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L. 884

VBRI AB wlolH2GULA, ol HFFAGRAMIY G4 B7hol £
B AL AAHBADE 38, W NT|eWt A EGE 289 7B TS
of ATPEHS B FUAT 2509 F 28Wo] SHelsiglet

77.8%, BEZ 73.5%, SHECI== AT‘*‘& 98. 5% Boé 98%° 1 qom, ABI BES &
of2 %3 By o2 131 A7e FPIE 75.3%, BEE0|EE 95.3%202 HilE
et W2 AAE o2 1HoAME UEEE AF 71.4-95.8.%, BE 33.3-98.1%°1%
1, Eolr: A 91.1-100%, BE AA] ekgo g HuEQlr,

SHATOIA JAZFAAF A-B Hio|HATAAAL to|AL [FFAGEL ]l tfsto]
ALY S Bugt A volga §3EE AL 224, B%‘% 19%o|3l o

™, A9} BEE FEOHA &3l A S A& 5Hol ERIEA.

AL WA= 41.5-100%, E°]= 89-100%, BE2 THE 33.3-98.1%, Eo°]
T 70.7-100%, A+BEL WHE 59.3-83%, E°|% 61.2-99.7%2] HMH=Z H1
Sttt 2x2 table 4b&o] 7Fsold AGE HACR HEHEAE 3% Ay
AEFAZ AF(F 20¥) HEo] dig AFYHE2 FFUHE 0.78 (95% CI
0.76-0.80, I*=61.2%), EZE°]= 0.98 (95% CI 0.98-0.99, 1*=80.4%), A=
2oz BY(EF 18%) A& ot AdATFL SAUHE 0.81 (95% CI
0.79-0.84, 1’=78.4%), BFE°IZ 0.97 (95% CI 0.96-0.97, 1’=93.7%), A=
FAA A+B(FE 4¥W) AECl Wit 9P BRUHE 0.72 (95% CI
0.67-0.76, 1’=84.9%), E3E0|%= 0.86(95% CI 0.85-0.88, 1*=98.6%)°]1A 1,

MIN‘
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A AINBTIULEE © A¥ 54.4-68.1%, BE
53.2-71%, A+B¥® 61.1%, E3EC|Z : AF 99.2-99.4%, BE 99.6-99.8%.
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FOoR ABRAA PHRE A& IAsked faMo] Yk 71%o]
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0 z2

AEZAA AB HlolHAYAAA, Tl AAHBRAARA M ABZAL AB o]
B2 79 o BAE TR 49 ofRE slls] st BHow AgsEs A4

AAAE, HAAREE 9 L “Fluorescent immunoassays ©|-83t HY I ZulE 1
TH(CA using FIA)O|H, 7] W7} 03 271E E3S AESH Ay} AZ=qlxt A Y
B Hio|g|A FRE gRRlsh=t] Agedo] §2t V&R FAsithy B7HE Ut

77| B7IE= UESFAA A-B Hio|HAYYUAAL, THo|HAHYEH A
W7ol sl 491913 AEATS] ZASH] T o] A9]s13irk(2020.01.10.).

w7l g7tedsl= & B7P71ee] Histo Og—er?ﬂx} A-B Hpolg|A 7 o4ls
AE HAoE JAEFAAL A-B HiolHA A RS ZRIsH| 3t 5HOE AfE=
Al&gAAA oY, 5 7]&9 HAAMPHSFluorescent immunoassays ©]&35t WY
2ot o olgks PAo] SRl & AARO uiftrl =0 s~zog Q=
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1. HIHHHA

A= ok wlgofe] Fofst AHe| mef, Higol= SAE ]
e USFAA A-B HolZA FUHAHBFHM (=490, CZ394), AZFA4 A-B
HRo|AAGAAAL, Tl B A EA (=490, CZ394)E S54 - SEAH o
sto] AEge] 50%E ARIATH2019.7.1.4%). ©f TN, gt FIES o]&sto]
T HF0I(e-490) FEOR A G HAE AAF ol wE P9 ZRAH] net
F7HE oldststo] Fof HASIT.

o g = = e

ds SHE

o400 |UBRARE AB HIOIABIIZA S | 2006-12-01
(CZ394) |oim20IRt A-B HIOIIASIRIZIAL ZI0[ZA BRI A B Py

()

£661-7} |QUZ2UXF A-B HIO|ZASHYZAHZI0[ZA-LLHSAZAL 50% gy
£-661-Lt [QIZ2QRF A-B HIO|RIASILIZANZI0[ZAN-HUHS ZAA 50% | 2019-07-01
" HolRTIE Y REY BIIIS vt 2t

=) MolR7ls QMY Q&N I HLUARMH(FINCR HIKE 7|E: HUHCRAL 1 9 HY3R0E

JefE(CA)2 LEHSAZAL

%7] HE0oI(-490)% 71 F QAEFAR A-B Ho|HAFAAAL oA HFEH

H's 201490] A9grieB7ts wob =" 7IEEH, 71EY gold beadE
] ’é‘_ HoF 2utE 819 (Immunochromatography, °lo} ICA)HETH A aA]o]
ol PPHGEAHOR Byl VAFJAHEAER R TA] A2014-323, 2014.2.21.).
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JoldeaAl Botol o/l 9 52 wsna Aty 9 A4 B
oVIe] AEAH0I6531). B AVNE A olFel 43 s
B wlolda WAL, ZolAHBRA RIS} FUT U (FHARLA(FIA)
JES o83 W] HASo|) AllRs|& B 9IS % ARRFAEAY AR
AP AsIolA] ICAHOR BbEe] wet Alo)27|48t AelvlE nhel ofHo]
Azt AB HlolelAgt YA, ZholAAHBYAALAN o F1ao] thste] @
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JUEFQIA A-B Hpo|HAFAAY, ZHolAAHBZHAEA M= ASFAA A-B Hio|
A 7 QASAE e R Y oRE gloly] 913 HAolth

T 71&2 201340 AlQ&E7]&H7IE gol 201490 WA H|[FoE HAEARE 1
AEoH, AZEIMAAREZE0l Q| BAFEE DRA Rl FHFoe ot

-

HIASREHS £-490 2IHESEDNTE CZ3%
EGlGE HIZ0! (Y2 MHZ09) HEUR} 2014-11-01
iz HHEXE DA H2014-1915(2014.10.30.)
HRIH(ES) QUERR} APB HIO[ZAZHZN, ZHIZAFEHA R
HHFRD) Influenza A-B Viral Antigen Test, Handy Test [FIA]
50| 9 mox SN QIZZQUR} A?B HIO[2IA 2 oE 2l
H3Z QUERAR} A?B HIO[2A 2 oMkt
(RN
@ e HiZ HE(Nasal swab)e OIE3104 HIZOIM ZHIE RHFE
AR @ Adgds | QUEH| 21 AUEE Ol Ql= SAUXE AYE =Y.
@ B ZAPE 22 HiZ TES AUEE0 210 3H Y= 25
@ Tz iy moEI(120 ul)E 7HMES] EIAE AEZN 23E.
D O© 8 dAEksH } Aol @ #HRedet AW FY, ZeldAE A9EriewrtdsioM &7
(IcAg)e] Eh_'_ 37}, @ HE AT ARFLEANE ARANE7IGLE0NN 71E71S(CAR)E B7t



HHASXSETA| F2019-1045(2019.6.

;220201 5t B0 o5t ga0|§7|1+9| Sad ¥ =Y ARHA K34z [ER
{ Ht AJM-RHIZ 215 ZSRPAOINM QIZS0IXF AB HIO[ZA ZIT0| OAIE|0] Al
Aot ZP= MRS (ALY 2019.7.1)

FARR

HBE HsW ==
=-490 QSRAKA B HIOZAGFHAMBLEME Lget
* HAHAA (HHEAEXE TA| H2019-1045 23)

[e] o

OE
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© EH H7 H8(Nasal swab)& ol-&sto] H|Z3o|A AAE AFT

@ ARG AoFEHO] Wi AOFRE olo] Qi EAAZE AlokE 59
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QUZZUX} A-B HIOIZIAIAL ZI0|ZAF [HETHAZY

Reader Display Interpretation

Flu A: Positive
Flu B: Negative
Procedural Control: Valid

Positive Test for Flu A
(imfluenza A antigen present)

Flu A: Negative
Flu B: Positive
Procedural Control: Valid

Positive Test for Flu B
(influenza B antigen present)

Flu A: Positive
Flu B: Positive
Procedural Control: Valid

Positive Test for both Flu A and Flu B
(influenza A and B antigen present)

Flu A: Negative

Flu B: Negative Megative Test for Flu Aand Flu B

Procedural Control: Valid (o antigen detected)
Flu Az Invalid
Flu B: Invalid Result Invalid

Procedural Contral: Invalid
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BEA7)9] 78 HI YT AR (Sofia Analyzer)= U= Quidel Corp.olA AZRE
o] 20119 11¢¥ 990l Aex|drAFZo]orEtAA o Jg7r]7] SUEE AnHJoH (¢
(o]

Sofia™ Influenza A+B FIA= 2013¢ 1€ 18Yof| A|EojokEobAA o] 257]7] 49
5|7+ WOITHEs] 13-173%).

SREHAGUZHER(ME S 11-1985%, Sofia

fo
>
5
o
<
N
@

S
=
Rl
2
" 1o
%

(57tHE) | DA A HAHAA (S 13-1733)

Sofia™ Influenza A+B FIA

Algtel H|ZF =2 (Nasal swab), H|2lS& ZZ(Nasopharyngeal
swab), H|2IF &

TSl X of|
VIM)Z! H|ol%: FZM/MEH (Nasopharyngeal aspirate/wash
in VIM)ollA| QIEFAUX AY 2 BE dHio|z{astals HAHD

EHH(FIALE HMsts AMelreta o 27|7].

b
1 [I=0)

T Sl /M= M (Nasopharyngeal aspirate/wash),
&8 d|lF ZZ(Nasopharyngeal swab in

>
=

1T So

0.




2t 7] AOJ27|12H7}H2013E) A}

2012900 4199571487t A=, AAL AR AUl B7F § 20139 Al4At
A19l2 7169 7k9198](2013.4.23. )04 QPAstaL fast Alogri&R HrlEo] HAE
A5 TAFACHIA] A2014-32%, 2014.2.21.)F 3). YA A@7]&B7H] HEY
THEAY A8 theel & 1, 29 2tk

-
AL o

H 1. 7] 7| MetE 23
H1Mx o =
ot _" e I LHAL HIRZAKE| ) mE -
(BmoiT) =7t =
QISZQUXt AB HIO|HASHA
A
les CK) __ oimeux o oold bead § Hhor
1 5= N (BinaxNOW Influenza A/B 2+
(2012) T0I= AN 2419 ) ) L § RT-PCR
antigen kit, Directigen EZ
Flu A and B)
Rath B3 QIZRAUXL  QJplatKt
2 =9 . - RT-PCR 2+
(2012) S FoI= AHH 64974
H 2. MeiEl 25| oiyg
oa  @vdy o1 7t e
Aot = AERA .o =xiHAp - XY B (%)
I oAl _
ottt A Sl oizsoixni A.B o Hb - Influenza A (95% CI)
(2012) B = opirgezAl (88 [ sy | e | PRV | NPV
T A somagy]
oate = _ 82.2 100 | 100 | 87.3
< (RH]: Sofia Sofia (gég)_ S?%O%
- infleenza g enza A+B FIA) :
A 73 54.8 100 | 100 | 74.4
) Binax (434— (962
— influenza 65.7) -100)
B: 705 " HIEAAL Drect | B85 | 100 | 100 [ 807
- e 5| S | %
96

2) Lee CK, Cho CH, Woo MK, Nyeck AE, Lim CS, Kim WI. Evaluation of Sofia fluorescent

immunoassay analyzer for influenza A/B virus. Journal of Clinical Virology 2012; 55(3): 239-243.
3) Rath B, Teif F, Obermeier P, Tuerk E, Karsch K, Muehlhans S, Adamou E, et al. Early detection

of influenza A and B infection in infants and children using conventional and fluorescence-based
rapid testing. Journal of Clinical Virology 2012; 55(4): 329-323.



QIEZXL A-B HIO|HASAA

A ZH023AF (BT ECHE

ol 7
) ol P rH & ol it ol AT}
TS
Gold beadZ o|&8+ - Influenza B(95% ClI)
RIZFUR AB S0l Maajey | sn sp | PPV | NPV
B{ABZ AL
77.8 100
(ZH]Ed: BinaxNOW Sofia | (66.9- | (96.2 | 100 | 85.7
85.8) | —-100)
Influenza A/B
. . 62.5 100
antigen kit, Binax | (50.9- | (96.2 | 100 | 78.0
Directigen EZ Flu A 72.8) | —100)
and B) " 52.8 100
D'rgrft' (M4~ | (962 | 100 | 738
g 63.9) | —100)
- EEEAL
BHQK, AAIZIEE
A HISH
ey v ASFA . EHyHAL - ZIE R (%)
v N OJAl =
=l ;t I: OIZ=Z0lX} A - B Sn Sp PPV NPV
(2012) AU TN ETPN Al 781 997 966 97.3
= dd ge S
(;497; N R <lyear  85.7 100 100 99.1
MEHT (Rbg|O9- ;
T @RI Sofiagyu TS 85 06 2
- 1M DI2E  nfluenza A+B FIA)
2327}
- 1Ml oAk )
. HZZAL A
41774 o= o
SR AMEE
H4
=
Binax, BinaxNOW Influenza A/B antigen kit; Directigen, Directigen EZ Flu A and B; FIA,

Fluorescent Immunoassay; NPV, Negative Predictive Value; PPV, Positive

Sn, Sensitivity; Sp, Specificity

Predictive Value;
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H 3. MogY|sT/t it BAHSKIR TA| e 3 50EF 24t
319. QIEUR} AB HIO[HASIAAAL ZIO[HANSETARMS] (A[2014-325, 2014.2.21)
7t 719
O S=Y @ QIEFUZL AB HIO[2{ATHAAL, ZH0[ZAL [HEHAEAH]
O Y23 : Influenza AB Viral Antigen Test, Handy Test [Fluorescence Immunoassay]
Lt A=A
O QIERZ} AB Hio|HA ZHH of2 =l
Ch AtECH4
O QUERUZ} AB HIO[HA Z |42t}
2f, Ay
O YnEl HSCZ 3RIo| H|Z = H[QIROIM HAIE 2HZ[st AUzt BESAIH WEE=
glo] ZRE ENV|Z &3ot0] e S4E H=E
of, et d-REd H7tEa
O QSR AB HIO[Z{ATHAAL, 7H0|ZAL [FETUARMY]= HAE Azl = A
OlM O|R0|Z|22 2Hfoj|A| YAl 2{siE 7I5tA| ot QhETh AALY
O QUERAZL AB HIO|HAZAAAL, ZH0|AAL [FHHARMY]= 7|22 gold beadE 0OE
of HAS20IE I YECH JCHEEE0| =2
O maty, QAUESFAZR} A-B HiO[2ATAAAL, H0|ZAL [FEUHARAME]= QUSSR AUR}
AB Hiol2{A LY oMSZE A2 QSFAUAL AB HO|HA ZE KEE =
Qlet=0| Qrdstl RESH HAMY
HE. 2tDAREH
O QIERAUZL AB HIO|HAZAHAL, ZH0|HAL [FEHGEMY]= 2H (I TWItAL 2
Mo 2514 2AHol| 2lsf HIHE
= HIZ0(7|2%) (2014'3 |82} 2|23 =HII¢I&2])
(3R HIZ0 S5 =-490 QUZZHRIAB HIO[ZASAHAHTHYZHALE AEYE
Of. 34 ALSHE
B 4. QISRUXL A-B HIO[ZASAAAL [HTZA Z=HIE
(G-
oj27[E =4 HIGHIE 7[E HIZH Z=HE 22
= o= o= e 2R3 B7 3 57139 z[n3
T 1,642 5,000 27,811 30,000 50,000
e 41 19,800 39,038 40,050 48,500
g 301 6,000 31,520 30,000 50,000
X3 1 25,000 25,000 25,000 25,000
SRS 25 20,000 26,042 25,000 35,000
o 1,000 6,000 27,244 30,000 50,000
QUHA 274 5,000 23,894 25,000 50,000
EXN: HZESAHAEIH HIZ0ZEHIE FE £5)(2019.10.30.)



QUEZUX A-B HIOIZIASZAL ZI0|ZAL [HEHARA

S

H 5. (MEZ0) QASTAXL A-B HIO[ZAZRZAL ZI0|ZAL ZIEHIE

(9l : 2
56617} £661L

oRfE FY | UBFOR AB HORIAZEEA, 0N | IERAK AB HORAHEN, 0N
- QIO - FAwHHA
oA 13,350-13,880 17,880-18,600
HAS0lS 11,990-12,470 16,060-16,700
N 13,670-14,120 18,180-18,910
201 13,180-13,570 17,480-18,180
ot 13,710-14,120 18,180-18,910

EX 0 QX[ Sy o= 7HU(19.12.1.71F)
* ZITHEAF 2OMI(1-4%) EHEE0], HRZ RAIE

—
N

(m]
Uy 9

rol

Eote A=IIE

AEFAAEo|Z 2= Orthomyxoviridaedo &3, A& 2y Al ©U7I=2
(-)sense RNA Hio|#AgA QIFeL 7|¢A|9 HRAFYTo|A FARIT. 1 A A=
AL dolu QAFEI uhE 7T 22 S F4ERE ofye gAY ud
(38-400), %%, AAlFEd & WSS Lot mEAS}L st de]
39] Aolofl 9Jsf A, B, CPo= £7=H, AB(H3N2, HINDI BF°] 8 dIFH
< Yo, Fudhe wid 11¥€-490] 2H {f3& oo HPdaAtefet]
H, 2014).

=2
&
ek
o
X
19
6=
o 18
rE

£ o|F1 qloH, AFgARE AEFAA vlol2A B2|(HY),

BEASYAA, WL, volas A YFRT-PCR), BHHH B4 5 471
=S
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AlZHHRIZIAL RISIEITIZIA} MBI 2AL SHAMZE ZUAb
500xg 108 Bazel o ENNEEPESEEEE] = o Hxs s AN AEa
el 0.2 mLE 3712] Hio]l | H, SEl0|Eo Ho{ =e8l®  § s|Molo E1, F I -‘\:; -;,’ .. F
2ol S, ssColM MY [ BE ACSRENS oM ugssmsRay A7 =i g »f
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Device Description:
The Sofia Influenza A+B FIA employs immunofluorescence technology that 1s used with the
Sofia Analyzer to detect influenza virus nucleoproteins.

The Sofia Influenza A+B FIA 1s a lateral-flow immunoassay that uses monoclonal antibodies
that are specific for influenza antigens and have no known cross-reactivity to normal flora or
other known respiratory pathogens.

Nasal swab, nasopharyngeal swab, and nasopharyngeal aspirate/wash specimens are used for
this test. The patient specimen is placed in the Reagent Tube, during which time the virus
particles in the specimen are disrupted, exposing internal viral nucleoproteins. After
disruption, the specimen 1s dispensed into the cassette sample well. From the sample well,
the specimen migrates through a test strip containing various unique chemical environments.
If influenza viral antigen is present, they will be trapped in a specific location.

The Sofia Analyzer will scan the test strip and measure the fluorescent signal by processing
the results using method-specific algorithms. The Sofia Analyzer will display the test results
(Positive, Negative, or Invalid) on the screen.

. Test Principle:

The Sofia Influenza A+B FIA 1s an immunoassay that uses a sandwich design to detect and
differentiate Influenza A and Influenza B in patient specimens. This test uses a lateral flow
design with location-dependent lines and zones. The Sofia Analyzer scans the test strip and
displays the results (Positive, Negative or Invalid) after utilizing the method-specific
algorithms. Basically Sofia Influenza A+B FIA involves the disruption of Influenza A and B
viral antigens and exposure of internal nucleoproteins by placing the patient specimen in the
reagent tube. After disruption the specimen 1s dispended into the Cassette sample well after
which the sample is drawn by capillary action into and through the label pad, through the
nitrocellulose strip and into the adsorbent pad. Within the label pad, the specimen comes into
contact with antibodies that have been coupled to the europium chelate-impregnated
microbeads. During this interaction, the independent subpopulations of beads containing
bound anti-influenza A or anti-influenza B monoclonal antibodies bind corresponding
influenza A or B nucleoprotein antigens that are present in the specimen. The bead-coupled
antigen-antibody complexes then begin to flow through the test strip. Some of these beads
bind non-specifically to the NC line. Most migrate on and, if influenza A or B antigen are
present in the sample, they will be subsequently captured on the surface of the nitrocellulose
by the respective location-fixed, analyte-specific anti-influenza A or anti-influenza B capture
antibodies. The flow and capture of the fluorescent microbeads coated with influenza A
and/or B nucleoprotein antigens allows the accumulation of a fluorescent signal at specific
analyte line locations on the test strip. The conjugates that do not bind to the Negative
Control line and Test Lines continue to flow with the remaining specimen and soon
encounter the Reference line that is comprised of goat anti-mouse Ig. The fluorescent signal
generated at this line serves as the location marker to direct the Sofia Analyzer to the other
precise locations on the Nitrocellulose that are to be scanned. The remaining sample then
flows into the Procedural Control Zone that is also scanned to confirm that adequate flow of
the sample has occurred. The Sample with any remaining conjugate then flows on into the
Adsorbent Pad. This process takes approximately fifteen minutes, at which time the Sofia
Analyzer scans the strip, measuring the fluorescent signals across the strip’s length and
performs calculations and reports the test results. The assay’s sensitivity is derived from the
use of a unique polystyrene microbead that has been dyed with a chelate of europium that is
temperature stable, resistant to bleaching in room light and yields a very efficient conversion
of the UV energy from 365 nm to a wavelength of 618 nm.

T2l 5. FDA approval A2 L ZAME] 22U
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Il Zopee o A
E 6. ASRAUA TUHYE Overview
Type CLIA
Method' Acceptable Specimens? Test time
Dectected 2 > Waived®
. ) . NP® swab, aspirate or
Rap|d4lnflu§nza D|agnqst|c A and B | wash, nasal swab, aspirate | {15 min. | Yes/No
Tests* (antigen detection) or wash. throat swab
Rapid Molecular Assay 15-30
influenza vira or nucleic an swab, nasal swa . 6 es/No
[infl iral RNA lei A and B NP® b | b minutes Yes/No®
acid detection]
Immunofluorescence, Direct 5
! ’ NP® swab or wash,
(DFA) or Indlrect (lFA). A and B bronchial wash, nasal or 1-4 hours No
Florescent Antibody Staining endotracheal aspirate
[antigen detection] P
RT-PCR’ (singleplex and
multiplex; real-time and other NP® swab, throat swab, Varies (1
RNA-based) and other A and B NP5 or bronchial wash, to 8 hours, No
molecular assays [influenza nasal or endotracheal varies by
viral RNA or nucleic acid aspirate, sputum the assay)
detection]
NP® swab, throat swab, NP5
Rapid cell culture (shell vials; or bronchial wash, nasal or
P T . 7 A and B endotracheal aspirate, 1-3 days No
cell mixtures; vields live virus) sputum; (specimens placed
in VM)
NP® swab, throat swab, NP5
Viral tissue cell culture or bronchial wash, nasal or
T . . A and B endotracheal aspirate, 3-10 days No
(conventional; vields live virus) sputum (specimens placed
in VTVE)

' Serologic (antibody detection) testing is not recommended for routine patient diagnosis and cannot
inform clinical management. A single acute serum specimen for seasonal influenza serology is
uninterpretable and should not be collected. Serological testing for detection of antibodies to seasonal
influenza viruses is useful for research studies and requires collection of appropriately timed acute and
convalescent serum specimens and testing of paired sera at specialized research or public health
laboratories.

Approved clinical specimens vary by influenza test. Consult the manufacturer's package insert for the
approved clinical specimens for each test. Ref: Leland, et al. 2007, Clin Micro Rev 20: 49-78.
Approved respiratory specimens vary among FDA cleared influenza assays.

Clinical Laboratory Improvement Amendments (CLIA) of 1988.

Chromatographic— and/or fluorescence-based lateral flow and membrane-based immunoassays. Some
approved rapid influenza diagnostic assays utilize an analyzer reader device.

NP = nasopharyngeal

Rapid molecular assays can provide results in approximately 15-30 minutes.

Reverse transcription polymerase chain reaction, including FDA-approved test systems, reference
laboratory testing using ASR or lab-developed reagents. Some approved molecular assays can produce
results in approximately 60-80 minutes.

8 VTM = Viral transport media
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H 7. (310) 0/=20M M=231E Rapid Influenza Diagnostic Tests

Procedure Influenza Virus Aooroved Specimens? CLIA
Vi i
(Manufacturer/Distributor) Types Detected i i Waived®
3M™ Rapid Detection NP® swab/aspirate
Flu A+B Test* (3M) Aand B Nasal wash/aspirate No
4
Alers™ Influsnza A & B A and B Nasal swab Yes
(Alere)
BD Veritor™ System for Rapid
Detection of Flu A+B 5 Yes
CLIA-waived“® A and B NP° swab/nasal swab
(Becton Dickinson)
BD Veritor™ System for Rapid
Detection of s .
Flu A+B Moderately Complex’® A and B NP° wash/aspirate/swab No
(Becton Dickinson)
BinaxNOW® Influenza A&B* A and B NP® swab, Nasal Ves
(Alere) wash/aspirate/swab
BioSign® Flu A+B* NP® swab/aspirate/wash,
(Princeton BioMedtech) Aand B nasal swab No
Directigen™ EZ Flu A+B* NP® wash/aspirate/swab
(Becton—Dickinson) Aand B Throat swab No
4
OSOM@lInflluenza .A&B A and B Nasal swab No
(Sekisui Diagnostics)
QuickVue® Influenza Test® .
(Ouide) AorB Nasal wash/aspirate/swab Yes
QuickVue® Influenza A+B Test* NP° swab
(Quidel) Aand B Nasal wash/aspirate/swab ves
SAS™ FluAlert A&B )
(SA Scientific) A and B Nasal wash/aspirate No
SAS™ FluAlert A* . Yes
(SA Scientific) A only Nasal wash/aspirate
SAS™ FluAlert B® .
(SA Scientific) B only Nasal wash/aspirate Yes
Sofia® Influenza A+B *7# NP° aspirate/swab/wash Yes
i A and B
(Quidel) Nasal wash
TRU FLU®" s No
(Meridian Bioscience) A and B NP aspirate/swab Nasal wash
XPECT™ Flu A&B* A and B Nasal wash/swab No
(Remel/Thermofisher) Throat swab

1. List may not include all test kits approved by the U.S. Food and Drug Administration. Discontinued
tests not included.

2. Approved respiratory specimens according to manufacturer's package insert. Note that test
performance may vary if other

respiratory specimens are used.

. Ref: http://www.cms.gov/Regulations—-and-Guidance/Legislation/CLIA/index. html

. Distinguishes between influenza A and B virus infections.

. NP = nasopharyngeal.

. Does not distinguish between influenza A and B virus infections when used alone.

. Immunofluorescence assay.

. Requires use of a separate analyzer reader device

(oo BN RO RN I ~ NN OV)
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et al., 2017; Rye et al., 2016; Tuttle et al., 2015).

THAHAHE) 72
automated immunochromatographic antigen detection tests (digital
Merckx immunoassays [DIAs]. ) o
Digital immunoassays use an instrument—based digital scan of the test
(2017) strip to enhance antigen detection accuracy by eliminating the need for
an operator to visualize and subjectively interpret test results.
Koski the Sofia FIA uses an immunofluorescence—based )
(2017) lateral—flow technology to detect influenza A and B nucleoprotein
antigens,
The Sofia Influenza A+B Fluorescence Immunoassay uses an
immunofluorescence—based lateral flow technology to detect influenza
A and B nucleoprotein antigen. This assay can be completed within 15
min and the results are reported as positive or negative for influenza
Chong virus A or B. Briefly, 250 uL of specimen and reagent buffer were
(2019) mixed in a reaction tube. A final volume of 120 uL of sample was

placed in a Sofia reaction cassette using a premeasured pipette and
incubated for 15 min to allow the reaction to occur. The reaction
cassette was inserted into the Sofia vfluorescent reader and the results
were automatically printed within 1 min.

Yang (2018)

The Sofia influenza A+B fluorescent immunoassay (Sofia FIA) test utilizes
immunofluorescence technology and a specific analyzing device to detect
influenza nucleoproteins.

Ryu (2018)

The Sofia Influenza A+B Fluorescence Immunoassay (Quidel) is a rapid
diagnostic kit that uses immunofluorescence technology to enhance its
sensitivity.

We compared three RIDTs with digital readout systems:
BUDDI(NanoEnTek, Seoul, Korea), the Sofia Influenza A+B Fluorescence
Immunoassay (Quidel, San Diego, CA, USA), and the BD Veritor System
Flu A+B assay (BD Diagnostics, Sparks, MD, USA). A conventional rapid
test (SD Bioline Influenza Ag A/B/A(HIN1/2009), Standard Diagnostics,
Yongin, Korea) system for influenza detection was included for comparison.

Rack-Hoch
(2017)

The new Sofia point—of—care system is a fluorescent immunoassay
(FIA) based on lateral flow technology using monoclonal antibodies
labelled with Europium as a fluorescent tag.

Ryu (2016)

Recently, influenza RDTs equipped with digital reader systems have
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been introduced and evaluated for comparison of detection
sensitivity.[2,3] The Sofia® Influenza A + B Fluorescence
Immunoassay (Sofia; Quidel Corp., San Diego, CA, USA) detects
influenza A and B viruses using immunofluorescence technology with
eurgpium dye, and is interpreted with a portable fluorescence automatic
reader.

Gomez (2016)

The Sofia Influenza A + B Fluorescence Immunoassay and SofiaRSV
Fluorescence Immunoassay (FIAs) have recently been commercialised.
They employ a novel technology different from other RDTs: these
tests are immunofluorescence assays that use aeuropium dye, which
enhances the overall sensitivity. In addition, the assays have an
instrument—read work mode, thus they avoid the operator
interpretation of results that can lead to errors with other RDTs

The Sofia Influenza A + B and Sofia RSV FIAs (Quidel Corpora—tion,
San Diego, CA, USA) are lateral flow immunoassays, which employ a
fluorescence reaction (europium dye) to detect influenzaA, influenza B
or RSV nucleoprotein antigens.

Arbefeville
(2015)

The Sofia Influenza A+B FIA is a novel fluorescence—based lateral
flow immunoassay that uses specific antibody—coated beads coupled to
a heat— and light—stable europium conjugate to detect Flu A and
influenza B (Flu B) viral nucleoprotein antigens; this contrasts with the
other assays, which are based on chromogenic or lateral—flow
immunoassays. The Sofia Analyzer uses the europium fluorescent tag
illuminated by an ultraviolet light source, to detect antigen. The
fluorescence is measured by the Sofia Influenza Analyzer, which
displays the test results as positive, negative, or invalid.

Noh (2015)

The Sofia™ Influenza A + B FIA (Quidel Corporation, CA, USA) is a
novel fluorescent immunoassay used to detect influenza A and B within
15 minutes using the Sofia Analyzer

Leonardi
(2015)

The Sofia influenza A B fluorescent immunoassay (FIA) (Quidel, Inc.,
San Diego, CA) uses a fluorescence reader to detect influenza
nucleoprotein antigens.

Tutlle
(2015)

First—generation rapid tests (laminar flow strip tests) produce
macroscopic color changes visualizing the presence of viral antigens.
The sensitivity of test strips 1is highly reader—dependent, and
sensitivities vary widely between different study sites and products.

In an effort to improve rapid test specificities and sensitivities,
second—generation tests have been developed, utilizing advanced lateral
flow technology, fluorescent tags, and automated readers for improved
sensitivity and objectivity. => SOFIA

Hazelton
(2015)

The Sofia Influenza AbB FIA (hereafter Sofia; Quidel, San Diego, CA)
is a novel lateral—flow immunoassay that uses specific
antibody—coated beads coupled to a heat and light—stable europium
chelate instead of the traditional gold immunochromatography employed
by most available RIDTs.

Bruning
(2014)

Sofia Fluorescent Immunoassay Analyzer (FIA) (Quidel, San Diego,
CA) is a rapid fluorescence—based lateral flow immunoassay in which
results are analyzed by a compact instrument.

Dunn
(2014)

The QuidelSofia® InfluenzaA+B FIA (Sofia; Quidel Corp., San Diego,
CA, USA) detects and differentiates influenza A and B viruses using
immunofluorescent technology to qualitatively identify virus—specific
nucleoprotein antigens in nasal swabs, NP swabs, and NP aspirates or
washes. Results from both the Veritor and Sofia assays are analyzed
and interpreted digitallywith their respective readers. These digital
immunoassays (DIAs) enable lower limits of detection (LODs) due to
a low cut—off, reduce operator variability, and allow for a negative
control that reduces the probability of non—specific binding. The
objective, qualitative result of the DIAs potentially enables use of
these assays outside the central laboratory environment.
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Recently a novel fluorescent immunoassay (FIA) (Sofia Influenza A+B
FIA, Quidel, San Diego, CA) was developed to detect and differentiate
influenza A and B in patient specimens.
The Sofia Influenza A+B FIA is a commercially available in vitro
| diagnostic device that detects viral nucleoprotein antigens. Although
Lewandrowski | capable of detecting a broad range of influenza A virus subtypes, it
(2013) was not designed to specifically identify the virus subtype. The test is
a fluorescence—based lateral flow immunoassay in which results are
analyzed objectively by a compact instrument (Sofia Analyzer) rather
than visually. Instead of antibody—tagged colored microparticles, the
Sofia technology uses a unique polystyrene microbead that has been
impregnated with a chelate of europium.
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291A3]of ZHARE 789 IR HAGHA S L 391, AAW 191, AoFg4d
29l A7 1)e & 71e9 AHARYROl  distel  “Fluorescent
immunoassayS ©]-&3 WY =0tE 1 9H(ICA using FIA) °|2k= 9ot

AYgg 2t JHaEe F2olt P F YAt - latex beads - &4 Fo 2FH
T E= FAZE 199 WEHQl oA A o]F5S Sk AE oot I - A

£ Arrole BYo = ‘Lateral flow assay 2l AHTCHIH 6).

Gold particle

Latex beads
Virus e
(antigen)
% - e 3. Positive signal is detected as a line
conjugate t e Ty
# ant] ﬂ (visual or using a specific detector)
1. Drop the mixture
on the sample pad

immaobilized
i antibody

'/‘? - vl ) [ = 7’
Sample pad i 5

2. The mixture flows on the membranes

77 6. HYIZOIETHT| 22 BAE
(X : Sakurai et al., 2012)

5 AR & 4R iAo, FF(europium)O|ElE B0 FAIE FRAA QAEFq
= =
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Schematic of the Sofia FIA Test Strip

Apply Specimen Here

Label Pad Nitrocellulose PCZ  Absorbent Pad
Control  anti  anti Reference
Sample Pad Line FluB FluA Lina

Direction of Sample Flow

PCE = Procedural Comtrol Zone

2 7. BYHARAY ZARR)
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AS AAlstATt

AIEFA AB Hiol#A FAAAL ZrolEA] AREE= Quidel Sofia Influenza

=
+
oo
=
=

= PLUGEAHo |, Hio|H ATt FFEERI europiumS FARE AL v
, 8= 71A(Sofia = Sofia2)olA &F7gste] WAEE =<1 WHolx, wido
o)X= lateral-flow formato|H, ol= Al&HIITZutE D n]o|A 713 Ho]

= B 59 stdolth thE T ) AAHR dAINRS, FRedet AWk, Tto]
AAD FA] FIA (FFHLRAH)E o83t AolH, FU-FA EFA7} ol 55k lateral
flow immunochromatographic assay°l sf@3dtth= 2J7o|Qitt. 2= Al 7HA] HAR=
x4 B4 dfgt A7 t2AT, FYSE lateral flow immunochromatographic
assay ol AREEl= T europiumlZ FYUSIEZ AAPIHE LEZHOZ F

dofrhs ool

olo
_O\_i"
1=
ol

Q.

9
ol
o
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>
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0
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QUZZUX A-B HIOIZIASHZAL ZI0IZAT [FEHAZAH)

22. 88 H4E

ol RL S ST A8 9

ok
)
fu}
%
—‘[:
o
L
g
>
o,
N
%
5
i,

%5_17&&91 ‘%P%*—P: 7l Adwrlewdrt U¥E A8ste]  Ovid-MEDLINEO]A]
“(influenza A OR influenza B) AND (fluorescence OR fluorescent) AND (rapid
OR sofia OR eruopium OR time-resolved fluoroimmunoassay OR tr fia)’ o=
ANET, BUES AR/ STt B Ae 20124 olFE Asto] AEsHY
L TEAEE JEFAR A ()RS IR, AN FRUdRAeR

=

AEFAAL A-B Hpo|HAFLAATT 0] JAREHAMNENY Ee AT
Wlielo] Wergetio] BTE 7S AEvlEes et
ot M2
AR AB HolARAAA, ToldHGFAARA ] §7A Bl mpe
T AFe AANERLE 39, A Aomrew7t Al ke 239 AFE xddst
o TS BT DEAT 2589 F 2880l WIFT. AT BHE che)
#* 8, # 99 At
B 8. MAXNESIE E313H)
1K iae = -
= oTICHA MEfESIA AL A E LS
:I'Ll'_' (ﬁE) 'I?'% |_:I'I'I:H<; (bl mayuly o EHJ |__—'Tﬁ*|' 7'— ;él (Lm
Erc= Sofia 9, Quickvue
Bruning L(Acute 134% 26,
! (2017) SR Respiratory Tract BinaxNow 19, PCR
Infections) DirectigenEZ 16 S
Merckx QSR Q] A0} . RIDTs 130, DIAs 19, _
21 o) SR 2 00 5%} 1623 NAATs 13* RT-PCR
i o=z O|Al i Oof
3 Koski SR QISZAURL —I;.:I A0t 1am B_D veriator  3H, HHYS,
(2017) ERSEN, Sofia 7, Alere | 6% | RT-PCR

* DIA: Sofia 13, BD Veritor 6
traditional RIDTs: Directigen 29™, BinaxNOw 21™, QuickVueAB 21H, QuickVue 9™
rapid NAATs: Alerel 8, Cobas 5M
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B 9. CIEOITR(5H)
1K fiae - STHAAL H|wZAL
=] ! o A 7 _;':_ [=} [=}
:I'Ll'_' (ﬁE) %— L'_TLEHJXI' EJ_7|._ _;lgg_ _7|E§_
1 Chong il 552 fresh respiratory RT-oPCR Sofia Influenza STAFNESRD
(2019) e specimens g A+B .
Bioline
Yang HH o ~ Sofia Influenza
2 (2018) o 109H RT-PCR AR Formosa
BUDDI,
3 Ryu i 218 nasopharyngeal RT-PCR Sofia Influenza Veriator
(2018) 2 swabs A+B system, SD
Bioline
Rack-Hoch o Sofia FIA .
4 (2017) o 114 sample RT-PCR (Am) BinaxNOW
ichroma
5 Yoon HH 385 influenza RT-PCR Sofia Influenza TRIAS, SD
(2017) ipe suspected A+B Bioline,
BinaxNoW
Busson bl Sofia Influenza .
6 (2017) o2 267 samples PCR AB Alere i
Selove HH . Sofia Influenza
7 (2016) oy 1649 nasal aspirates RT-PCR ALB -
. Veriator
Ryu oA 314 nasopharyngeal ~ Sofia Influenza
8 (2016) e swabs RT-PCR A+B system, SD
Bioline
Kammerer HH Sofia Influenza .
9 (2016) o RT-PCR AB QuickVue
Gomez o 1065 respiratory ~ Sofia Influenza
10 (2016) ipe samples RT-PCR A+B B
1 Piche-Rena o 416 respiratory trz_ad||t|onﬁl Sofia Influenza _
ud (2016) it samples virar ce A+B
culture
19 Arbefeville H 40 specimens ES/R Sofia Influenza _
(2015) ol P andror A+B
culture
Noh Sy 394 patient ith Sofia Infl
ol patients  wi _ ofia Influenza .
B o) I | influenza-fike illness | 1 TCR A+B SD Bioline
i 202 paired )
Hazelton Sofia Influenza Alere |
14 N nasopharyngeal RT-PCR . X
(2015a) 123 Evvags g A+B BinaxNOW
Leonardi HH 411 nasopharyngeal 3 Sofia Influenza .
15 (2015) o312 swabs RT-PCR AR Veriator
16 Tuttle =H 686 nasopharyngeal RT_I.DCIR / Sofia Influenza ~
(2015) 12 samples vira A+B
culture
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QUZZUX} A-B HIOIZIAIAL ZI0|ZAF [HETHAZY

1R gy = STHEAL HIwZA
= T O4ZIA F7=
:I'Ll'_' (ﬁE) 1?—@ L'_TLEHJXI' EJ_7|._ _;lgg_ _7|E§_
Hazelton Sy 209 consscutive Sofia Influenza
17 (2015b) i respiratory tract RT-PCR A+B -
123 swabs
18 Beckmann HH 21;{3“;2?;6\%2\/6 multiplex Sofia Influenza BinaxNOW,
ol i
(2015) a influenza like illness NAT AtB Alere INAT
Bruning oA ~ Sofia Influenza ~
19 (2014) o312 66 sample RT-PCR AR
Dunn =H 240 pediatric Sofia Influenza BD Veriator,
200 o1 | aee atients RT-PCR A+B Alere
- P BinaxNOW
Olsen CH : Sofia Influenza .
21 (2014) o RT-PCR AR Quick-Vue
Lowadrows 2047 subjects
2 ki oM | provided nasal swabs RT-PCR Sofia Influenza _
(2013) o412 and nasopharyngeal A+B
swabs or aspirates
118 frozen original
. influenza—positive ) .
Leonardi HH . ~ Sofia Influenza QuickVue,
23 (2013) Nign Spe(s:;:gefcscs 57 RT-PCR A+B Directigen
specimens
Rath bl 395 infant and ~ Sofia Influenza _
24 (2012) o2 children RT-PCR AR QuickVue
241 patients . ;
= ’ fia Infl
25 Lee o nasopharyngeal RT-PCR Sofia Influenza Bmaxl\!OW,
(2012) Nia awabs A+B Directigen

' SR i1, Bruning (2017) ¢i720f =&t
2 SR =2, Merckx (2017) ¢40f| &3t
3 SR I3, Koski (2017) 4701 Z&t

Lt Eslnz

=

[T

-

i

Ho

1) AAHZs 0z At

© A

AAFEATZ 1HO] A (Bruning et al, 2017)°4E A&EFLYHAKrapid
influenza diagnostic tests, ©|5} RIDTs) AA|9] A AIE AAISIHL
A AHE Holxe UL E 68.1% (95% CI 58.0-76.0), SHEC|E 99.2%
(95% CI 95.5-99.6), B3 HA&°l &A= SFIHE 71.0% (95% CI
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I Bk 2 2y

56.8-82.1), BE0|%E 99.6% (95% CI 99.2-99.8)°]1%11, AF+BE AZo| tisf
A BT 61.1% (95% CI 53.3-68.3), E3FEo|x 98.9% (95% CI
98.4-99.3)2 HI1E 9

AAARIDTs), TAE AGEAH(digital immunoassays, DIAs) @ Al& HAZSE 7
AHrapid nucleic acid amplification tests, NAATs) 7+9] AtgeAdS v w5}
Aol Ms A "I oA, T AE FYE FHAFI7] A ABA
2EH(test striprE AH| 719 HAER Afisks VIR FHHIEAHO] of7]d
st Hokth A A&l disf 1A e HAls SFUAE 54.4% (95%CI
48.9-59.8), FHECIE 99.4% (95% CI 99.1-99.7), DIAs HAMHY A= 80%
(95% CI 73.4-85.6), 5&5°I% 98.3% (95% CI 97.4-98.9)°11c:. BE =&l i
A, 1A O] A&FUA e BT 53.2% (95% CI 41.7-64.4), S5
o= 99.8% (95% CI 99.7-99.9), DIAs ZHAMHS BIWAZ 76.8% (95% CI
65.4-85.4), E&E0|% 98.7% (95%CI 97.5-99.4)°| 3t}

@ ANTH(FFHIEA)

5 S ol FFHIRAY 7|5 AEIEE o835t ke AAA
Az 34 ERIT 4= SI3ith Bruning 5(2017)9 &34 EiE A+BE A
o] A HeEA Ak SEUAE 75.3% (95% CI, 59.2-91.5%), &%
o|% 95.3% (95% CI, 91.5-99.5%)°130t}. & 1HMerckx & 2017)9 &
A AAE ADYEY HeEddnes A e SEURE 77.8% (95% CI
68.8-85.4), EFEOCIE 98.5% (95% CI 97.4-99.2), B AL EFId=
73.5% (95% CI 55.8-86.1), BFECIE 98.0% (95% CI 95.4-99.1)°]4tt.
Koski 5(2017)9] AolAl= HeREAE AldetA] oo, 23 E3solAe] A
e HAE AT AT HE2 UAE 71.4-95.8%, E°|% 91.1-100%°I3
, B A&L W7E 33.3-98.1%, So|=(AA| E)E HI1H At

2 v fe

e}
a
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QUSEAX

A-B HO[2{A&

rey7
9|7
e

St
o

AL ZH0IZAL [

o4

H 10. MM HAMSSHA0E Zat
o AY BY A+BE
(©I5) = S& Sn & Sp & Sn &t Sp =&t Sn &t Sp
(95% Cl) | (95% Cl) | (95% ClI) | (95% Cl) | (95% Cl) | (95% Cl)
Y 99.2 71.0 99.6 61.1 98.9
== A (58.0-76.0) | (95.5-99.6) | (56.8-82.1) | (99.2-99.8) | (53.3-68.3) | (98.4-99.3)
Sofia B B B B 75.3 95.3
(59.2-91.5) | (91.5-99.2)
QuickV ~ ~ ~ ~ 44.6 99.3
Bruning ue (29.1-60.0) | (98.8-99.9)
(2017) | M2 [BinaxN B B B B 44.1 99.4
8| ow (23.3-64.9) | (98.6-100)
Directi ~ ~ ~ ~ 35.8 99.2
gen (11.8-59.7) | (98.0-99.4)
mariP _ _ _ _ 76.1 994
oC (53.5-98.7) | (98.3-100)
traditional 54.4 99.4 53.2 99.8 B B
RIDTs | (48.9-59.8) | (99.1-99.7) | (41.7-64.4) | (99.7-99.9)
- 80.0 98.3 76.8 98.7 B B
= | (73.4-85.6) | (97.4-98.9) | (65.4-85.4) | (97.5-99.4)
Merckx | 51 [ gofis 77.8 98.5 735 98.0 B B
(2017) (68.8-85.4) | (97.4-99.2) | (55.8-86.1) | (95.4-99.1)
Veritor| 830 97.5 80.0 99.5 B B
(73.4-90.1) | (95.5-98.7) | (68.8-88.2) | (98.8-99.9)
. 916 99.2 95.4 99.4
rapid NAATS| (01 995.0) | (98.6-99.7) | (87.3-98.7) | (98.9-09.8)
Sofia
7m) 71.4-95.8 | 91.1-100 | 33.3-98.1
Koski | BD Veritor
0017) (3m) 72-93.8 | 57.1-99.07 | 69.3-94.2 100
Alere i*
68 73.2-993 | 625-100 | 452-100 | 53.6-100

DIA, Digital immunoassay: RIDTs, Rapid Influenza Diagnostic Tests;
* iNAAT (isothermal nucleic acid amplification technology) Jl=
Koski (2017) 312 HIERZA0| $=(X|
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A Agol dish =

[
13

=]

=

0!

AT 41.5-100%, Sol%= 89-100%, BFOl
WZHE 33.3-98.1%, Eo|% 70.7-100%, A+BR@o] tis] WZE 59.3-83%, o]
T 61.2-99.7%2] W= HIISHH

I~
=

ik

H 11, QSR A AE(E 22W)_TIHHetS
KRHSE) HEH H;o|= RIZE, %(n) £0|=, %(n)
Sofia 71.1 (32/45) 98.8 (488/494)
Chong (2019) | STNADARD F RT-gPCR 72.3 (34/47) 99.0 (498/503)
SD Bioline 56.5 (26/46) 99.8 (499/500)
Sofia RT-PCR / virus 82 (27/33) 89 (68/76)
Yang (2018) Formosa culture 55 (18/33) 9 (75/76)
Sofia 945 (69/73) 97.7 (83/85)
BUDDI ~ 87.7 (64/73) 100 (85/85)
Ryu (2018) Veritor RT-PCR 87.7 (64/73) 9.5 (32/85)
SD Bioline 72.6 (53/73) 100 (85/85)
Rack-Hoch sofia conventional 100 (7/7) 100 (50/50)
(2017) BinaxNOW FIA 100 (5/5) 100 (51/51)
Sofia 74.2 (89/120)* 100 (265/265)*
59.2 (71/120)* 99.6 (264/265)*
. 74.2 (89/120)* 100 (265/265)*
Yoon (2017 chroma TAS | o 50.2 (71/120)* 100 (265/265"
SD Bioline 63.3 (76/120)* 100 (265/265)*
30.8 (37/120)* 100 (265/265)**
_ 60.8 (73/120)* 100 (265/2665)*
BinaxNOW 30.0 (36/120)* 99.2 (263/265)**
Sofia 70.7 (41/58) 995 (NR)
Busson (2017) Alere i PCR 91.4 (53/58) 97.6 (NR)
Selove . PCR-based
(2016) Sofia RVP test 41.5 (102/246) 99.2
Sofia 74.2 (66/89) 100 (225/225)
Ryu (2016) BD Veritor RT-PCR 73.0 (65/89) 100 (225/225)
SD Bioline 53.9 (48/89) 100 (225/225)
Sof 82 (62/76) T 98 (290/296) *
OTla
Ka(%?ge' RT-PCR 71 (63/75) T 97 (411/424) T
QuickVue 57 (16/28) 1 100 (74/74) 1
Gomez (2016) Sofia rRT-PCR 75.3 (244/324) 98.6 (723/733)
Piche-Renaud . traditional wviral
2016 Sofia ol e 90.0 (54/60) 98.0 (344/351)
Arbefeville .
(2015) 9 Sofia rRT-PCR 67.5 (27/40)
Sofia ] 74.0 (145/196) 95.4 (186/195)
Noh (2015) SD Bioline RT-PCR 54.1 (106/196) 95.9 (187/195)
Hazelton Sofia - 71.4 (25/35) 98.2
(2015a) BinaxNOW 44.4 (16/36) 100
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QIERVUKE A-B HIO|ZHASIAAAL 7H0|ZAL [RGTHARA]
FRHSE) HEH & |=E RIZE, %(n) 0|, %(n)
Alere iINAT 77.8 (28/36) 100
Leonardi Sofia RT-PCR 79.0 (79/100) 99.0 (308/311)
(2015) BD Veritor 64.0 (64/100) 99.4 (309/311)
Tuttle (2015) Sofia RT-PCR 80.6 (50/62) 99.3 (577/581)
Hazelton .
(2015b) Sofia rRT-PCR 72.4 (21/29) 98.3 (177/180)
Bruning (2014) Sofia RT-PCR 66.7 (6/9) 96.6 (57/59)
Dunn Sofia 95.8 (46/48) 91.1 (175/192)
(2814) BD Veritor RT-PCR 93.8 (45/48) 97.9 (188/192)
BinaxNOW 79.2 (38/48) 99.5 (191/192)
Lew(%’]rg;“k' Sofia RT-PCR 78 (260/333) 99.4 (1121/1128)
Lsonardi Sofia 80.0 (72/90) 100 (51/51)
(2013) QuickVUE RT-PCR 73.3 (66/90) 96 (49/51)
Directigen 73.3 (66/90) 100 (51/51)
Sofia 82.2 (60/73) 100 (96/96)
Lee (2012) BinaxNOW virus culture 54.8 (40/73) 100 (96/96)
Directigen 68.5 (50/73) 100 (96/96)
SHARA
Q0 = .
Q0oF (SofiakI=) 41.5-100 % 89-100 %
rRT-PCR, real-time RT PCR
* nasopharyngeal swabs, ** saliva samples
T 2012-2013 influenza season, T 2013-2014 influenza season
9 Pandemic Influenza A(HTN1)pdm09 virus Z&
T 12. QIER0X} B AE(Z 19W) RICHMStM
AHAE) HEH &A1= ”._".:.*E S0|=
Sofia 7.1 (4/7) 99.3 (528/532)
Chong (2019) STNADARD F RT-gPCR 57.1 /7 90.8 (542/543)
SD Bioline 42.9 (3/7) 99.8 (538/539)
Sofia RT-PCR / virus 71 (5/7) 3 (90/102)
Yang (2018) Formosa culture 57 (4/7) 100 (102/102)
Sofia 91.7 (55/60) 95.3 (81/85)
BUDD ~ 81.7 (49/60) 100 (85/85)
Ryu (2018) Veritor RT-PCR 81.7 (49/60) 100 (85/85)
SD Bioline 78.3 (47/60) 100 (85/85)
Sofia 75.9 (22/29)* 99.7 (355/356)*
Yoon (2017) RT-PCR 65.5 (19/29) 99.2 (353/356)

ichroma TRIAS

75.9 (22/29)*
62.1 (18/29)**

99.7 (355/356)*
99.7 (355/356)**
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RRHAE) = BwiE RRIE S0l
N 75.9 (22/29)* 99.2 (353/356)*
SD Bioline 4.4 (1229 98.6 (351/356)**
. 58.6 (17/29) 99.7 (355/356)*
BinaxNOW 31.0 (9/29)** 99.7 (355/356)**
Sofia 54.5 (6/11) 98.8 (NR)
Busson (2017) Alere i PCR 545 (6/11) 98.8 (NR)
Selove . PCR-based
2016) Sofia AVP toct 375 (18/48) 2.6
Sofia 82.5 (85/103) 100 (211/211)
Ryu (2016) BD Veritor RT-PCR 72.8 (75/103) 100 (211/211)
SD Bioline 71.8 (74/103) 100 (211/211)
A Sofia 84 (52/62) 1 83 (257/310) T
2016) RT-PCR 53 (40/75) T 95 (403/424) T
QuickVue 62 (15/24) T 100 (78/79)
Gomez (2016) Sofia rRT-PCR 50 (8/16) 92.4 (962/1041)
Piche-Renaud . traditional wviral
2016) Sofia o e 90.0 (40/44) 98.9 (363/367)
Heolton Sofia 33.3 (4/12) 995
(20?52) BinaxNOW RT-PCR 25.0 (3/12) 100
Alere iNAT 75.0 (9/12) 99.0
Leonardi Sofia RT-PCR 92.9 (26/28) 96.7 (371/383)
(2015) BD Veritor 786 (22/28) 98.7 (378/383)
Tuttle (2015) Sofia RT-PCR 71.9 (64/89) 99.0 (591/597)
Hazelton .
(20155) Sofia rRT-PCR 33.3 (2/6) 99.0 (201/203)
Bruning . .
201 Sofia RT-PCR 40 (4/10) 89.7 (52/58)
B Sofia 98.1 (51/52) 70.7 (133/188)
(281 A BD Veritor RT-PCR 94.2 (49/52) 100 (188/188)
BinaxNOW 80.8 (42/52) 995 (187/188)
Lew(%j]rg;“k' Sofia RT-PCR 86 (211/245) 98.4 (1197/1216)
Lconerd Sofia 74.8 (22/27) 100(51/51)
(2013) QuickVUE RT-PCR 59.3 (16/27) 98 (50/51)
Directigen 40.7 (11/27) 100 (51/51)
Sofia 77.8 (56/72) 100 (96/96)
Lee (2012) BinaxNOW virus culture 62.5 (45/72) 100 (96/96)
Directigen 52.8 (38/72) 100 (96/96)
HYTRAY
OF — 0y L (0}
9 Sofior®) 59.3-83 % 61.2-99.7 %

rRT-PCR, real-time RT PCR
* nasopharyngeal swabs, ** saliva samples
T 2012-2013 influenza season, T 2013-2014 influenza season
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QIEZXL A-B HIO|HASAA

H 13. QEF

Xt A+B HBE(E

AL ZI014AL [

HuoeEa)

BIH) RICHESHA

[erale)
HRHHE) HEd ;W |E A= S0|=
Sofia 70.6 (36/51) 98.0 (478/488)
Chong (2019) | STNADARD F RT-gPCR 71.7 (38/53) 098.8 (491/497)
SD Bioline 55.8 (29/52) 99.6 (492/494)
Cermmoror Sofia 83 (114/137) * 81 (190/235) *
0016 RT-PCR 62 (93/150) ** 03 (325/349) **
QuickVue 59 (31/53) * 100 (49/49) *
Seckmann Sofia 59.3 (16/27) 098.9 (182/184)
0012) BinaxNOW multiplex NAT 29.3 (8/27) 100 (183/183)
Alere iNAT 77.8 (21/27) 99.5 (183/184)
Sofia -~ 100 (12/12) 61.2 (219/358)
Olsen (2014) QuickVue rRT-PCR 55.9 (33/59) 99.4 (1086/1093)
Rath (2012) Sofia RT-PCR 78.1 09.7
S THHO I AJEH
Qo %*gc;ﬁ:?)u 33.3-98.1 % 70.7-100 %
=7

rRT-PCR, real-time RT PCR
* 2012-2013 influenza season, ** 2013-2014 influenza season

AEFAA AG f‘M 20H-Z o|&sto] A5t oH, A& gt A
B394 0.78 (95% CI 0.76-0.80, 1°=61.2%), %ﬁ%om 0.98
(95% CI 0.98-0.99, 1’=80.4%)°1Att. @ AZFAA B dizh F 18HE ©]
4ot EAstgleH, HEo ditt AdASEL FRYHRE 0.81 (95% CI
0.79-0.84, 1’=78.4%), &% Eo]E 0.97 (95% CI 0.96-0.97, 1°=93.7%)°]3it}.
® UAEFMA A+Bol tHsf & 4B o]8sto] EAstglor, A& it A
Ao BIJUAE 0.72 (95% CI 0.67-0.76, 1*=84.9%), BIEO|E 0.86
(95% CI 0.85-0.88, 1>=98.6%)°] iT}.
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0.2 0.4 0.5
Sensitivity

T8 8. HERRMZNEY

Cioj2Ale) 1 QIBSAR AY 2

0z 0.4 08
Specificity

8 9. HEEAMZEIN

Cioj2AlE) 1 QIBSAR AY 2

Sensitivity (95% CI)

Chong 2018 0.71 (0.56-0.24)
“ang 2018 0.82 (0.85-0.93)
Ryu 2018 0.95 (0.87 -0.98)
Rack-Hoch 2017 1.00 (0.59-1.00)
Yoon 2017 0.74 (0.65-0.82)
Busson 2017 071 (057 -0.82)
Ryu 2015 0.74 (0.54-0.83)
Kammerer 2016 0.82 (0.71-0.50)
Gomez 2016 075 (0.70-0.20}
Piche-Renaud 2016 0.80 (0.79-0.95)
MNoh 2015 0.74 (087 -0.80)
Hazelton 2015a 071 (0.54 -0.85)
Leonardi 2015 078 (0.70-0.87)
Tuttle 2015 0.81 (0.9 -0.90)
Hazefton 2015k 072 (0.53-0.87)
Bruning 2014 067 (0.30-0.93)
Cunn 2014 0.96 (0.86-0.99)
Lewardrowski 2013 0.7e (0.73-0.82)
Leonardi 2013 0.20 (0.70-0.88)
Lee 2012 0.22 (0.71-0.90)

Pooled Sensitivity = 0.78 (0.75 to 0.80)
Chi-sguare = 48.81; df = 18 (p = 0.0002)
Incongistency (square) = 61.2 %

Es50i7ie

[= iy |

M

o

Specificity (95% CI)

Chong 2019 0.99 (0.97-1.00)
“ang 2013 085 (0.30-095)
Ryu 2018 0.98 (0.92-1.00)
Rack-Hoch 2017 1.00 (0.93-1.00)
“oon 2017 1.00 (0.99-1.00)
Busson 2017 1.00 (097 -1.00)
Ryu 2016 1.00 (0.98-1.00)
Kammerer 2016 0.98 (0.96-0.99)
Gomez 2016 0.99 (0.98-0.99)
Piche-Renaud 2018 098 (0.96-099)
Noh 2015 0.95 (0.91-0.93)
Hazelton 2015a 0.98 (0.95-1.00)
Leonardi 2015 0.99 (0.97-1.00)
Tuttle 2015 099 (0D5928-1.00)
Hazelton 20150 0.98 (0.95-1.00)
Bruning 2014 097 (0.88-1.00)
Dunn 2014 091 (0.86-095)
Lewardrowszki 2013 0.99 (0.99-1.00)
Leonardi 2013 1.00 (0.93-1.00)
Lee 2012 1.00 (096-1.00)

Pooled Specificity = 0.9 (0.98 to 0.99)
Chi-zguare = 98.20; df = 19 (p = 0.0000}
Inconsistency (Fequare) = 80.4 %
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QIEZVXF A-B HIO|ZASIAZAL ZH0|ZAL [SETHAZ AR
— Sensitivity (95% Cl)
£ — Chong 2019 0.57 (0.18-0.90)
" ang 2018 071 (0.25%-0.96)
| +—&— | Ryuzia 0.92 (0.82-0.97)
- Yoon 247 0,76 (0.56-0.50)
- k| Busson 2017 0.55 (0.23-0.83)
—— Ryu 2016 0.83 (0.74-0.389)
— Ll Kammerer 2016 0.84 (0.72-082)
= o Gomez 2016 0.50 (0.25-0.75)
Ll | Piche-Renaud 2016 091 (078-097)
& i Hazelton 2015a 0.33 (0.10-0.85)
———#—| Leonardi 2015 0.93 (0.76-0.99)
—& Tuttle 2015 0.72 (0.81-0.81)
o . Hazelton 2015b 0.33 (0.04-0.78)
4 I Bruning 2014 0.40 (0.12-0.74)
v+ —4 Dunn 2014 0.98 (0.90-1.00)
|~ Lewardrowski 2013 0.86 (0.81-0.50)
—_—— Leonardi 2013 0.81 (0.62-0.94)
—a Lee 2012 0.78 (0.86-0.87)
Il
¢ Pooled Sensitivity = 0.81 (0.79 to 0.34)
Chi-square = 78.79; df = 17 (p = 0.0000)
0.2 0.4 0.6 (R 1 Incensistency (lsquare) = 78.4 %
Sensitivity
J% 10, HEFEMZRHIZHARME) @ QSRR BY AE ST
Specificity {95% Cl)
Chong 2019 0.95 (0.93-1.00)
wang 2018 0.88 (0.80-0.94)
Ryu 2018 0.95 (0.83-0.99)
oon 2M7 1.00 (0.98-1.00)
Busson 217 0.9 (0.97-1.00)
Foyu 2018 1.00 (0.88-1.00)
Kammerer 2016 083 (0.78-0.87)
Gomez 2016 0.92 (0.91-0.94)
Piche-Renaud 2016 0.99 (0.97-1.00)
Hazelton 2015a 0.99 (0.97-1.00)
Lecnardi 2015 0.97 (0.95-0.58)
Tuttle 2015 0.95 (0.983-1.00)
Hazelton 2015b 0.9% (0.95-1.00)
Bruning 2014 0.90 (0.79-0.96)
Dunn 2014 0.9 (0.92-0.99)
Lewardrowski 2013 0.98 (0.93-0.99)
—4 Leonardi2013 1.00 (0.93-1.00)
Hé Lee 2012 1.00 (0.95-1.00)
Il
& Pooled Specificity = 0.97 (0.96 to 0.57)
Chi-square = 267.77; df = 17 (p = 0.0000)
0.2 0.4 0.6 0.8 1 Inconsistency (lsguare) = 93.7 %
Specificity
J% 11, HEREMZNIZHARME) @ QSRR BY AE SHS0|T
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Sensitivity (95% Cl)

—t— Chong 2019 0.71 (0.56-0.83)
! 1—.— Kammerer 2016(2012-2013) 0.83 (0.76-0.29)
—.—1— | Kammerer 2016(2013-2014) 052 (0.54-0.70)
—_— Beckmann 2014 0.58 (0.39-0.78)
| 4—=——— QOlzen 2014 1.00 (0.74-1.00)
[
L"—l Pooled Sensitivity = 0.72 (0,57 to 0.78)
Chi-sguare = 26.42; df = 4 (p = 0.0000)
0 0z 04 08 03 1 Incensistency (lsguare) = 84.9 %
Sensitivity

O3 12, HERRMZINGEHAZMY) « ASRAX} A+B AE SEUAT

Specificity (95% CI)

| Chong 2018 0.88 (0.96-0.89)
. Kammerer 2016(2012-2013) 0.81 (0.75 - 0.88)
|48 | Kammerer 2016(2013-2014) 0.93 (0.90 - 0.96)
| # Beckmann 2014 059 (0.95-1.00)
|

Olzen 2014 081 (0.56 - 0.88)

U Pooled Specificity = 0.86 (0.85 to 0.83)
Chi-zguare = 283.18; df = 4 (p = 0.0000)
0 0.2 0.4 08 0.8 1 Inconsistency (lequare) =986 %
Specificity

23 13. HERRAZISTRSRARY) | ABSAUX AB HE SHS0E

7171 EReEE A =T 7P W2 ISl 53202 JR2014.5) 24t
SAAe] A RS AR 5 weARIeR 34 APE Ads(performance)
7IEE 152 AYsiet & 7ol 23 A7 AToM e AFEE EF AFolA
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H 14, HIJAANMO] HFE HlL

| ok AY B
HE I il e T
o= | A" | BE Tz £0|= = S0|=
SAUHAEM
Sofia °°;|;“ O 13 | 11 | 71.1-100% | 89-100% |33.3-97.1% | 70.7-100%
SD Bioline ICA X 5 4 | 54.1-72.6% | 95.9-100% | 42.9-78.3% | 99.2-100%
BinaxNOW ICA X 5 4 | 44.4-100% | 99.5-100% | 25-80.8% | 99.5-100%
BD Veritor ICA O 4 4 | 64.0-93.8% | 96.5-100% | 72.8-94.2% | 98.7-100%
Directigen ICA X 2 2 | 68.5-73.3% 100% 40.7-52.8 100%
QuickVue ICA X 2 2 57-73.3% | 96-100% | 59.3-62% | 98-100%
Formosa ICA X 1 1 55% 99% 57% 100%
BUDDI ICA O 1 1 87.7% 100% 81.7% 100%
STANDARD F |fluorescence
Influenza A/B |immunochro| O 1 1 72.3% 99% 57.1% 99.8%
FIA matogrphy
ichroma TRIAS ICA O 1 1 74.2% 100% 75.9% 99.7%

H 15. FDA QIZZQXt MEZAA| Minimum Performance Standards

M@ 2 QUZZARL A QUZZAX} B
% | 95% CI it % 95% Cl et

Viral culture 7|&

el AL 290 >80 >80 270

0|z - >90 - >90
Molecular 7|

el AL >80 270 >80 270

0|2 - >90 - >90

* Zx : Green et al., 2018 5

5) Green DA, George K. Rapid Antigen Tests for Influenza: Rationale and Significance of
the FDA Reclassification. Journal of Clinical Microbiology. 2018;56: e00711-18.
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& 71&d BHE QAEFAA A-B HPO[HAGAAAL 7HolAAF ol Histe] X
BN oAE OF SRS, %ix}é)oﬂ ghofl AdgoE HEA7IH
5 51 AANSS A /8

1, 7 olddeidith 1 73%7}, ‘OlZ=2d|z} A-B HlolEA

YA, oldArel Ut 471 A8 24 vl 9iste] @ A, B Aoz
et we 7140 AR 2 Rl el o Fels) 2 Baye] A7l

oF ABrt U olo] uek, £91UsS THste] AABES At

4 4 PMME 52 SHHeE AES 23 AHIoAE AEFAA AB

Hio|HAGAFAL, THolAAHFFHI A ]2 HARYRO] diste] JIEFAA A-B Hio]
A 4 ASAE tieE A Q

AAolH, HAMEE] W WL “Fluorescent immunoassays ©-89F WY T ZulE 1]

1 H(ICA using FIA)"°o]2k= 9]0l itt.

1 olfE, & A= FEIR(europium)olgls FFELS FAE FHAA UAE
£t It ARt ASHINERS)E BF AAVIE TEote] AEFAY] FE 75
£ gQlsks HYEAHol, E3t SHi-5(lateral-flow) ¥EE o83tz HolA &
FHGEA (fluorescent immunoassay)Z} HEAZ0tE T Ho] Agte 7|&2, HA
HY 9 Ve S BF 18T A, "FHHYEAS o83 HAAEnEI uR”

b
!
»

= Alo] ZEsE ool
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H[
g

o o Ho A5 z3ts
of et Budt THET 2570] % 28Wo] elEglr)

AARERDE A7 3HIq ABZAA AB vlolel AL 11l [Fw
sAlo] dfstel A ANE BUSAT 1HoA EuE SYUPEE AL
77.8%, B8 73.5%, EYECIE= AY 98.5%, BE 98%°CloH, AGY BHS &

ofA &y EyE oE 18 A7 SINEE 75.3%, SRE0|LE 95.3%0.2 Ky
Ak MAZ AAE o2 1HoME UdEE AF 71.4-95.8.%, BE 33.3-98.1%°|%}
3, Eolx= Ag 91.1-100%, BF AlA <k %_i Bl

SHATFA Q %%M A-B HIo[HAGAZAY, 7HolAAL [FFHIRA ]| tiste]
AL HUg dFE Hiolga %‘%%i ABL 22%, BF2 19%Ho|o
™, A%} BES FESHA Fl A A= 5ol ERIE T

ABLS YT 41.5-100%, E°]% 89-100%, BE-L W T 33.3-98.1%, £9]
T 70.7-100%, A+B¥2 WZE 59.3-83%, S0l 61.2-99.7%°] ¥MHZ B
5F9Ath 2x2 table AbE0] 7FsotW ATE tiAOZ HEHEAS £t Ay
AZZQZ AY(F 20¥) HEO] g AP S = 0.78 (95% CI
.76-0.80, 1*=61.2%), EF=0l% 0.98 (95% CI 0.98-0.99, 1°=80.4%), A=
£ BB(F 18¥) HEo| it AHFEEL SFUHAE 0.81 (95% CI
0.79-0.84, 1’=78.4%), B¥E°l= 0.97 (95% CI 0.96-0.97, 1’=93.7%), A=
22 A+B(FE 4%) A& i AFFHL FFULT 0.72 (95% CI
0.67-0.76, 1*=84.9%), %—501 0.86(95% CI 0.85-0.88, 1*=98.6%)°| 1,
4L =2 Holqdt} old fig] AfHI]olME HAF AZI(IEFAAS] 733

), AAY] X1(%1114% A HolgiA F F), Fa®

=]

O,
(N

>~_4
O_:

of 7), Atehi(4ot/4
ZF7|&(viral culture, RT-PCR) 5o w&} ARHs: Axto] JFS u|a
Us 8200] g EA5te] AT 7t o]dAdo] 2 AR mHsiln

24 AE 23 AAATEIE AqolA HiE AA ASFEHA 9 144
A ALFAHA] A AINEIUAE © AF 54.4-68.1%, BF 53.2-71%,
A+BE 61.1%, BUECIE 1 AY 99.2-99.4%, BE 99.6-99.8%. A+BP 98.9%)%

4
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32. 28

2 BrlAs AEFAA A-B vl AHHAL oA AHREFHIEA ol )
T 2 IR 94 52 EUE AArTES AgRlchy, f84S HESKI

QUEFAAL A-B Ho|HAFAAA, THolHAHFBHGEAH]S ASFAA A-B Hiol
A 7 QRISAE e E A ofFE EQlsh]| 93t HHOE AR 4533
AARE, AAE] D BHE “Fluorescent immunoassays ©]-&3F W I ZutE 12j 1]

Hpo|2| A RRE SRlsh=t| Aegedo] #oF fast 7&=

a7l IddE AEFAL A-B Ho|HAGUAAL ol AAHFFHGEA
W7ol sl 4913 HEAT ] ZASt] th3at 2ol A9]st3irk(2020.01.10.).

JazrleAB7Ides & 71l st AEFAA A-B HolHA A 94
A IR JAESFAA A-B HlolHA 7Y oRE FQlsh] gt HA02 Ay
A& AGAoIH, & 71&9 AAMPHS Fluorescent immunoassays °]-&3 WY
EREIHuH olg e P e, & A WHEE 2 $EE ¢
FAAF 7 oAFEE Al&SHA gRlsk=t fa40] Y= 7IeE Bl
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ENCEEE

AH (2014-61%)

BArRE| 2%
71#(2016.5.)

TAHR! HAM OflAl

- Colorimetry (visual identification)

- ofstd ZOjdiAl

- Enzymatic assay

- Colorimetry

- UVS (UV spectrophotometry)

- SSA (Synthesized substrate assay)

- IR (Infrared absorption spectrometry)
- Guthrie test

- Bacterial inhibition method &

Planar

chromatography

Planar
chromatography

- TLC (Thin layer chromatography)
- Paper chromatography &

- PA (Particle agglutination)

- LAl (Latex agglutination immunoassay)

- HA (Hemagglutination)

- HI (Hemagglutination inhibition test)

- PHA (Passive hemagglutination)

- RPHA/MPHA (Reverse passive hemagglutination
assay/Mixed passive hemagglutination assay)

- VDRL (Venereal disease research laboratory)

- RPR (Rapid plasma reagin)

- BAR (Bacterial agglutination reaction)

- CF (Complement fixation test)

- IPA (Immunoprecipitation assay)

- SID (Single immunodiffusion), radial or rocket

- DID (Double immunodiffusion) &

- |ICA (Immunochromatographic assay)

EM

5EHH
eS|

- Spectrophotometry

- Flame photometry

- Enzymatic assay

- Colorimetry

- UVS (UV spectrophotometry)

- SSA (Synthesized substrate assay)

- IR (Infrared absorption spectrometry) S

- ASV (Anodic stripping voltametry) &

- ISE (lon selective electrode assay)
- EM (Electrode method) S
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TAHR! FAM OflAl

TIA

EIA

cA

FIA

RIA

Zoloioj 2L}

- TIA (Turbidimetric immunoassay)
- NIA (Nephelometric immunoassay) <

- EIA (Enzyme immunoassay)

- ELISA (Enzyme linked immunosorbent assay)

- EMIT (Enzyme multiplied immunoassay technigue)
- ELISPOT (enzyme-linked immunosorbent spot)

- ELIFA (Enzyme linked immunofiltration assay)

- ELFA (Enzyme linked fluorescent assay)

- MEIA (Microparticle enzyme immunoassay)

- Line immunoassay (Immunoblot)

- FEIA (Fluorescence enzyme immunoassay)

- SBPA (Sandwich binding protein assay)

- LIFA (Ligand-mediated immunofunctional assay)
- Immuno-filtration assay =

- CIA (Chemiluminescence immunoassay)

- CMIA (Chemiluminescence microparticle
immunoassay)

- ECLIA (Electrochemiluminescence immunoassay) =

- FIA (Fluorescence immunoassay)
- FMIA (Fluorescence microbead immunoassay)
- FPIA (Fluorescence polarization immunoassay) =

- RIA (Radioimmunoassay)
- IRMA (Immunoradiometric assay)
- RRA (Radio receptor assay) &

Neutralization test

Neutralization

Neutralization test

test
EP EP - EP (Electrophoresis)
- GC (Gas chromatography)
Column - LC (Liquid chromatography)
chromatography - HPLC (High performance liquid chromatography)
MS - MS (Mass spectrometry)
AAS dogg/zzka | - AAS (Atomic absorption spectroscopy)
- AAM (Atomic absorption method) S
Icp - ICP-ES/-MS (Inductively coupled plasma-Emission
spectroscopy/-mass spectrometry &
Extended - Chromatography-MS
- MS-MS
chromatography

- Chromatography-MS-MS &

Western blot

Westemn blot

- Western blot &
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TAHR! FAM OflAl

Immunofluorescent

Immunofluoresce

- DIFA (Direct immunofluorescent assay)
- IIFA (Indirect immunofluorescent assay)
- Fluorescent antibody test

assay (IFA) nt assay (IFA) . ETAABS
- FANA (Fluorescent antinuclear antibody assay) &
P - |[EP (Immunoelectrophoresis)
HAMI D= - Rocket EP (Laurell method) S
IFE - IFE (Immune fixation electrophoresis)
Flow cytometry Flow cytometry - Flow cytometry &
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