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1. Intended Use

1.1 Product function

The kit is used for qualitative

human nasopharyngeall swab,

1.2 Applicable medica.[ stages

This product can be used for di

1.3 Main users of the product

The COVID-I9 Antigen Detection

analysis, etc.; the mairn goal is for
testing unit inspection department to

analysis.

2. Research purpose

By comparing our company's new

(assessment reagent) with the test resu

diagnosis/exelusioli fesulrs (pCR tcsr

aeeordafiee with pCR derection merhod

3. Test managemenlt

Standardized operating procedures

3.1 Qualification of researchers

The experl operdtor should

3 .2 Laboratory quality control

The laboratories engaged in cli
procedures for experimental observation

isolation laboratories.
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of COVID-2019 new

swab, and nasall swab

Colloidal Gold) is used filr clini
and medicai instiitutionri or

new coronavirus cases. so

virus antigen (COVLD-2019)

from clinical case specimern and cli

w€ vefify that our products

reffils 0f safery, effeetiveness arld

I be established firr all research

ical research shall establish

indicator, which sh,all be by specialized

irus antigen in

inspection and

research and

to do further

in eliiiical

operaung

ki
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3.4 Data management and

3.4.1Dara r:ollection

a, Researchers must e$sure that the

b. All items in the research record

items (spaces without a record are

signed and dated by the researcher.

3.4.2 Data monitoring: the applicant

research record form, and confirm

standardized, and complete, and the

3.4.3 Data inspection and input: The

3.4.4 Statistical analysis: completed

processing on the measured data.

3.4.5 DataArchive: Archive raw data

4. Test design

4.1 Overall test design

In this test, thr: total number

oropharyngeal swab, nasal swab shaii

were performed a sinlgle test using

PCR detection method to evaluate

requirements. If the terst results cannot

appropriately expirnded for evaiuirtion.

4.2 Experirnental design and research

4,2,1 Specimen so e

The sample was f,rsm a

institutisn. The same suspeeted ease a respiratory seeretion from nasopharyngeal
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is true, aGeurate, and cgmlllete.

be filled in. There fnust bit r1o

ined). The data modified by

ll appoint a supervisor, wtro will

the clinical trial clata records

isor ofeach record shali sign.

manager of the applicant unit will

EXCEL sc,ftware

of specimen selec;ted f<rr

not less than 200, respectively.

test reagent (eOVtD-l9 Antigen

the Lituo COV'ID-l9 Antigen

the preset starLdards, the

selection

ease sf new Goroniary prreumonia

or missing

notes shall be

each original

imely, accurate,

k and input.

statistical

swabs,

same specimen

ion kit) and

t kit meets the

size should be

a elinical trial
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swabs, oropha4/ugeal swab, aud nasal

clinical information. lhe total number

oropharyngeal swab, and nasal swab

positive samples for the three sample

4.2.2 Specfuren deletion criteria

All the selected samples have one i

verification shall brs deleted.

4.2.3 Specimen removal criteria

Specimens with no results or fai

4.2.4 Collection and storage of speci

(l) Oropharyngeal swab specimen:

Use a specia.l sampling swab to wipe

sides with moderate force, avoid touch

extraction buffer tube.

(2) Nasoph arynageal sw,ab specimen :

Insert the swab into the nasal cavity with

nasal cavity, then press the swab against

head; quickly immerse tlhe swab head in

(3) Nasal srvab specimen:

Insert the sarnpling swab into the nasal

press the swab on the nasal wall three

swab head in the sample treatment soluti

(4) After eolleetion, the speeimens should

this kit as soon as possib.le. And complete

(5) Take two specimens of the same pat

reagent detection.

4.2.5 Reagents to be evaluated

Product name: COVID-I!g Antigen

Lituo Biotechnology Co., Ltd

watr. Ttre samples should have

of samples selected for the

s not less than 2C10, respectively

should be not less than 100

that cannot meet the in

are excluded.

back wall of the pharynx and

the topgue; quickly immerse the

moqt secretions. Rotate gently

the wall of the nosre threer times.

sampfle treatrnent solution.

ity with the most secrel,ions.

talge out the srvab head; quio

procpssed with tlre extrirction bu

test within 10 minutes.

one for the experiment kit a

Kit(Qolloidal Gold)

3

basic

swabs,

number of

nsils on both

b head in the

push into the

the swab

gently, then

immerse the

provided by

one for PCR



Manufaeturer: Zhuhai .tituo

light. Batch number: 20200805

I
Co Ltd.

Packing specification: 25 TestsAGt

Main components:

Shelf life: 12 months Storage condi in a dry place a1, 4-30' protected from

4.2.6 Statistical analysis methods of clin

4.2.6.1 Data statistical ianalvsis method

1) Evaluation indicators: negative

coincidence rate.

2) Inspection method: Ifuppa inspection

4.2.6.2 Reagent clinical evaluation

The reagents to be evaluated are v

PCR method through clinical evaluation

5. Test Implementation

5.1 Specimen selection

This testing specirnen is a sec

which were tested withL the reagents to

were selected this time. According to the

samples for nasopharyrrgeal swabs,

specimen for each.

5.2 Test Management

5.2.1 Datt management and statistics:

5.2- 1, 1 Data eollestion;

a. The researcher rrrust ensure that

rate, positive crlinc rate and total

ified its safety, effecti yeness equivalence of

stat stical processing nrethods.

of nasopharynlgeal s from hospital,

and PCR, rerpectivel 5 specimens

126 positive

I swab 129 negative

of PCR test resul'ts, there

nd oropharyngeal swab,

data i true, a€Gurate and eompl



b. Fill in the test reeord form

5.2.L2 Statistical analvsis:

The statisti cal data was statistically

5.2.1.3 Data archiving:

Archive the original data

5.3 Clinical research results and analvsis

5.3.1Test results and analysis of orop

Reagents to be

evaluated Positive

Positive

Negative

Total 126

Rate 0.494

by statisticians using EX software.

speclmens

Rate

0.478

0.522

C+Dl =0.746

tests were

by PCR
xl00%o= =96.03%o

=99.22Vo

121

1 ) rc value

,o =ZA'i =il

p6 =l(e + D)' (,1 + c)+(c + o)"(n + n

tc greater than 0.61, the results are highly

2) Performance evaluation index

l2l+128
255

=0.976

TESts

A+B

Specificity =
Number

Numberof ne byPCR
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5.3.2Test results and analvsis of swab specimens

Reagents to be

evaluated

Positive

Negative

Rate

Positive

122

0.494

Total r26

Rate

0.482

0.518

Rate

0.475

1) r value

Lri;Po-z-/ - 0.980
N

p, =l(A+ n)x(,t+c)+(c + o)x(a+

* = 
Po - F!- 0'980 - o '746 - 0.923 >l- Pc I-0.746

K greater than 0.61, the results are highly

2\t Performance evaluation index

Specificity =
Number of cases in which both

Number of ne

5.3.3 Test results and analysis of nasal

Sensitivit y = =122 =96.83%
t26

-128 - gg.22%
t29

Reagents to be

evaluated

Positive

Negative

Positive

120

126

B+C+DY =0.746

PCR tests wetepositive ,,

PCR tests werrenegative 

",

)lr(e

.61

Total

0.525
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Rate 0,494 0.50

[) rc value

lenPo-L"" - =0.973
N

p6 =l(t + o)" (,1 + c) + (c + o)n (r + I

* _ Po - Pr: 
-0.973 

-0.746 = 0.g92 >
l- Pc l-0.746

t( greater than 0.61, the results are highly col

2) Performance evaluation index

Number of cases in which both

lli +

6l

istent.

ituo ant

t+C+DY ="0.741i

PCR tests werepositrv,l 
" 166o7 -r2o -s5.24%

126

-128 -gg.22%
r29

r - Number of Positive

Number of casesin which both

ases det

,ituo anr

rtedby PCR

PCR tests ylrenega,iw 
" r ooq

SpecrncnY:

5,3.4 ConsisteneY analYsis

)ases de )ctedbv PCR

Product

manufacturer/Coufl

tActual frequencY

Orop yngeal r

speeirnen (PC

Nab

)

{asopharyngeal srvab

sample (PeR)

Nar il swab spee

(PCR)

Positive Ne ative Positive Negative Pr ritive Negative

Positive 12l I t22 I 20 I

Negative 5 28 4 rztl 6 t28

Specificity 99.22% 99.22% 99.22%

Sensitivity 96.03% 96,83% 95.24%

Total consisteney 97.65% 98.A4% 97.25%

The total consistency of the test

requirements.

5.4 Discussion and conclusion

Through the above exPeriments,

and for th'ree samples is

consistency arLalysis

which meets the

the company's kits
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and PCR detection kit was performed,

ln this experiment, the COVID-I

detection kit are used to simultaneously

swab specimen, and nasal swab speci

the number of positive cases is not

acceptable range, and the clinical compli

Therefore, we conclude that the

developed by Zhlhai Lituo Biotechno

detection method, and the detection

use requirements.

6. References

"National Clinical Inspection

"Guiding Principles of Clinical Test

"Clinical Laboratory Management

7. Appendix

the met the requirements.
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Attachment: Summary of clinical trial

nasal swab specimen.
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ryngeal swab, swab,

Oropharymgeal swab specimen Naso haryn€
specim

:al swab
rn

Itlasal sw D Specrmen

Serial

Number
Lituo Test

Results

PCR Test

Resuls
Serial

Number
Lituo T

Result

rt PCR Test

Results

Serial

Nunrber

Litr
R(

r Test

;ults

PCR Test

Resuits
I I I

2 2 a

3 a
J J

4 I-T- -r 4 -r + 4 +
5 5 5

6 -r -r 6 -r -r 6 +
7

8 + E *t= J- 8

9 9 9

10 l0 l0
li + + lt -r + ll +
t2 -r + l2 -t- -r t2 +
13 l3 l3
I4 t4 I4

l5 + + l5 + -T- l5 +
l6 + -r t6 + -r l6 +
t7 l7 t7
l8 18 t8
19 + -T- l9 + -T- l9 -t-
20 + -r 20 -r + 20 +
21 2l 2l
22 .taaz 22
23 + 23 + 23 ,L-T

24 + -t- 24 + -r 24 -r
25 25 25

26 -r -f 26 + + 26 +
27 27 27
28 + -r 28 -T- + 28 +
29 29 29
30 30 30
31 I

l- 3l T + 3l -T-

32
32

aa
JJ -T + JJ -t- -r t5 -1 -f

9
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34 34 34

JJ + -r 35 -r + 35 + -T-

36 -t -r 36 -T- + 36 + +
JI JI JI

38 + + 38 -T' + 38 + +
39 + + 39 -T + 39 -r -r
40 40 40

4l -r + 4l + I-T- 4l -'l- +
42 -r + 42 -r I-r +2 -r +
43 43 t3
44 -r -1- 44 + + '+4 'l- -f
45 + + 45 + + ,+5 + +
46 46 ,[6

47 47 ,I7

4E + 48 ,[8

49 + + 49 + + z]9 I-r +
50 50 j;0

5l -r -r 5t -T- -r 'l -T- +
52 52 :2
53 -'l- -f 53 -'t- -r l3 -T- +
54 54 :4
)) + + )) -T- + :f + +
56 56 56

57 57 57
58 58 58

59 + + 59 + -f 59 + -f
60 60 60
6l + 6l -T- 6l +
62 + -r 62 + -r 62 -T- +
63 63 63
g

64 64

65 -r + 65 + + 65 I +
66 66 65
67 67 67
68 + -T- 68 -T- + 63 I -r
69 69 6t)
70 + + 70 -T- -r 70 F +
1l 7l
72 72

l0
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73 + + IJ -r 73 + -r
74 + + 74 -T 74 -T- +
75 + + 75 + 75 + -1-

76 -r -T 76 + 76 + +
77 77 77

78 78 78

19 79 79
80 80 80
8l + -T 8l I-r 8l -r +
82 82 82

83 1- -r 83 + 83 + J-
84 84 84

85 85 85

86 + + 86 + 86 + +
87 + + 87 + 87 l--T-

88 88 88
89 89 89
90 90 90
9l -r + 9l l + 9l + +
92 92 92
93 93 93

94 -r + 94 + + 94 + +
95 95 95

96 + + 96 + -r 96 + +
97 97 97
98 + + 98 T I-r 98 + +
99 99 99
100 100 r00
101 -T- -T- l0l + + 0l -T- I-r
102 r02 102
103 r03 r03
104 + -r r04 + + 104 + -r
105 + + 105 + -T- t05 + +
106 106 r06
r07 r07 to7
108 + + 108 + .T- 108 -'l- -T
109 109 109

ll0 + -f ll0 -r -L ll0 + +
lll 111 lll

ll
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tt2 t12 n2
113 ll3 113

rt4 -r -r 114 + n4 -T +
115 -1- -r 115 -t- ll5 -f +
ll6 ll6 ll6
tt7 rt7 n7
118 118 118

ll9 -1- + 119 + ll9 -f -r

r20 120 120

r21 + + t2l -r I2l -T- +
t22 I-T- t22 -T- t22 +
t23 -T + 123 + t23 + -r

r24 124 t24

t2s t25 125

t26 + 1- t26 + t26 +
127 + -r 127 -T- t27 + -T-

t28 128 t28

t29 r29 129

130 + + 130 + 130 + +
131 -r + l3l + 131 -'l- +
132 r32 132

r33 + + i33 + 133 -'l- +
134 + + 134 I r34 f +
r35 + + 135 -T- 135 + +
r36 136 136

t37 + + r37 + t37 -r +
138 138 138

139 139 139

t40 + -T 140 -r 140 -T- -r

141 r4l r4l
142 r42 t42

t43 + -r t43 + 143 -r +
144 IM 144

t4s 145 r45

146 -T- + t46 + 146 + +
t47 -r + 147 + 147 -1- +
148 148 148

149 + + r49 -r 149 + +
150 -r f 150 + 150 + +

I
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151 l5r l5l
152 + -T- r52 -r 152 + -T

153 -r -T r53 -t- r53 -r +
154 154 154

155 + 155 + r55 +
156 156 1s6

151 + + 157 -T- t51 + +
158 + -r 158 + 158 -T +
159 -r -T- 159 + 159 + +
t60 160 160

l6l + -T 161 -T- 161 + +
t62 + + r62 + r62 + +
r63 163 163

r64 t64 164

165 J--T t65 + 165 t_-r l--r

r66 -r -T- r66 + 166 + +
167 t6'l 167

168 + -r 168 + 168 -r +

169 169 169

170 -T- -T- r'70 -r t70 + +

t7l t7l t7l
112 r12 t12

r73 + + t73 + 173 +
t74 t74 r74

t'75 + -t- 175 -T r15 -T +
t76 t76 t76

t77 -L -r t77 -r t77 + +
t78 178 r78

179 -T- + t79 + 179 -r +
180 lE0 180

l8l + -T- 181 -f 181 -T- +
182 + -r 182 + r82 -r +
183 183 183

l84 184 184

185 + + 185 + 185 -r +
186 r86 186

187 -T- + 187 + 187 + -r

188 -T + 188 + 188 T +
189 189 189

1
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r90 -f -1- 190 + 190 -T +
191 191 r9l

t92 r92 t92

193 -T + 19 I + 193 .T +
t94 194 t94

t95 + + 195 I -T 195 -f +
196 19t +- 196 +
r97 -r + l9i r + t97 -T -T-

198 + + l9t +- -T 198 + +
r99 r99 r99

240 20( 200

201 + + 201 +- + 201 + +
202 202 202

203 -T- + 202 T- + 203 + +
204 201 204

205 20: 20s

206 + -T 20( +- + 206 -r +
207 + + 20i +- + 207 + +
208 + + 20t +- + 208 -r +
209 20s 209

2t0 2t( 2r0

2tl 21r 211

2t2 J- + 2r2 i- + 212 + +
213 -I- -T- 213 T- + 2t3 -r -T-

zr4 2lt 214

2t5 2t: 215

216 + -r 2l( I -r 216 + +
217 -r + 2t', +- -f 217 + +
218 -r -f 2tt I + 218 -r +
219 219 219

220 22( 220

22r 221 221

222 + + 222 T- + 222 + +
zzJ + + 222 +- + 223 + +
224 11/ 224

225 + + 22: +- -T 225 .T +
226 I-r I

I 22r +- -r 226 -r -T-

,r'7 ,,.- ^ta',

228 -T -T 22f I + 228 -r +
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229 + -r 229 + 229 + +
230 230

-J-
I

230
231 + + 231 231 + +
232 -I- -r 232 _L 232 + +
233 + + 233 1- 233 -r +
234 234 234

235
235 235

236 236 236
237 + -r 237 + 23',l -r -J-

238 238

-t

238
239 -'l- -L 239 +

.239
240

.z4r

.T- -1-

240 240

241 241

242 + 242 + :242 +
243 243 :t43
244 I-r l- 244 + + )-4 + +
245 + -r 245 + -f tt45

?.46

i,.47

+ +
246 + -I- 246 + -r -r

-r

+
247 247

248 + + 248 + + t48 +
249 249 249
250 250 i50
251 + -f 251 + -r 251 + +
252 252 2s2
253 + -r 2s3 -T -T- 2s3 -r +
254 + .T 254 + -f 254 -l- +
2s5 + -T 255 + + 255 -t- +

Note: "-" means negative diagnose is result; ,'*" ltrve

IJ

is result
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