@mmmaﬂé’ﬁmuﬂﬂ%ﬁuﬁaasﬁ&LLax matrix Tivaneedia
_Fowndou interfering  substances 91nansfislon anuaIngee Ly

LIENGY

Potential interfering substances

Specimen : Blood (serum, plasma, whole blood)

Abreva (7%)

Acyclovir (2.5-7 mg/mL)

Albumin (3.3 mg/mL)
Blood/EDTA (5.00%)
Mucin (60 pg/mL)

Hydrocortisone cream*

Benadryl cream/ointment*

Carmex (7%)

Casein (7 mg/mL)

Lanacane (3.5%)

KY Jelly (7%)

Douche (7%)

Neosporin*

Female urine (7-10%)

Male urine (7-10%)

Feces (0.22%)

Seminal fluid (2-7%)

Zinc Oxide ointment (7%)

Vagisil Cream (1%)

Cornstarch (2.5 mg/mL)

[ Applicable wagiimsnagouriu
@13AT9UARY interfering
substances 91nasTiTlananuaIN
Fregnafildifegnaainanes

[ Not Applicable

L] corrective

5.1.2 Biotin interference

mnyan339dn15ld biotin - AISENMINAAU biotin  interference Wa False
negative eatmlupuldiiUseSRlesuansiiundou Taelvmmaaouiu biotin
3,500 ng/mL with and without inactivated monkeypox virus fifn 2-3 wi
999 LoD ludsdansaafiileniasuniuanniian (most challenging clinical

matrix)
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lngnanisfnwlvfideyastudy protocol egvaviBendudunouinmiey
iegaunegdlsuaznageuiugansivedidls deyalmlumsne uaszdien Raw
data 91nLATD3 (WIN1)

WY interference 210 biotin Aoedin1352Y limitation Tu IFU Tiwmunsau

- w1ndn1slddaedne (Specimen) wlinduiilaiisatesiuidsn (non-blood
specimen) Asin1sMA@aY interfering substances Aidilantanulaainiangis

wilafanand AsuNNYiinves Specimen

D&pplicable CNot Applicable
[corrective

5.2 Cross reactivity

5.2.1 naaauiuieg1afienall Antigen salweviveaeiuslunguitlndiAeeiv

Wetldesnsmegluuiuaigaarenaviliiin False positive

Wilnsnaaeuiu Wengduidefiu/enviliiinensaaeiu iy

Vaccinia virus*

Variola virus (smallpox)*

Camelpox virus*

Cowpox virus*®

Varicella-zoster virus (Chickenpox)

HSV-1, HSV-2 virus

Human papilloma virus (HPV)

molluscum contagiosum virus

“laifioamaaaudniurnnTIafingIamm Orthopoxvirus
nsvageusIdosiTeariseasil

- mavadeutuldedu Aifinguideuaraneiusindifbsiuidotmineg vieided
sliAnenstndidsstu vadautuarunlsalusas? suiienadosiiansan
fadeviinduse \wWu parasite

- npdeufiufiegefiiuine antigen 10° CFU/mL wi3eunnnind v bacteria
waz 10° pfu/ml %38 TCIDs/mL (tissue culture infective dose) @3su Virus
- foandngrunienaiiuansisUunaves antigen lusoens 1wy Toyadsild
LuNMIvEA (characterize) 19U in-house, commercial assays, commercial
vendors

- dvduidedldfignanadunisiily endlildiedmiuanseinis 4-6
#Uani (convalescent samples)

- Winaaouatheton 5 foehs Tuusazide

- mnlaifimsneaeuaia desdilonansmadnnsiiuansisteyaativayusunms
Wissuieg19MIeTaAntuN1IMNAI0E1

- MINNANIINAAOUNUIN cross-reactivity ABdkankuInIn1sdnnisiuem
AINA

nueme mntunsAnen Clinical specificity in1svadouaINNGUAI0E197I3
—e (]

ClApplicable uagiinisnaaeuriu

ansnseuRqLienguiatu/ATef
nlhAnemsadeiu/deidnny
TuRsdsmsraieniu
f1D819INAITN

L] Not Applicable

L] corrective
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ANUYNTaLLsANIN (high prevalence) Tnedudolums wazlivangIuIvINIg
vsetaya/nuideuansauynvelsaatuauuiuauYniisme Usenauiu
wansvaaay Clinical specificity >95% natiilazanunsathdeyanisinuily
¥da Clinical specificity fanaandredslurdaiily

BN ILINIINSNAFDUBIANN

1. https://www.fda.gov/medical-devices/emergency-use-authorizations-medical-

devices/monkeypox-mpox-emergency-use-authorizations-medical-devices

5.2.2 ApdinsageunUfeg el antigen Mo Wodu 19U

Streptococcus mitis

Staphylococcus aureus

Staphylococcus epidermidis

Streptococcus pyogenes

Streptococcus agalactiae

Pseudomonas aeruginosa

Trichophyton rubrum

Corynebacterium jeikeium

Candida albicans

Human Genomic DNA

Lactobacilllus species

Escherichia coli

Acinetobacter calcoaceticus

Bacteroides fragilis

Ectromelia (mousepox) virus*

Streptococcus Group C

Streptococcus Group G

Corynebacterium diptheriae

Neisseria gonorrhoeae

“lifpamaaaudmsuYnnTI199n 5391 Orthopoxvirus
MIVAADUAN 9 Aosllswazidunaal

- MINAAUAULBAU NiNauTBLaragRUSINAL AR UTBUUNY NSBLTaN

q

v vy
v A=f

vlAnoMslndiAssiu Metufuanuynlseludasd saudsenadesionsan
fadeviindude wWu parasite

- NpdeURUReETiTuSINa antigen 10° CFU/ml wi3eunnnind sy bacteria
way 10° pfu/ml vi3e TCIDsy/mL (tissue culture infective dose) 13U Virus

- foafindngruvienaiiuanifiaUsunames antigen Tudegne 1wy Feya sild
wuNIYA (characterize) 1% in-house, commercial assays, commercial

vendors
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- dvduideildfignasindunisiily endlildiedmiuanseinis a-6
dUa % (convalescent samples)

- imnaevethaios 5 fegs luusazide

- mnlifimsneaeuaia desdlonansmadnnsiiuansistoyaatiuayuiuns
LW38UFI081913TRIINALUNITNIRIDE

- MINNANITNARDUNUINI cross-reactivity ApgiansiuIniin1sdnnisiuem
N

fae19afin195uUNIUD1931n

1. https://www.fda.gov/medical-devices/emergency-use-authorizations-medical-

devices/monkeypox-mpox-emergency-use-authorizations-medical-devices

5.2.3 mniinsseydausldmilvseddauiunguiiegenenaiiaiugnuedlse

faLYalun1919 wurthliknan1SNadaUsaLtanInNan?

Wonauaue wugthlineaeuiiuiuduiuanuynvedsalunguussvinsy

foan1suyansIvluly wu

Enterococcus faecalis

Chlamydia trachomatis

Mycoplasma pneumoniae

Mycoplasma genitalium

Trichomonas vaginalis

Treponema pallidum

mManadeUsing  fesdineazdendil

- mavadeutuldedu Aifinguideuaraneiusindifstuidodmine vieided
lAnenslndidesiu adautuanunlsalunsiasd sauderadosionsan
fadeviinduse \wWu parasite

- npdeufiufiegefiiuine antigen 10° CFU/mL wi§ounnnind v bacteria
wag 10° pfu/ml %38 TCIDs/mL (tissue culture infective dose) @su Virus

- foafindngrunienaiuansisUunaves antigen lusioens 1y Teyadsily
LuNMIUEA (characterize) 19U in-house, commercial assays, commercial
vendors

- dvduidedldfignaniadunisiily endlildiedmiuanseinis 4-6
#Uani (convalescent samples)

- inaaouatheton 5 foehs Tuusazide

- mnlsifinmsnageuaia dosdilenasmadnnisfiuansdadoyaatuayusunis
Wissuieg19MIetentuN1sMAI0E1

- VINHANSNAFDUNUTE cross-reactivity ABdlandiuInINIsIansiulaym

fAINAT

DApplicable CINot Applicable
Ccorrective

- mndin15ldieens (Specimen) wlindudiludiivadesiuidon (non-blood

specimen) Apsiin1swanadou Cross reactivity Afilenianulaainangrsvin

DAppUcable CINot Applicable
[Ccorrective
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AanaNATUNNUIAYeY Specimen

5.2.4 ynldiinanisnageuiuelaniy 5.2.1, 5.2.2 wag 5.2.3 Wilka In silico

analysis ABLYDAINETILNU

DApplicable CINot Applicable
Ccorrective

5.3 Validation of the cut-off value for RDTs with a reader

(instrument) or other immunoassays (#1n3)

W BWARINLNUBY cut-off NIlUNTB 1 UNATBAT D

- Iiiideyavempnaluatiuayu cut-off 7ild

- WifieyansnwiBs analytical IfwaziBonuazaosuisfenisduanie
AN cut-off

- INUIINITARLARNAIBENUABY I (selection inclusion/exclusion)

- 33013 characterization fegafildy

- Msdanmeadfiielildnadng Wy Receiver Operator Characteristics
(ROQ)

DApplicable CINot Applicable

D Corrective

5.4 High Dose Hook Effect

- wnillenafiaziiin false necative fiaafin1svaaaulnenis spike F1og1s
negative A28 analytes mwwﬁwﬁu@q

- A75HNNITUIETNITINIVIBUUININITAALONATALARINET?

- Fosfinseduneisnnudssiioziin false necative 910 High Dose Hook
Effect TutonaisAiiu

- winldfinsnageuiiienloniafiasiin High Dose Hook Effect fiaduans

m@maﬁmaﬂmimﬁmmi

DApplicable CNot Applicable
[corrective

5.5 Validation of assay procedure: quality control accessories and

within-device procedural control band (dot)

- 4An333A538 control  band w3sluanansniiualsiinisseyisnislunis
ATUANANATN

- mnanTIald Internal control (l331921uU Band wuuga videwuudule) dos
fimsuenveaulnn1seuNa Control #ana13 (31 Valid w38 Invalid 1Judnue
oe4ls) Wl liaunsamuaeumanve il nvalid 16

- dwSugens1a immunoassays (Mlfluuy Rapid) fesiiniseBuredednums
vidoamniivinlinismaaeuliannsasenuals (invalid) 1wu Usinadsdmsia
Laigane varlunisneaeulivunzay ssuunaaeuliiadies Tddegin

Uszinn uaylvislienansdsiiieddesiumedanan

DApplicable [INot Applicable

D Corrective

5.6. Flex wa¥ robustness

Junsfinwingeesisaunseldauldedfivss@nsnmdisegluanmuindey
Ang o Adlanumainvanensensiinuldminzan vinlwiulalainnsiasu

annwinasumatulidasouseansaw

fnsneaeuluide

DApplicable CINot Applicable
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D Corrective

- Bnadsdsmsiauasineiusnzaslunisnageu
- guuniifinadeu

- nalunseuNa

6. Stability

Jummeaeuanuasiwesinlugluuuing 9 SedemaaouiiieUszifiueny
nsldurenhersuyndudseneu mnlinsunndiuuszney dosdiugua
atuayw) Tméﬁaaﬂamiﬁﬂwﬂuﬁﬁa Shelf-life, in-use stability Wag shipping
stability #iosdianuduiusiugumglimaivnwiuazmsldauaiusnglu

IFU agaann

6.1 818n151AUSNYT (Shelf-life) 31NNTITNATDOU AIIUAIRIDINGN1ITIT
(Real-time  stability) waz/#3a A21UAIAIIINEN1IZLIN (Accelerated
stability)

- M3NAABY Real time stability tievilimauigansauazdulsznaus
Wmeanssaiuldunuiiode

- maauiuqmmﬁamﬁﬁwﬁqmLLazmnﬁqﬂﬁmmswmmiaLf"i‘u%’ﬂwﬂéf

- asvadeufuiiegisauegates 1§18 wazdiegsuandegiaes 1
9819

- MNNINAEEU Real time stability §wifiunslalduiumnediazinun shelf
life @aunsaldnanisnageu Accelerated  stability Usznaufun1sAiuansile
AAn13al shelf life idasuanmiild wioghdlsfimuergnisldausieaegn
AAUAAINNANITNAADU Real time stability

- mnmsAnelefidsliiadadu dedinsnnununsine wazdinisseyiuiiass

AudaLau

DApplicable [INot Applicable

D Corrective

6.2 ANNAIAIVUZIUES (shipping stability)

Tnoithendomeaouluaninmzaudsnsadeldnissiassneunisdngmn shelf-
life arsnmaaevluanzfiazoudanimundenasdulssmeaiy ludssidu
Fastoluil

- vagouluanmefidsuuuvanimindeuilivanyan Wudugamnd eruiu
wsary Tuserineansvuds

- ﬁ!@ﬁﬁ?’]ﬁﬁjﬂmeﬂﬂﬁé‘jﬂﬁ%ﬂqmﬂﬁ{]ﬁLLa%ﬂ’J’]ﬂJ%ﬁﬁﬂﬂﬁ‘i’Jﬁ]ﬁ’]ﬂﬂiﬁLﬁU%’ﬂ‘iﬂiﬁ

- winmsinwlafidliiaiadu Fosdnisnununsinu weelinsseyuiiase
udaiou

- snedeuiufiegsauetietes 1 fheg1e wazfiegauiniiegetos 1

A0814

DApplicable CINot Applicable
[corrective

6.3 AUAIAIUNISITU (In-use stability)

- ARALARINANITANYT in-use stability inagdeuiuyansIaTUalduds (open

pack or open vial stability)

DAppUcable [CINot Applicable
[corrective
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- daulsgnaviiaunsadonanwliiuadessiueglunising 1wy buffers
vials, sealed cartridges, control materials

- foafimmeaoumuasilunsldauiuiAies (On-board stability) (m1nldg
fui3eq)

- Aosn1TiaNTaNNDa Qmwgﬁm%muﬁw’l (operating  temperature) %414

AU (Humidity range)

Jayani1sAnuluiite Shelf-life, in-use stability wa shipping stability feadl

anuduiusivgamaiinisifiushwasnsldnumuiivsnglu IFU wavaain

DApplicable CINot Applicable
Ccorrective

6.4 Specimen stability (ﬂ'J']SJmﬁ?ﬂJa\‘i?i\‘idﬂm’Jil)

- fisailnan1sfine Stability 1nvlindednsiv (specimen) deansly wazd
Jeazduaien iU matrix wazainansiudenuds (@anticoagulant) Al 1y

capillary 7138 venous whole blood, serum, plasma, asiudenndadu 9

DApplicable CINot Applicable
Ccorrective

- dw3U whole blood, serum and plasma Tidayanis@nuitativayuaIm
AamuTivsInglutenansiniu viases n1sifiu (storage) Taud freeze-thaw

cycles (mndl) uazdasutagamgiilunisyudadedmsin

DApplicable [INot Applicable
[Ccorrective

-fasiifag1slunsAnuagnaas 50 flag1e Usenaumie
1. fe819NTUSUTD 3- 5 11U8d LoD 10 ¢laga
2. g 1aniUSuaie 1- 2 wihwee LoD 30 Ala8ng

3. 19819 Negative 10 f19819

DApplicable [INot Applicable
[corrective

VTM/UTM Equivalency (11nil)

mnin1sly VIM 139 UTM viannviane sesdinanagau VIM/UTM
Equivalency lngsioanaau 5 replicates 7 2 wihwes LoD, 5 replicates ii 5
wihwes LoD uaw 10 negative replicates luusias lot $ruawsiavaa 3 lots lu
usiaz VIM figans1ald ey 60 replicates sto VTM).

d15u VIM 7y cross-reactivity 919A83891U2UNINAGDULNLLAL

DApplicable [INot Applicable
[corrective

- fhegrvidoussrnsianuniildnanansnisaneliluenansiifuded
MsAnwavLA

- MIAnwIRINIIAgaULYnluLAazYInB 081

- wimnladn1sAnw Matrix equivalence 5¥#i19 plasma (anticoagulants)

fU serum %38 venous whole blood 1Auda lisdudesiina Clinical

v
]

performance asunn¥lalunguil
- e84 capillary blood fasiina clinical performance \Huni1sAnwiuen
AN

- MnngudtegaliduiutoseavinlinansAnwiin  Bias Ld fesiinis

sdueiunainlddennguiiegne wananimnilunisnaaeuaindiednd

[Applicable wagdosanisinm
Y
ADAARDINUINARIDL1IPUTDUILY

[CINot Applicable [corrective
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Wiuld (retrospective testing) msvagauwuugulaivsiua (blind)

- FregedpuansmuduiusfuieTuiinanenis (W 0-7 Su 8-14 Ju
INNINTBLINAU 15 )

- manaaeuiewilaggldau (intended user) audously (Faaiinnsfinw

Usability #inaelgdeuiuy self-test)

1. Clinical/diagnostic sensitivity wag Clinical/diagnostic specificity

Reference method lkugii1

~ PCR based assay fildiiielyian Ct uazlddudu true positive vasaulddos
\Hugansraiilaiunisiusesan USFDA vielésu EUA

- fhediidnudesdenndesiusegaiivansaaimualild (ntended
purpose/ indication)

indvdemrniilidy Fosningrumdnnsaivayusiindsdms vie
ANULUIVNTZAUNRRAZIEAUAING WUNTIIVEIAERSN1sWINE, WHO,
USFDA 38 CDC

(No. of positive specimens from individual patients to

be tested for a symptomatic claim)

IIUIUADES AAUFIAAADY (Agreement)

30 fegrsluusday Specimen 7 Claim 80 % positive percent agreement (PPA)

30 segrsluusiay Specimen 7 Claim 95 % negative percent agreement (NPA)

Hetnanasguiiistesiunisduan Sample size 879970 EN 13975 : 2003, CLSI EP09-A3, EP15-A3 3o EP24-A2 wag USFDA EUA

174
v

1 Raw data #18874 (specimen) usiavwiindosiivoyanall
- YHAVDIF0E13 (specimen type)

- Yufiftuseens (specimen collection date)

- Yufluanae1ms (Date of onset of symptomns)

- M7Ifaden1enain (§18) (Clinical diagnosis (if available))

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

- MINAABU Reference MHUSaULiaU

DAppLicabte CNot Applicable
[corrective
[NMunsnaaeunuinlailaldsnega
Clinical sample 934
Difiseazidenvedisnsnaaaud]
Tadhul3gudisu (reference
method? Comparator method?)
Tailsiszyriindsdansraiilinaaoy

PUNAUUALALGLY Intended use

8198 unnsg1uAgatas

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

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

2
3. CLSI EP25-A Evaluation of Stability of In Vitro Diagnostic Reagents; Approved Guideline
4

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

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

6. CLSI EPO9c Measurement Procedure Comparison and Bias Estimation Using Patient Samples

7. CLSI EP06 Evaluation of Linearity of Quantitative Measurement Procedures
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8. CLSI EP05-A3 Evaluation of Precision of Quantitative Measurement Procedures; Approved Guideline—Third Edition

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

10. 1ISO 20916 in vitro diagnostic medical devices — Clinical performance studies using specimens from human subjects —
Good study practice

11. 1SO 23640 In vitro diagnostic medical devices-Evaluation of stability of in vitro diagnostic reagents

12.1SO 18153 In vitro diagnostic medical devices-Measurement of quantities in biological samples-Metrological traceability of

values for catalytic concentration of enzymes assigned to calibrators and control materials

13. USFDA EUA https://www.fda.gov/medical-devices/emergency-use-authorizations-medical-devices/monkeypox-mpox-

emergency-use-authorizations-medical-devices
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