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RSV 2} Influenza HHOIIAS R4 ADI2h YAE4H0| HI43ID, BAl 2Y E¢t 5 80 &2
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QU0 = HHO[2A HAE | ARHSHE EE 0|
Ojull=Eff=te] Laeitof 2 S 2 UL 2|2t E a2 2 HME A3 S I ASFUXR
Sdetirel  33% oA RSV ZEO0| TEEAE 24%0|ME Fl+RSVE] FA|ZYO|

== & LI

Detection of non-influenza virus et G0 S8 JE0e)
among total cases tested CIE=E7HI0jR A USE : 24% clEsgzupRA 2EE: 33%

pASY

VI A

CIEZ T HoR

Totl casestested : n=157 Total cases tested : =146
Total cases tested : n=303

Analytical Performance of the Sofia Influenza A+B FIA Using Fresh Clinical Samples
Collected Over Two Consecutive Flu Seasons [ University Minesota |
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Respiratory Syncytial Virus

Gold standard dAtHIl =2 X

Sofia RSV FIA Versus Culture

Culture
Pos Neg
Sofia Pos | 141 22
Sofia Neg 13 960
Total 154 982

{Ages 0-<7 Years)

HEATL

A2 HA E Lo
(B[S, B2HS 0| RE)

olg el

850

6,9208 6,250

[Sens. = 141/154=92% |
(95% C.I. 86-95%)

| Spec. = 960/982=98% |
(95% C.I. 97-99%)
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Sofia RSV M=

oIZE 92%
EQ|=98%
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E2t 2=

Cifet HIO|HAE £2 UH T2 HESHOF it

= EH AR B0 A THE HAL AR £ Of2f
de 2Us UHHOF S5t (7I% ’E.U\MEI UFE, E0[: LAE)

9 cocoiMs e gus 210 2 ojitsl= HlofR|A BRE TIYE 20 K E

VIRAL CULTURE MOLECULAR
VIRUS Sensitivity Specificity Sensitivity Specificity
INFLUENZA A 90% (80%Cl)  95% (90% CI) 80% (70% CI*)  95% (90% CI)
INFLUENZA B 80% (70% Cl)  95% (90% CI) 80% (70% C)  95% (90% CI)

AzGAL A4 45 BUHLS B8 45 248 90 97, S 54 9ERAL
soldl s i HAES 44304 Fuith. o) QYD RE CDCS G BE Az
AER A vrol A B4 A A4 sl S A8 B AUk’

- FDA

FDA 2| QUSEUX Mot AA MEBIHReclassification) & M A&z FDAS| Hs 2|ES
F561X| 2 HIE2 HofE == QI ZIUSLIE

ESFTNEILE Aot ol=0| = O ol H2| 52t {ME Ao 2 olyE = QERAUXHIO|A T E S
Arg8l 52 F2I6t1, 0| ZntE Smo|X|of AR ety o,

oy

2019 CDC Human Influenza Virus Panel

Sofia detected all of the Influenza
viruses in the CDC panel
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.
Sofia Influenza A+B FIA HALE FOASI?HE 22 FDA 2| 22 A5 AMEPHE S0, Bt FoA
CDC QIEFAX} HIO|2{ A MEe| B E BHO[2{AE HE SiSisL/CH

) Fpastandard ©f Sofia Influenza A+B FIA 2] 21zt |

Sofia Influenza A+B FlA FDA standard

HIFRALSR] YAIE B AL U2 =

Sensitivity Specificity Sensitivity Specificity
INFLUENZA A 97% (95% Cl)  95% (95% CI) 90% (B0% Cl)  95% (90% CD
INFLUENZAB  90% (85%Cl)  97% (95%CI) 80% (70% Cl}  95% (90% CI)

* MAHIE2[F{WHO}2| 2019-2020 F2| S8 §8 ofly QSRR Hio|2 A

Hecommended composition of influenza virus
vaccines for use in the 2019-2020 northern
hemisphere influenza season

21 February 2019 (updafed on 27 Maroh 2019)

It iz recommended that egg based guadrivalent vaccines for use in the 2019-2020
narthern hemisphere influenza season contain the following:

an ABrisbane/02/2018 (H1N1)pdmO9-like virus;

an AlKansas/14/2017 (H3N2)-like virus; *

a B/Colorado/06/2017-like virus (B/Victoria/2/87 lineage); and
a B/Phuket/3073/2013-like virus (B/Yamagata/16/88 lineage).

It is recommended that the influenza B virus component of trivalent vaccines for use
in the 2019-2020 northern hemisphere influenza season be a B/Colorado/06/2017-
like virus of the B/Victoria/2/87-lineage.

* The A(H3N2) component was recommended on 21 March 2019,
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ﬁ \ Sofia

AL =L

Technical Bulletin

Annual Reactivity Testing
2019 CDC Human Influenza Virus Panel
Sofia Influenza A+B FIA with Sofia — Swab Protocol

As required per 21 CF&IEIGB_;BBZB{M for all rapid influenza diagnostic tests, Quidel Corporation performed
annual reactivity testing with the contemporary influenza strains identified by FDA in consultation with
the Centers for Disease Control and Prevention (CDC). Sofia Influenza A+B FIA with Sofia detected all of
the influenza viruses in the CDC panel:

{I:l::;;a;;;: Virus Strain Name
A[H3N2) AfPerth/16/2009
A[H3N2) A/Kansas/14/2017*

A(HIN1)pdmOg AfChrist Church/16,/2010

A(H1N1)pdm09 A/Brisbane/02/2018*

B (Victoria Lineage) B/Michigan/09/2011
B (Victoria Lineage) B/Colorado/06/2017*
B (Yamagata Linezge) B/New Hampshire/01/2016
B (Yamagata Linezge) B/Phuket/3073/2013*
* WHO recommended vaccine strains for use in the 2019 — 2020 influenza season
(northern hemisphere winter)
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O{C|M, ool = 50| gizier AaH
CLIA WAIVED - 3|2

CLIA WAIVER £ ZAF 20| 2HEsta 2|12 272 213 0f|2] 2H50| H2 S0 tholl 2|2 H2212F ot 2 20|
Q1% oots MEYLCh Oj= 2EH=R(CDO0 L= BH SIS
E 2 MER FEN USLICL

ArEsiE Elct

s =
LS UERAUR LETHBAE 4 M B0 Eqrd == 50 2] 0

Sofia

Sofia Flu

HAF Al

0 Sofia Influenza A+B FIA VS, HIQFHA}

TYPE A TYPEB
Culture Sens= 94/103=91% Culture Sens= 88/107 =82%
Pos | Neg (95% C.1. 84-96%) Pos | Neg (95% C.I. 74-88%)
Sofia Pos 94 | 12 Spec= 573/585 = 98% Sofia Pos 88 6 Spec= 575/581 =99%
Sofia Neg 9 | 573 (95% C.1. 96-99%) Sofia Neg 19 | 575 (95% C.1. 98->99%)
Sle EME XRH0F 4N K24 P28 HARELICL A4l Sofia Influenza A+B FIA £
ArESH HAP 2|8 kg o] Wal @01 FAHE QI ALEA L R0 GES LX| Y= ZA(insensi-

FDA 3]7}AFe} (Package Insert)
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e B ) B 52 B S PO\ B

= L. =
A== 2HE
- Technical Tip 2%

. AHJ0h= of o RIATotR?

. Influenza A2t B R = 40| LISt R .

- 2O 2 = gis ol WA X2t HESLICEH

. Walk Away Mode 2} Read Now Mode®2| A}0|HE2 2SI R7?
. Sofia 2 = Sofia 2 A|2f0| C}23tx?

. Calibration Overdue 2t= 23171 Ho{ Q.

. Temperature is out of range 2312 HO K.
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Detailed Results {invalid 221
Sofia S. pneumo
Patient ID:
Date: 09/24/2015 09:43AM > -‘HXH(}” DPE:“:'l &E :g
LUser Name:
o () B B2L B 28R A)
Pneumo; invalid &
neumao irmvali o Exilanpgl _hll__ifl_gl_} :gl_?_
Procedural Control; invalid [ = ‘_Elxﬂ%ral :I-Hﬂ ‘_‘3-?—
o e - A0l %10l THE ¥e
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Qa o} H0j| & 4 Gl OI2TIAIXIZ} S LICE,

oromd HAIES ZIsHst & QI&LICE Sofia EHEEXIO|A| A

A Sofioa FH|= V=0l HAIE {oil HAF 2HO| FSFEX]|
= XN 2.

Of| A X] 2FO|E=

Q”r Walk Away Mode 2 Read Now 2 E2| X}0|HO| #7127

AlFS FHMIEC] ¢ F ZH| oA B8+ T=E S EX,
XHH| Q| HOo||A B2 & DHESHX|0f [}2} MEYSH 4 QI&L|CE,

.,

Read Now Mode
of2] ZX} HAN 2 A HE|

Qo

Walk Away Mode
CHY Sixt HA| 24 A TE|

AT OH| ZIM|E A =
15= BtS + &HH| 2|

T e
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Sofia 2 = Sofia & A|2FO| CIEJ1R]?

Sofia 2 Sofia 2 FH|= &2 HAN A2FS AFSELICE.
AHESHA|E A|QF OLHZ Sofia 2 RH|S A2 E 4= USLICE

Sofia 2 2} Sofia X}0|H

SOFIA® 2

BARAIZH

3~15%

HAlE = Sofia II® Sofia®
Influenza A+B v (38 ~ 15&) v (15&)
RSV v (3= ~158) v (15&)
Strep A L OHOH| v (5T)
Legionella L OHOH| v (102)

S. pneumoniae 2 OHOH| v (102)
hCG L0 o v (33)

T EfHP E{k|A 32 2XHE
o2l g 52 HT L&

37| PI2*M|2*=0]) 12x22x12 ¢m 16x24x10 c¢m
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Q’b Calibration Overdue 2= HIZ 23171 HH &
2L 02|23 =7} 950 ojd| 2

A Calibration = AI2SIFM 2.

- PR1P012 | 1024 AN
u.__ﬂ 1121/2012 [ 10:24AM

Calibration 2 S5 =2 Calibration CassetteE 0| &HH
=

Calibration Overdue =g EHE| HEE  REH  30%O|L Y

ElEsiope|o,

Instrument locked, - Z0% QLY ] B g e ot

Please recalibrate

the:Anaiyaer: Calibration 2 EBASHE| 3020| XLt MO 2|=q 22
25t Lichty o of CalibrationZ  FIEs =

Code: 950 002.061.060 - N
A EIR0] s L.

alibration 84 - Main Menu - Run Calibration - USER 1D{1234) &1 - Calibration Cassette ¢

T ofHo| ZH|E =0 Temperature is out of range’ 232 Ho R

HHIE 1 FH|Q| 27 20| =2 Wintx] 2|t
APEELICH

4 TOF HH| = 15-30°C OllM S22 SEELC SR Ee HAE 215 UR EH, UR G2 A2l
Z o OEPH EAELICE FEE 010 FE| 220 420 SEE uppX] 2| HECP FE|E AHER LI
SEY0E 20| o272 SO S| LR 22 0P8 420| OfY Ih5-d0] QSLICH Tz 2 420
HESHAMD So| AZ M =7t HE BOAR] B 2|0 8.
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® Flu A - B + Corona virus A&l AL
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@ 2 A2 A (Nasal, Nasopharyngeal)
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Clinical Performance*

Sample Type Sens/PPA* Spec/NPA*

Nasal 90% 95%
i AR Nasopharyngeal 97.1% 94.6%
Influenza B Nasal 89% 2ot
Nasopharyngeal 90% 97%
90% 97%
o = Nasal

Results for SARS-CoV-2 are expressed as PPA/NPA and were tested on nasal swabs in the study, however, may also be used with NP swabs,
Refer to the Package Insert for additional performance claims.
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Rapid Antigen Detection Test for Diagnosis of Bacterial Pharyngitis

Ju-Young Kim' and Sunjoo Kim™
'[hpa.r‘lmr of Iternal Medicine, Gyeongsang Natiowal University Changwon Hospital, Chargwon; "Dz_.:mim.r of Laboratory
Medieine, “Institte of Health Sciences, Gyeongsang National University College of Medicine, Jinu, Korea
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Sofia Strep A FIA (Z 2o 2 AH)

1 Sofia® Strep A FIAE
T 90.6%, S0k 96.1%= 90% 02| HHYEE H0|= LSS HAA LT}

- 1077|201 87H, B3¢ 27H) Ct7 | it

Strep A B{JZAL
DIZE 1 90.6% (116/128) OFAf 24
01 : 96.19% (534/606) %“3 116 24
U0 4 - 92.9% (116/140) 24X 19 584

S40| AL : 98.0% (584/596)

73



74

>

CHO o] Quilc]7}

Dow BIOMEDICA

@ECi2do|2HC|?t MS5EA| SO itz 29 TR U
G 02-2201-3602 = contact@dowbiomedica.co. kr



75



Sofia



