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The Diagnostic Value in SARS-CoV-2 Infections (COVID-19) with COVID-19 IgG/IgM
Rapid Test
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Hubei Provincial Center for Disease Control and Prevention

1. SEIHY Experimental Purpose :

PEAS BN 130 A MR I 4 A7 BR A =) 25 77 B3 B e bR 78 B AR A ) Rk &i) 1
B R e bR e P A2 Wi i . Evaluate the diagnostic value in SARS-CoV-2 Infections
(COVID-19) with COVID-19 1gG/IgM Rapid Test manufactured by Hangzhou Biotest Biotech
Co.,Ltd.

2. SZIO75¥: Experimental Purpose:

AT U [0 BRI 9E, A 2020 4 2 A WAL 4 2 T 5 ) oo T A A B e U
FITCER BB R IR, e 70 451 i B St bR o5 25 Mt 48 SR . 10 B 9 HEBR Wi 49 . The study
is a retrospective study on testing 70 samples from patients infected SARS-COV-2 (COVID-19)
and 10 samples from the excluded cases collected by Hubei Provincial Center for Disease Control
and Prevention in Feb. 2020.

3. SEATE Experimental Material:
3.1 P2 {5 B Product Information:

BRI B SR I TR (R P @l : COV2002003-T,

COVID-19 IgG/IgM Rapid Test Cassette (Colloidal gold)

Product Lot No.: COV2002003-T
3.2 F415 B Specimen Information:

1 el LR P B % i 4% 9812993 ) 70 1) Confirmed Cases of COVID-19 (70 Cases);

i Y T bR B Rt 28 HEBR 9 51 10 5] Excluded Cases of COVID-19 (10 Cases);
0 7R T bR 9 e e 28 PR 1295 101 B B 9 4] 228 o ] ] 3R A 2 A 1) O 8 e R o
Qe 2297 77 % GRATH TLMO) BEATHIE . The Confirmed Cases and Excluded Cases were
confirmed according to "Diagnosis and Treatment Plan for Pneumonia Caused by Nq\i{' Cotonayirus
Infection (Trial Fifth Edition)" issued by the National Health Commission of P. R. Cﬁ-i_n‘a;. Nl

4. 7=5hERVEN ¥ Direction for Use: l

A AT 2T S 035, 0 A e SR it (1930°C

Read the entire manual and bring the test and specimens to reach room temperatur‘e (]5 30°C).-

before use.

MR AR B A IR, E 1 /i RS BRIMAER, R IR L & T 30°C B &En%ﬁ

FEZ 4~ - Remove the test cassette from the sealed pouch and use it within one hour, especially
temperature above 30°C or at high humidity.
D HAFRE T FEMGH B A—REREERFRBMEETL (SO FmA 1 3% i
/LR Plasma/A A A (£ 10uD), FEHRFIRMEMRIL (B) FNA 2 MEmMl (4
80ul) . Place the test cassette on a clean and level surface. Hold the dropper vertically, draw the
specimen up to the Fill Line (approximately 10ul), and transfer the specimen to the specimen well
(S) of the test cassette, then add 2 drops of buffer (approximately 80ul) to the buffer well (B).
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2) FAPRA KN B, WL RPLE 10~20 4380 P EEEL. 20 445 18 £ . Wait for
the colored line(s) to appear. The test result should be read at 10 minutes. Do not interpret the
result after 20 minutes

5. SEIOZEHR Testing Result:
5.1 XHLHHIRAL R Results on Confirmed Cases

% 70 BIWAREE, 5 15 BRI WREIR 55 BRG], R RHE T E E X AR AR
4 I T4 IR 95 B3 R % (1 i #1297 77 58 GaRAT 28 1RO D AT #3A « The 70 confirmed cases, including
15 Clinical diagnosed cases and 55 Definitive diagnosed cases, were confirmed according
to "Diagnosis and Treatment Plan for Pneumonia Caused by New Coronavirus Infection (Trial Fifth
Edition)" issued by the National Health Commission of P. R. China.
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o TARE IR e ) ) . . Background
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SIC information of
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m¥ | owe | e || 02
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XRG4, H
SAE 75 B Al ¢
Community acquired
pneumonia, severe
iz viral pneumonia
i3 B P H H5:
2 | 200208513 2020/2/16 a sl Definitive | #7784 bR fo 25 e
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Diagnosis #Ifii % COVID-19
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m | ome | ome | me | P | el
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Diagnosis , 7,
I pAS T s B -
13 Hi% % ORI RS B S
4 1200208187 2020/2/16 a Bt A i Clinical %ﬁ ﬂl{kﬁﬁ %
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Diagnosis N7 . u M
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m | o | owe | mE | P | ks
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Diagnosis
It il At | MBS | BT
7 | 200208452 2020/2/16 . i il G Iﬁlﬁﬁ_ o %ﬁij‘u{kﬁﬁ%jﬁﬁ
Plasma | Pos. Pos. Neg. Clinical It A 12 Wi 451) (038
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Diagnosis ) COVID-19
m | ome | me || P | ks
8 | 200208410 | 2020/2/16 i Definitive | -
Plasma Pos. Pos. Neg. ] ) Hfili 46 COVID-19
Diagnosis
g4 PH 14 FH B 14 g B e AR R
9 | 200208259 2020/2/16 ) Definitive | | s
Plasma | Pos. Pos. Pos. . : il % COVID-19
Diagnosis
ETRIPR N i
s COVID-19
112
I % H KEkid e SR i
10 | 200208428 2020/2/16 * Rt L At Definitive i ﬁﬁqﬁﬁg P
Plasma Pos. Pos. Neg. , _ 5 Personal history of
Diagnosis
nasopharyngeal
cancer
mg | omee | o | w2 | i
11200208185 | 2020/2/16 ’ “ | Definitive | e
Plasma | Pos. Pos. Neg. , i HId %6 COVID-19
Diagnosis
mg | e | ome | me | 72 gk
12 | 200208193 | 2020/2/16 . : Definitive | - . e
Plasma | Pos. Pos. Pos. , : fIf % COVID-19
Diagnosis
1R 4 Viral
Pneumonia 2.4k [X 3%
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Community acquired
iz pneumonia, severe
1fi 2 i H H '
13 | 200208325 2020/2/16 - k i ; I; = i ! Definitive viral pneumonia 3.1%
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| J|-bronchitis at the
{ stage of acute
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ng | me | ome | w2 N ks
14 | 200208399 2020/2/17 Deéfinitive
Plasma Pos. Pos. Pos. ; . COVID-19
Diagnosis
m | ome | ome | o | PP ks
15 | 200208538 2020/2/17 Definitive )
Plasma | Neg. Pos. Neg. . ) HIfifi 46 COVID-19
Diagnosis
il I3 FH 44 FH 14 ik e A T bR A G
16 | 200208247 2020/2/17 Definitive
Plasma | Pos. Pos. Neg. ) ) 1l %6 COVID-19
Diagnosis
His Fi i IR e, 75 7 i
ifi3 Bk AtE | B " % Pul
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Plasma Pos. Pos. Neg. . ) Infections, Viral
Diagnosis .
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JillE: i H g 2 TR T I
18 | 200208283 2020/2/17 | - B | Definitive %ﬁi@ﬁﬁﬁ A
Plasma Pos. Pos. Neg. _ ) I fiti ¢ COVID-19
Diagnosis
mg | omi | ome || P2 mmmmn
19 | 200208278 2020/2/16 . Definitive | ,, -
Plasma Pos. Pos. Pos. ! _ il 6 COVID-19
Diagnosis
I RS B R
[l ¢ COVID-19
‘ iz X IRAFPERT 2, JE
JiliE 4 FH Bt | Bt i . .
20 | 200208551 2020/2/17 Definitive HiYiF Community
Plasma Pos. Pos. Neg. . . . .
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m | o | om | e | TP gk
21 | 200208456 2020/2/17 i Definitive | | y
Plasma | Pos. Pos. Pos. ) , Il % COVID-19
Diagnosis
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Plasma Neg. Neg. Neg. . ) Community acquired
Diagnosis .
pneumonia, severe
viral pneumonia
Il AR 12 W7
i3k ViR A [o 44 i EF N % viral
24 | 200208957 2020/2/17 Clinical it ﬁiﬁ s
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< J  Chronic
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Diagnosis
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31 | 200208666 2020/2/18 - Definitive | | ik
Plasma | Pos. Pos. Pos. , , HIfifi % COVID-19
Diagnosis
‘ Wi | B
md | mtE | ot | sk A e
32 | 200208865 2020/2/17 Plces | Bhs - " Definitive | /% 4% 1 il 4
i ) ' Diagnosis | COVID-19
B Y TR R
[11fii % COVID-19
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I3 Y5k R4 [3F 424 = ;. .
33 | 200208977 2020/2/18 - i 5 . _Definitive iE Community
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4 : | severe viral
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|~ Diagnosis
R
m# A H i TR TR A B
35 | 200208911 2020/2/18 * | B s | Clinical TSR S i
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mi | omee | om | me | 7P| pmmrm s
36 | 200208902 2020/2/18 : 3 Definitive | . it
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Diagnosis
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pneumonia
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46 | 200208663 2020/2/18 o Definitive ) -
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Diagnosis
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48 | 200208581 2020/2/18 ’ Definitive | . -
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49 | 200208589 2020/2/18 8 Definitive '
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51 | 200208653 2020/2/18 ) Definitive | . . .
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52 | 200208852 2020/2/17 ’ Definitive | =
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Diagnosis
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P T T R G e e A—
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Diagnosis
nE | omee | omE | mE | 7P| pemhsss
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Diagnosis
me | ome | ome | me | "% | s via
62 | 200209006 2020/2/18 - Definitive ,‘ l
Plasma Pos. Pos. Neg. . ) pneumonia
Diagnosis
w | ome | ome | m | "% | ke
63 | 200208601 | 202012/17 ’ Definitive SRS
Plasma Pos. Pos. Pos. . ) infection
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64 | 200208869 2020/2/17 ” Definitive | | -
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65 | 200208706 2020/2/17 ) Definitive | |, -
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66 | 200209003 2020/2/18 i Definitive | | e
Plasma | Pos. Pos. Neg. ) . il 46 COVID-19
Diagnosis
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67 | 200208578 2020/2/18 " | Definitive - N
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Diagnosis
iz
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Diagnosis
1§z
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5.2 XTHERR IR B WL R Results on Excluded Cases 2201 1110f
wE | SRasE KARE | BE 836 n EWER | WRACHERER
N i Acquisition | 8% Biotest Biotest | PCR | Diagnostic | Background information
' Date Type IgG IgM Result of clinical diagnosis
i ¢ [
1 20021700001 | 2020/2/17 * . o / i K Fever
Plasma Neg. Neg. Exclusion
i : i
2 20021700003 | 2020/2/17 * it I / S K Fever
Plasma Neg. Neg. Exclusion
-m]-‘ ’ iRy
3 20021700004 | 2020/2/17 * S s / e R Fever
Plasma Neg. Neg. Exclusion
il ] i
4 | 20021700005 | 2020/2/17 * S it / s K # Fever
Plasma Neg. Neg. Exclusion
.H‘]].‘ T+ ‘i N
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KA LG ), RS
\ R RERE A Co U
114 FH BH 4 HEBR . .
6 200208467 2020/2/17 § Permanent atrial fibrillation,
Plasma Neg. Neg. Exclusion .
coronary atherosclerotic
heart disease
i : i3 i J& Y Pul
" —_— . pid Yiked FA T ﬂ%ﬁfﬁ_ i &8 /% 4% Pulmonary
Plasma Neg. Neg. Exclusion Infections
13 % HEBSR
8 20021700011 | 2020/2/17 i ks gl H% R Fever
Plasma Neg. Neg. Exclusion
: At IR e 99 A
M | Bt R HeRg o el
9 200208925 2020/2/17 . Pulmonary infection, viral
Plasma Neg. Neg. Exclusion _
pneumonia
1 T 43 fifi {3 /B¢ % Pul
10 | 200208914 | 2020/2/17 i | e Gl e il
Plasma Neg. Neg. Exclusion infection

6~ %5 Conclusion
Rl 80 995 B FEA: 70 BIRHIZ T BIAL 10 FIHEBR . 80 samples in total were tested,

including 70 confirmed cases and 10 excluded cases.

70 BlHSEG, EHRER L 58 B 1gM B 1gG BUAII R TE: 1 4l 1gM Bk A H

IgG HiAARATE, 561 1gM Budk B 1 1gG HUiAR B 14 . 6 & 1gM ik 1gG Hid ¥ A B 1 . 70 confirmed
cases were tested with the test of BIOTEST. 58 samples were detected as IgG positive and IgM
positive. 1 sample was detected as IgG positive and IgM negative. 5 samples were detected as I[gM
positive and IgG negative. 6 samples were detected as IgG negative and IgM negative.

IgM A IR R : 90.0% (63/70), 1gG ik IA R 8E A 100.0% (59/59),
2019-nCoV HUAAAS I (¥ PR M FMIE N : 91.4% (64/70). The clinical sensitivity for IgM test is
90.0%(63/70) and for IgG test is 100.0%(59/59). The clinical sensitivity in total is 91.4%(64/70).

10 FIHERR B, RARE I, 1gM Frikis REE R J9: 100.0% (107100, 1gG Hiikil
PRI 52525 100.0% (10/10), BAPETMIAEJ9: 100.0% (10/10). 10 excluded cases were tested
with the test of BIOTEST. The clinical specificity for IgM test is 100.0% (10/10) and for IgG test

is 100.0% (10/10) . The clinical specificity in total is 100.0% (10/10) . ,,--—:’\"".{: e

&

P LN\ ‘.1‘ 8L & ‘ i :‘\‘,
2019-nCoV HLRH RIS 15 &% : 92.5% (74/80). The accuracy in tgtatis 92.5% (74/80).\

for the COVID-19 IgG/IgM rapid test cassette.
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