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Clinical Evaluation Report

1. General Information
According to the Guidelines for Clinical Trials of In vitro diagnostic reagents (No.16 of

2014), We entrusted 3 medical institutions in Hubei, Heilongjiang and Guangdong to perform
the clinical evaluation of SARS-CoV-2 Antigen Test Kit (Colloidal Gold) developed by
Shenzhen Dymind Biotechnology Co., Ltd.

The specimens used in this clinical evaluation study were collected from patients in nasal
{NS) swab specimens directly from individuals who are suspected of COVID-19.
2. Study Design and Method Report
2.1. Purpose

This evaluation study was performed in  comparison with a  commercial
RT-PCR kit, which was used as gold standard assay.
2.2 Samples

In this study, clinical samples were collected from a total 240 individuals, 117 among them

were viral infection patients confirmed by RT-PCR and 123 were normal volunteers.

2.3 Test Kits
SARS-CoV-2 Antigen Test Kit, manufactured by the company.
Lot No. Date of Manufacture Estimated Expiration Date
2020042101 20200421 20210420

2.4 Test procedure

All specimens were tested according to kit’s instructions for use.

3. Results

3.1, test results

Sl RT-PCR( | SARS-Co
Sn.N | Patien | Gend | Ag | Educat . . g Ct) V-2
: ’ Profession | Province | men )
t's ID er e ion La Antigen
Type N el
b Test Kit
Male | 68 | Middle | 5o Hubei NS | 23| 22 B
School
Fem | ., | Middle Migrant :
ale i School workers bkl N& il B +
Male | 16 | Fhsh Student Hubei Ns | 30 | 3% +
School 5
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4 Femi | op | Middle | ggent | mubei | nNs |32 | 32
ale School 5
: Male | 46 | P2 | sales Hubei | NS [ 7| 26
6 Fran 20 Bl Engincer Hubei NS =, 30
ale or 3
7 Fom | g | BHEE | coore | mume | ®3 |3 | %
ale School 5
8 Male | 45 Bagfe' Sales Hubei | NS [ 30 | 30
9 Fem 52 Middle Migrant Fiubei NS 35 | 35
ale School workers
10 Male | 30 [ P2 pocior | Hubei | Ns | 37 | 37
11 Fem | 53 | Bachel | proineer | Hubei | Ns | 31 | 31
ale or
12 Male | 85 | Other Jobless Hubei NS 28 | 29
13 Bt | go | Bddle | Mgewt | g | wy | 99 | 30
ale School workers
14 Male | 13 Sl Student Hubei NS 36 3?'
School 5
15 LS | g | Sl Student Hubei NS | 31| 31
ale School
Primar
16 Mae | 8 | v Student | Hubei | Ns | % | %
school
17 Male: | 5% | HHER Salcs Hubi NS |21 | 2
School
18 Fem 78 Bachel " Heilongji NS 17 3_6.
ale or ang 3
19 g | 28 | P | prategey | TEIEE | g | g | ug
or ang
20 Fem 3 Bachel Rleg Heilongji NS 26. 27
ale or ang 5
21 wiade | 31 | P22 | mngingee | FEUOOEM | wg |31 |
or ang 3
22 Bt | gy | b Ofer | PolmEl | wg | g [
ale School ang 5
Primar ] 5
23 Male | 42| v Dthgr | BEONEH | g | gg [ 2
ang 5
school
24 Fem 56 Middle Other Heilongji NS 2 | 29
alc School ang
25 ale | o5 | B2 | pogeoe | HEOmED | gqm | 34 | 33
or ang
Primar : -
26 Male | 15| y dent | POONER | xg |25 |5
ang 3
school
27 Fem o Bachel Dicotar Heilongji NS 28. 29
ale or ang 3
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47

48

49

50
51
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Fem 36 Bachel Engineer Heilongji NS 2 | 25
ale or ang
Male | 23 Banazl Engincer Feilongp NS L 29
or ang 5
Fem 30 Bachel Bt Heilongji NS 32 3?.
ale or ang 5
Primar Heilongii
Male | 9 y Student ARl N8 | 85 | s
ang
school
Male | 12 | Middle | g gy | Hellongit [ g | 9g | 29
School ang
Fem 34 Bachel Seles Heilongji NS 2% | 25
ale or ang
Male | 17 Lligh Student klong]] NS . 27
School ang 5
Male | 16 | 2B | Sudent |TEIOSH [ w5 |23 | 24
School ang
Fem 19 Bachel ot Heilongji NS 37 | 37
ale or ang
Fom | g9 | BEER | ot |PR0OER | wo | g | 31
ale School ang
Ml | 16 | FBE | gpdens | HRUOHBI | g0 2| 24
School ang 5
Fem 45 | Other Migrant Heilongji NS 23 2.2,
ale workers ang 5
Male | 80 | Other | Jobless He:r‘l’;g]‘ NS |33 33
Fem 23 Bachel B Heilongji NS 29 2?.
ale or ang 5
Primar Heilongii
Male [ 13| Student SLOngl | NS | 34 | 35
3 ang
school
Fem 67 | Other Jobless Hatlongjt NS 23 2?‘
ale ang 3
Primar g 55
Mz | &8 | 9 Student | PRGN | gg |26 | o
ang 3
school
Fem 53 | Other Migrant Heilongji NS 20 | 29
ale workers ang
Primar . = =
Male | 8 y Student Hetang NS 35 3.3 '
4 ang 5
school
Fem 2% Bachel . - Hcilongji NS 30 2?.
ale or ang 5
Male | 33 Bachel Engineer Hailotgl NS s 29
or ang 5
Male | 31 Balisl Engincer kiRdungy] NS 28 2.8
or ang 3
Fem 1 55 | Other Saleg | Fellonsit | ng | 32 | 32
ale ang 5
Male | 11 | Middle Student Heilongji NS 23 | 24
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School ang
52 Mile | 25 | B*® | prpinesr | PSR | wg |7 (3
or ang
53 Bt | o | Other | Jobless | FEDOWIE | wg | 35 |
ale ang 5
54 Male | 57 High Jobless Beilongy NS 3. 36
School ang 3
55 Fetn | g | Middle | gy | BEOONRHE | 0 | o5 | 29
ale School ang
36 Fem 52 Bachel Hnginsee Heilongji NS 32. 3?,
ale or ang 5 5
57 e | 80 | Z0EE | e | FRIMRE| g (52 g
School ang 3
58 Fom | g | BBR | gooowy | RO | wu | o | s
ale School ang
59 el | 20 | P50 | pogineer |TEUIOUSHE | x| gy |
or ang 5
60 Fom | 5 | Boobel | protnger | Hollongil | wg | 37 | 59
ale or ang
Rttt Heilongji
61 Male [ 15 | Student S NS |36 | 36
ang
school
62 Mae | 16 | T80 | Studeng | FEllomEi [ gy | 26|
School ang 5
F Primar Heilongii
63 il y Student crongit | Ns | 25 | 26
ale % ang
school
64 Male | 28 | B3 | oo | Hellongit | ng | 29 | 30
or ang
63 et | g | HBE | g | P0OREE | g | 55 | w1
ale School ang
Primar ; "
66 Male | 11| ¥ Student | Hlongii | ng |27 | o4
ang 3
school
67 Male | 24 | B8l | proteer | EROUONEH | g | 28 | 29
or ang
68 Fem 50 | Other Migrant Heilongji NS 34 | 33
ale workers ang
69 Bt | og | BoRIRl | e | FSIONBE [ g | 25 | 28
ale or ang
70 Male: | 15 | FER | gpogone | PRUORRIE | g0g | a9 | 25
School ang 5
71 Fem 24 Bachel Tt Heilongji NS 28. 28
ale or ang 5
7 Male | 16 | T80 | guydone | Fetlonsil | ng | 29 | 2B
School ang 5
% Fom |y | OB | gy | DRHOHER | g | gy (%
ale School ang, 5
74 Male | 58 | Cofuee | Migoumt | Hellongil | wu | g | 24
workers ang
15 Male | 29 | Bachel | Engincer | Heilongji NS B3 | 33
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89
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or ang
Male | 26 Baeil Enginecer Hyl oz NS 32 3.2'
or ang 5
Fem 52 High Migrant Heilongji NS 2 2_2.
ale School workers ang 5
Mafs [ 6o | FE8E | gopless | BEIONER | wg | 24 | 25
School ang
Fem 15 High Sl Heilongji NS 32. 32
ale School ang 3
Male | 27 e Engineer s NS 24 2?'
or ang 5
Male | 17 | 88 | gpgent | Flellomeil | ng | 25 | 27
School ang
Fem 36 Bachel Sl Heilongji NS 35 | 36
ale or ang
Primar : =
Famt | g y Siudent | FPLONEN |y | 5 [ 26
ale ang 5
school
Pl Heilongji
Male | 12| Student NS 28 | 29
ang
school
Fem 13 Middle Student Heilongji NS 273 253‘
ale School ang 5
Male | 26 Raebzl Engineer Reilangjr NS 2.2 23
or ang 5
Fa 26 Bl Engineer Hilongjl NS 29 | 30
ale or ang
Male | 52 | B% | pngineer |ellonsil| g | 26 | 27
or ang
Fem 60 Bachel Enphireer Heilongp NS P 2?.
ale or ang 5
Male | 58 Taslisl Engineer Filargg) NS 23 | 22
or ang
Mae | 18 | P | Stadeny | TPREde | gw | 95 | 2
School ng
Fem 16 High T Guangdo NS 24, 24
ale School ng 5
Fem 67 Bachel TeHliss Guangdo NS 36 | 36
ale or ng
Primar 4
Male | 8 y Student Guangdo NS A, 27
ng 5
school
Mals | 96 | PR | prtieee | SPUBIBMO | m | ap | 3o
or ng
Fem | (o | High | oo |Gvamde | oo | g3 |2
ale School ng
Fem 13 Bachel e —. Guangdo NS 36 | 35
ale or ng
Male | 58 Enehsl Engineer Gnangie NS 33 | 33
or ng
Fem | 25 | Bachel | Engincer | Guangdo NS 35 | 36
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ale or ng
Male | 80 | Other Jobless Guerl:;gdo NS 28 ZZ'
Fem 16 High Student Guangdo NS 28. 29
ale School ng 5
Primar
B [ g |7 Student | OUA1890 | g | 25 | 24
ale ng
school
Male | 24 s Engineer Chnarigge NS 28 | 29
or ng
Male | 16 | J58 | Srudere | GU28% | ng | 29 | 20
School ng
e Bachel e Guangdo NS 26. 2%
or ng 3
Fem 17 High Studeit Guangdo NS 35. 35
ale School ng G
Male | 12 [ M4 | grgonm [ Cvamedo | ng |32 | 32
School ng
Fem 2% Bachel Other Guangdo NS 2 2_6‘
ale or ng 5
Mie | 53 | Oibse | M | Ousipde | g | gy | %6
workers ng 5
Mate | 15 | BB | spudems | OoxEde | x5 | 27| 29
School ng 5
Fom | gy | Besiml | g, |OvaEde | e | g5 | 20
ale or ng
Male | 29 Egeiul Engincer Gummgls NS 34 3?‘
or ng 5
Primar 5
M | g | Studont | OU208%0 | ng | 28 | 27
ale ng
school
Male | 53 | T8t | omer |OvamBdo| g |30 ] 4
School ng 3
Fem | 5 | Bieh | gogent | B0 | wg | 31 |22
ale School ng
Male | 26 Bachel T Guangdo NS 32, 32
or ng 3
Malo | 51 | Ofter | FiEmU | Gumde | g | gp | 2
workers ng 5
Fom | oo | B8 | postor | mupet | wg | 2| ®
ale or 0 )
>
Male | 38 Raskel Engincer Hubei NS 24 | 24
or 0 0
Fem 22 Bachl Student Hubei NS 24 | 24
ale or 0 0
> =
Malc | 52 Bl Engincer Hubei NS 24 | 24
or 0 0
A N e >/
Fem [ o5 | Bachel | yovtess | mmbei | ns | 2|24
ale or 0 0
Fam 55 Haskel Jobless Hubci NS 24 | 24
ale or 0 0
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124 | 7 | Mate |20 | B2 | gpudent | mmbei | ns | 24| 2
or 0 0
Primar
-
ms | 8 [P |lm]| 5 Student | Hubei | Ns |24 |2
ale y 0 0
school
126 | 9 |Mae|3a | B2 | g Hubei | Ns | 24| 2
or 0 0
Primar
27| 10 [Mae]| o] Student | Hubei | Ns | 5|
school
128 | 11 | Male | 53 Bagfel Engincer | Hubei NS 204 204
g | 1z | Fem | gg | Bachel | o Hubei | Ns | 24|24
ale or 0 0
130 | 13 | Mate | 26 | 2Rl | gates Hubei | Ns |24 |2
or 0 0
Primar
131 | 14 |Fm o Student | Hubei | Ns | Z* |24
ale & 0 0
school
= ,
132 15 Male | 52 Bagll’lel Engineer Hubei NS _04 204
133 | 16 | Male | 60 Bag:‘e' Engincer | Hubei | NS 204 204
i | 17 | P | sm | Pl | mgivese | mmer | wm | 2|2
ale or 0 0
>
s | m | F | | PP | pegtmesr | vmner | ms | 2|2
ale or 0 0
136 | 19 | Mate | 26 | B2 | gatee Hubei | Ns | 24|24
or 0| o
> >
137 20 | Male | 32 Batc)::lel Engineer Hubei NS _04 _04
138 | 21 | T |3z [Beobel | pooineer | Hubei | ws | 2|2
ale or 0 0
. = -
139 22 | Male | 60 Basll?el Engineer Hubei NS _04 204
140 | 23 | Fem | p¢ | Bachel Other Hubei Ns ||
ale or 0 0
141 | 24 | Male | 52 Basre' Engineer | Hubei NS 204 204
1 >
142 25 Male | 15 High Student Hube1 NS 24 | 24
School 0 0
A Middle . ; >4 | =4
143 26 Male | 13 & el Student Hubei NS 0 0
c S > >
iad | a7 | B | g6 | Bool | o Hubi Ns | 2|2
ale or 0 0
Primar ;.
4 | >
145 | 28 | Male | 14| Student | Hubei | Ns | 5| =
school
46 | 29 | P |z | Bo® | poess | momea | wg |22
ale or 0 0
147 30 Malec | 8 | Primar Student Hubci NS =4 | >4
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y 0 0
school

g | g1 | O | ge | BEE | g Hubei | Ns | 24|22

ale or 0 0

149 | 32 | Male [ 20 | B3l | gopes Hubei | Ns | 24|20
or 0 0
i >4 | >

150 | 33 |Male| 18| J8 | Sudent | Hubei | w5 [ 2]
School 0 0

151 | 34 [ Fe™ [z | Bachel | popress | mubei | ns | 2|2

ale or 0 0
Primar
>

12 | 35 [Mae| s | Student | Hubei | Ns | 4|
2 0 0
school

= - Fem | High : >4 | 24

153 36 el 53 School Student Hubei NS 0 0

g | | T | g | B Sales Hubei | Ns | 24|22

ale or 0 0

155 38 Fem 2% Bachel By Heilongji NS >4 | >4

ale or ang 0 0
Primar g =
156 | 30 |Fm o y Student | FOllonEl | ng | 24| 24
ale % ang 0 0
school
Primar . -

157 | 40 |Mate| 7| Stodont | TELONET | gy | 2| 2
% ang 0 0
school

. v Fem | ., | High Heilongji >4 | =4

o8| i | [ | ey Other s - Bl B

150 | 42 | Mate | 28 | BoOBel | pogror | Hotlongit | g | 24 | 24
or ang () 0

—— i | e

160 13 Fem 2% Bachel Eriglies: Heilongji NS >4 | >4

ale or ang 0 0

61 | 44 |mae|ss | BBHE | opge | HElONEL | g | B4 | 2
or ang 0 0

162 | a5 | Male |15 | Middle | gy | Heilongil | g | 24 | 24
School ang 0 0

163 16 Fem 12 Bachel Engineer Heilongjn NS =4 | 24

ale or ang 0 ()

tod | 47 | Male |15 | MO | gpgey | Heilomail | g |24 [ 2
School ang 0 0

165 48 Fem 55 High Belliag Heilongji NS 4 | =4

ale School ang 0 0
Primar ’ e
5 j
166 | 49 [P | s | y Student | Floilongil | yg | 24| 24
ale : ang 0 0
school

167 | 50 | Male | 53 | Jigh Guleg | DO | g | = | A
School ang 0 0

168 | 51 | Male | 12 | Middle | gy g | Hoilonail | g | 24 f 24
School ang 0 0

169 | 52 [ ™ae |26 | B*8 | Enginger |FUONSH| ng | 2| 24
or ang 0 0

170 33 Fem | 26 | Bachel | Engincer | Heilongji | NS >4 | =4
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ale or ang 0 0
171 34 Fem 16 High vl Heilongji NS >4 | >4
ale School ang 0 0
172 | 55 |Male |32 | B2t®l | omer |Heilomil) g |24 (2t
or ang 0 0
173 56 Fem 23 Bachel Other Heilongji NS >4 | >4
ale or ang 0 0
174 | 57 |Mate |21 | Bl | guugene [ FlelloNai | ng | 24| 24
or ang 0 0
175 58 Fem 2% Bachel Other Heilongji NS >4 | >4
ale or ang 0 0
i ii > >
176 50 Fem 50 Bachel Y Heilongji NS >4 | >4
ale or ang 0 0
77 | s0 | M| 60 | PO | pnginger |HEHOmE | wy |2 [ =D
or ang 0 0
i ii > >4
178 61 Fem 25 Bachel Enginser Heilongji NS >4 | >4
ale or ang 0 0
179 2 Fem 27 Bachel Gl Heilongji NS >4 | >4
ale or ang 0 0
180 63 Fem 57 Bachel Bt Heilongji NS =4 | =4
ale or ang 0 0
i i ii >
181 | 64 |Male |15 | THER [ guugen [FOlonsil| ng |[24]24
School ang 0 0
. Fem High Heilongji . >4 | >4
182 65 gl 33 Kkl Sales diig NS 0 0
183 66 | Male | 45 Bachel Sales Heilongji NS >4 | >4
or ang 0 0
184 67 Fem 1 Middle St Heilongj NS =4 | =4
ale School ang 0 0
185 | 68 [Male |17 | FUBR | grugem | HCllonal | g | 2H (29
School ang 0 0
Primar ' %
186 | 60 [T 10| Sindent | FEIOOER | wg | B |
ale : ang 0 0
school
187 70 Fem 16 High Stdont Heilongp NS =4 | =4
ale School ang 0 0
188 | 71 | Mate | 32 | BNl [ pocor [ Hetlonsit | g | 4| 24
or ang 0 0
189 o Male | 26 Bachel T Heilongj NS =4 | =24
or ang 0 0
190 73 Male | 34 Bachel - Heilongji NS =4 | =4
or ang 0 0
= = = o
191 74 Fea 58 | Other Engincer Grgsende NS 24 |
ale ng 0 0
@2 | 5 |nide| 20 | PO | Rugieer | VOEIBAG | wg | 2% (24
or ng 0 0
193 7% Fem 13 Middle Sl Guangdo NS >4 | =4
ale School ng 0 0
Primar -
194 | 77 [Male| 10| ¥ Student | Gvatgdo [ g [ 24 =4
4 ng 0 0
school
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Primar
ws | m [P 5| 4 Student | OvAngdo | g | 24 [ 24
ale ng 0 0

school
196 | 79 | Male |53 | Other | Migrant [ Guangdo | g | 24 24
workers ng 0 0
197 | 80 |Male |28 [B2hel [ potor |Ovmedo | yg | 24|24
or ng 0 0
198 31 Fem 30 Bachel Bigliteee Guangdo NS >4 | >4
ale or ng 0 0
198 | 82 | Mo |38 | PR | mapinees |OUONEdE | g |2 (2
or ng 0 0
200 33 Fem 16 High St Guangdo NS >4 [ >4
ale School ng 0 0
201 | 84 |Male |12 | MGl | oy | CGvamgdo [ g | 24| 24
School ng 0 0
202 35 Fem 73 High ot Guangdo NS >4 | >4
ale School ng 0 0

Primar
- ;
203 | 86 |Male| 8 | v Studeny | OvBngdo| g [ 24| 24
? ng 0 0

school
204 37 Fem 13 Middle St Guangdo NS >4 | =4
ale School ng 0 0
205 | 88 |Mate |15 |Middle | grgey | Ovangdo [ g | 24|24
School ng 0 0
206 39 Fem 71 Bachel Student Guangdo NS >4 | =4
ale or ng 0 0
207 90 Fem 2% Bachel Engivge Guangdo NS =4 | 24
ale or ng 0 0
208 01 Fem 16 High o Guangdo NS >4 | =4
ale School ng 0 0
: = >
ae | 52 | vae |26 | PP | mngioper | O0B02%0 | wg |2 |
or ng 0 0
210 03 Fem 37 Bachel Ballen Guangdo NS =4 | 24
ale or ng 0 0
211 | o4 |t |13 | M | gpey | Guangde | g | 24| 24
School ng 0 0
212 | o5 |Male |67 | B2 | Enginger |OVESdo [ ng [ 24|24
or ng 0 0

Primar
3 > :
23 | 96 [Mac| 7| et | DD | g | PR | P
ng 0 0

school
214 | 97 [ Male | 53 | Other Bl | DU | wy |2 2
ng 0 0
s . >, 5
215 08 Fem 28 Bachel Rnaineer Guangdo NS 24 | =4
ale or ng 0 0
216 | 99 [Mate | 16 | 2B | grudens | UUOu8d0 [ ng | 24| 22
School ng 0 0
> S = =
arz | 1oa | B9 | ag | B | puieey | OIS | e | % | B
ale or ng 0 0
218 101 Fem 1 Bachel Binglinsee Guangdo NS =4 | >4
ale or ng 0 ()
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219 | 102 | Mate | 68 | Middle | e | Guangdo | (o | 24 | 24
School ng 0 0
>
220 | 103 | Male [ 27 | B2l | Engineer | Gvanedo [ g | 24| 24
o ng 0] 0
J >
221 104 | Mate | 29 Bachel Enginese Guangdo NS >4 | >4
1 ng 0 | o
Primar
222 [ 105 | O |13 y Student | Guangdo | g | 24| 24
ale J ng 0 0
school
223 | 106 | Male | 18 | JBR | Studems [ CUE08d0 [ yg [ ZH |24
School ng 0 0
Primar
224 107 | Male | 8 v T — Guangdo NS >4 | >4
) ng 00
school
Primar
25 | 108 | Fo™ | 1 y Student | Guangdo | o | 24| 24
ale ng 0 0
school
226 109 | Mate | 26 Bachel Enginser Guangdo NS >4 | >4
= ng 0 [ o
227 | 110 et 52 | Other Other Guangdo NS >4 | >4
ale ng 0 0
28 | 111 | Fem | p | Middle | o oo | Guangdo | o | 24 |24
ale School ng 0 0
229 112 | Male | 58 Bachel Other Guangdo - >4 | >4
X ng 010
=
230 | 113 | Male [ 20 | B2l | pngineer [ Guanedo [ g | 24| 24
or ng 0 [0
231 | 114 | Male | 42 | Bahel | prgineer [ Guangdo | ng | 24| 24
L8 ng () 0
232 115 Fem 35 Bachel Erigiiee Guangdo NS >4 | >4
gl = ng 0 0
233 | 116 | Mate | 21 | Hlgh omer | Ouangdo | o | 24 [ 24
School ng 0 0
234 | 117 | Male | 37 | BOCBel | g | GumnEdo | g | 24| 24
. L ng 0 0
235 | 118 | Mate | 10 | Figh | grugent | Guangdo | o | 24 | 24
School ng 0 0
3 Fem High Guangdo >4 | >4
e d ale ]7 School Hipden ng NS 0 0
937 | 120 |Mae | 13 | VIS | g | OREHO | gy (2|2
School ng 0 0
238 | 121 | Mate | 16 | HigP Student | GUangdo | (g | 24| 24
School ng 0 0
5 2 — 1
230 122 Fem aE Migrant Guangdo XS >4 | =4
ale workers ng 0 0
240 | 123 | Male | 14 | Mddle | g gope | Guangdo | g | 24 | 24
School ng 0 0

3.2 Participants Information

Gender of the participants
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0,
Gender Number % of
total
Male 129 53.74%
Female 111 46.25%
Age distribution of the participants
Age grou Number Yaql
ge group total
<20 89 37.08%
2140 84 35.00%
41~60 53 22.08%
61~80 13 5.42%
Above 80 1 0.42%
Educational background of the participants
Educational % of
Number
group total
Primarv school 32 13.33%
Middle School 26 10.83%
High School 50 20.83%
Bachelor 115 4791%
Others 17 7.10%
Occupational background of the participants
0
Profession Number ot
total
Migrant workers 12 5.00%
Sales 28 11.67%
Engineer 64 26.67%
Student 92 38.33%
Doctor 10 4.17%
Jobless 15 6.25%
Others 19 7.91%
Regional distribution the participants
0,
Province Number Sl
total
Hubei 54 22.50%
Heilongjiang 109 45.42%
Guangdong 17 32.08%

The participants’ ages range from 6 to 85, and most of them were from 6 to 60. They have
also showed different culture background. None of the participants had used SARS-CoV-2
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Antigen Test Kit before. 52.09% reported that they were high-school graduates or lower and
53.74% participants were male.

3.3 Test Results and Accuracy

A total of 240 samples were tested:

Comparator Method (NA
SARS-CoV-2 Antigen 2 (NAT)
Test Kit
Positive Negative Total
Positive 113 2 115
Negative 4 121 125
Total 117 123 240

Positive Agreement (95% CI): 113/117 96.58% (91.48% -99.06%)

Negative Agreement (95% CI): 121/123  98.37% (94.25% - 99.80%)

The performance of SARS-CoV-2 Antigen Test Kit with positive results stratified by the
NAT method Ct counts were assessed to more understand the correlation of assay performance
to the NAT Ct value, estimating the viral amount present in the clinical sample. As showed in
the following table, the positive agreement of the SARS-CoV-2 Antigen Test Kit is higher
with samples of a Ct count <33.

SARS-CoV-2 Antigen NAT Method (Ct)
Test Kit
POS (Ct <33) POS (Ct> 33)
Positive 90 23
Negative 0 4
Total 90 27
Positive Agreement (93% CI) 100.0%(95.98%, 100.0%)|85.19%(66.27%, 95.81%)
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4 Conclusions

SARS-CoV-2 Antigen Test Kit (Colloidal Gold)produced by Shenzhen Dymind
Biotechnology Co., Ltd.. showed no statistically significant difference between SARS-CoV-2
Antigen Kit test results tested by patients and the clinical diagnosis results, which were highly
consistent. That showed SARS-CoV-2 Antigen Test Kit (Colloidal Gold) was suitability for no

professional use.
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