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equivalent

| Swab Positive/Total Valid Percent Positive
(per reaction)

Preliminary | Preliminary | Confirmatory | Preliminary | Preliminary | Confirmatory
Lot 1 Lot 2 Lot 1 Lot 2

2700%* 20/21 20/21 20/20 95.2% 95.2% 100%

1350 18/21 20/21 - 85.7% 95.2% -

675 16/21 15/21 -- 76.2% 71.4% --
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Organism Tested

Concentration

Tested (per mL of
spike)

Number Pos /
# Tested

Cross
Reactive

Bordetella pertussis 1.34E+10 CFU/mL 0/3 No
Candida albicans 6.27E+08 CFU/mL 0/3 No
Chlamydia pneumoniae 1.25E+07 IFU/mL 0/3 No
Haemophilus influenzae 2.27E+09 CFU/mL 0/3 No
Legionella pneumophila 6.82E+09 CFU/mL 0/3 No
Mycobacterium tuberculosis 6.86E+07 CFU/mL 0/3 No
Mycoplasma pneumoniae 3.98E+07 CCU/mL 0/3 No
Pseudomonas aeruginosa 6.64E+07 CFU/mL 0/3 No
Pneumocystis jirovecii 1.0E+08 nuclei/mL 0/3 No
Staphylococcus epidermidis 1.32E+08 CFU/mL 0/3 No
Streptococcus pneumoniae 4,73E+08 CFU/mL 0/3 No
Streptococcus pyogenes (Group A) 4.30E+09 CFU/mL 0/3 No
Staphylococcus salivarius 1.2E+08 CFU/mL 0/3 No
Adenovirus 1 1.02E+08 TCID50/mL 0/3 No
Adenovirus 7 1.02E+08 TCID50/mL 0/3 No
Coronavirus 229E 1.26E+06 TCID50/mL 0/3 No
Coronavirus NL63 1.1E+06 TCID50/mL 0/3 No
Coronavirus OC43 1E+6.18 TCID50/mL 0/3 No
Enterovirus/Coxsackievirus B4 6.61E+06 TCID50/mL 0/3 No
Enterovirus Type 68 9.55E+06 TCID50/mL 0/3 No
Enterovirus Type 71 4.17E+05 TCID50/mL 0/3 No
Human metapneumovirus 1.0E+06 TCID50/mL 0/3 No
Influenza A (pH1N1) 1.58E+07 EID50/mL 0/3 No
Influenza B (Yamagata) 1.1E+08 CEID50/mL 0/3 No
MERS Coronavirus 8.9E+05 TCID50/mL 0/3 No
Parainfluenza 1 8.9E+06 TCID50/mL 0/3 No
Parainfluenza 2 1.0E+08 TCID50/mL 0/3* No
Parainfluenza 3 6.6E+06 TCID50/mL 0/3 No
Parainfluenza 4A 4.57E+06 TCID50/mL 0/3 No
Respiratory Syncytial Virus Type A 3.16E+06 TCID50/mL 0/3 No
Respiratory Syncytial Virus Type B 1.26E+06 TCID50/mL 0/3 No
Rhinovirus 1A 1.58E+08 TCID50/mL 0/3 No
SARS Coronavirus (SARS-CoV-1) 1.0E+08 PFU/mL 0/3 No
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Species Setl Set 2
SARS-Cov-1 Blc (100%), Flc (100%) F2 (100%), F3 (84%)
MERS-CoV Mo alignment found Mo alignment found

Human coronavirus 229

Mo alignment found

Mo alignment found

Human coronavirus OC43

Mo alignment found

Mo alignment found

Human coronavirus HKU1

Mo alignment found

Mo alignment found

Human coronavirus NL63

Mo alignment found

Mo alignment found

Adenovirus (e.g. C1 Ad. 71)

Mo alignment found

Mo alignment found

Human Metapneumovirus (hMPV)

Mo alignment found

Mo alignment found

Parainfluenza virus 1-4

Mo alignment found

Mo alignment found

Influenza A& B

Mo alignment found

Mo alignment found

Enterovirus (e.g. EVES)

Mo alignment found

Mo alignment found

Respiratory syncytial virus

Mo alignment found

Mo alignment found

Rhinovirus

Mo alignment found

Mo alignment found

Chlamydia pneumoniae

Mo alignment found

Mo alignment found

Haemophilus influenzae

Mo alignment found

Flc (65%)

Legionella pneumophila

Mo alignment found

Mo alignment found

Mycobacterium tuberculosis

Mo alignment found

Mo alignment found

Streptococcus pneumaoniae

Mo alignment found

Mo alignment found

Streptococcus pyogenes

Mo alignment found

Mo alignment found

Bordetella pertussis

Mo alignment found

Mo alignment found

Mycoplasma pneumaonias

Mo alignment found

Mo alignment found

Pneumocystis jirovecii (PIP)

Mo alignment found

Mo alignment found

Candida albicans

Mo alignment found

Mo alignment found

Pseudomonas aeruginosa

Mo alignment found

Mo alignment found

Staphylococous epidermis

Mo alignment found

Mo alignment found

Staphylococcus salivarius

Mo alignment found

Mo alignment found
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e BXRSVA 2 RSVB - 12 808x103 A7l /F+ (> 3xLOD) 'T 4t SARS-CoV-2

SRR E LB e A HERY BNV IEH RS o dot £ 29757 > 2T AA P B e
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Number

Concentration Tested Positive [ Valid i CHECK/H.
Organism Tested (35 plL spiked per swab) Tests COVID-19 Test Kit
SARS-CoV-1 1.00E+08 PFU / mL 343 No
Influenza A pH1N1
A/Michigan/45/2015 1.58E+07 EID50 / mL 33 No
Influenza B
Yamagata 1.10E+08 CEIDS0 / mL 3/3 No
B/Phuket/3073/2013
Respiratory Syncytial | 5 46¢ 06 TCIDS50 / mL 45 No
Virus Type A
Respiratory Syncytial
Virus Type B 1.26E+06 TCID50 / mL 3/3 No

C KRBT P

R RET T 0 T R ARG AN A ? & 41500 § B3 b T4 Lucira
CHECKYIT COVID-19 # Bl:# & § cnBEAF T > ¢ 7 i 5 RPIRE? ¥ LRET & o
R0 7 (15) 24 o e 63 AT 68 4150~ Joen 12 8 o 11hed F2AME R
TR R BT N G AR Y A 0 T P R B TR R o
ER= gk ?{r’&_ NNSM ¥ &7 7 Bl3E » 3% NNSM 12 %3t 3 &2 ¢ LoD 4c %7 SARS-CoV-2 ﬁp‘
ESFEVE ,)‘175 én-f%.o

BlE 15 A B A Kor 2 ¥ Lucira CHECKYIT COVID-19 & Rl3# & & 2 ch+ 8258 -

# 5. Pl EEER

NTC POS
Concentration COVID-19 Positive COVID-19 Interfering

Tested Results / Valid Positive Results / Substance
Devices Valid Devices

PBS (control) undiluted 0/3 3/3 No
Afrin undiluted 0/3 3/3 No
Blood 1.0 % v/v 0/3 3/3 No
Chloroseptic Max 20% w/v 0/3 3/3 No
Flonase Allergy Relief | undiluted 0/3 3/3 No
Mucin 0.5% wjv 0/3 3/3 No

% 12/21 H
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gighn"; Ab-Purpose | gap iy 0/3* 33 No
Mupirocin 4.3 mg/ mL 0/3 3/3 No
NeoSynephrine Cold

and Sinus Extra 20% v/v 0/3 3/3 No
Strength Spray

Relenza 10 mg/mL 0/3 3/3 No
Saline undiluted 0/3 3/3 No
gf;ﬁ’f‘gwﬁ““am“ 5% V/v 0/3 3/3 No
fi(;fr:oggalgmsturlzmq 5% v/v 0/3** 3/3 No
Tamiflu 6 mg/mL 0/3 3/3 No
Tobramycin 2.5 mg/ mL 0/3 3/3 No
Zicam Allergy Relief undiluted 0/3 3/3 No

1.NTC i 2 % % jpl3# NNSM ¥ et + 4845 FF -
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Positive Spike
Flex Condition (#Positive/
# Valid
0 Swirls (12 Second Dip) 3/3
5 Swirls 3/3
10 Swirls 3/3
40 Swirls 3/3
*FRPF
UL TRV AN P I @B DRI L R A AL R R G A R e T KA
FoRE T R B % o

LT 545 - GERREERSR

Positive Spike ..
Flex Condition (# Positive / # NTC an_dltlon .
= (# Positive / # Valid)
Valid)
Bare Hands 3/3 0/3
Hand Lotion 3/3 0/3
Hand Sanitizer 3/3 0/3
o« T# e
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Condition i Distance / Angle Timepoints
Vertical Movement 1 foot 0 minutes / 12 minutes "
Horizontal Movement 20 feet 12 minutes *
# e 90° perpendicular to ground
g A (device tilted from long axis 12 minutes *
horizontal to long axis vertical)

*L2 Agmerf E R T ORREF L L @ R T ER A .
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Ik
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Positive Spike NTC Condition
Condition Description (# Positive [ # (# Positive / #
Valid) Valid)
Storage Temperature and Time 5°C - 24 hours 3/3 0/3
Storage Temperature and Time 5°C‘ — 72 hours 3/3 0/3
Storage Temperature and Time 45°C — 24 hours 3/3 0/3
Storage Temperature and Time 45°C — 72 hours 3/3 0/3

c BAEREETERIIA R O

Lucira CHECKY'IT COVID-19 # ip|:3 & £ i+ X § B B ipdI#f s @ %K% ¢ 1217 7 1395 ASTM
DA4332-14 e i H4R fr 1945 ASTM DAL169-16 fi=i% % 3 13 sl fticd » 1P & iRl e & &
gAY DI R R RAR R T DL EHRREALY e B Ar S B ipe K
F2ABRFEEE AR XA - BEEXN (FRe X P PHEIPHE>ML KFH) ¥ -2
FER R R AIN S o 4T £ 10 47 o igw B KSR T ASTM DA332-14 R R 4E P it
SRR PR ¢ K e R B IRFRREE
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FLRERFF L F
# 10 : 1245 ASTM D4332-14 i& 7 e B foiR AR 3 &

Temperature/Humidity Conditions

+60°C/15% -300C
S1 X 24 hours
S2 X 24 hours
S3 X 24 hours
4 X X X 72 hours
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Ho Rl kpEBEERFET N B) BRME  BLBHLLE S AL B B
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FWEUWSA- BEEAL T B F ) T ASHE Y RpFERGHE B B L IR
“ﬂ““*%m’%%%“ SR &#ﬂ&wh( Fo M REE) PE ﬁ?hm%uﬂﬁ %°

o 1iFE AR fRA R

3 9 3% Lucira CHECKVIT COVID-19 &Rz H 2 2 a4 * » A XS T ¥ TPV
N AR R R R A PR e AEEATRR B S T EGRALE  BARRL 5°C
3 45°C iRA M5 5% 3 95% e

T
N

3 K BRIERAE T SR ATH R % « 5°C o 45°C i & H R MR F TR
»z” .5‘%% ’ [ﬂf“:& v A rk'#;}%)‘ ;6/*’ Bé;*"ﬁ'ﬁifﬁiluwmfifrﬂ

2 11 TR 5%

NTC Condition

ositiv Spike

Condition

(# Positive / # Valid)

(# Positive / # Valid)

Lucira 7. 3 20398 %
Ed S fEEfRT KT A E

LR ROERT SRk R F R
¥ Lucira CHECKV/IT COVID-19 # |34 £ & ehit 4

% 16/21 H

f

10°C, Low Humidity 3/3 0/3
35°C, Low Humidity 3/3 0/3
45°C, Ambient Humidity 0/0 0/0*
20°C, Ambient Humidity 3/3 0/3
35°C, High Humidity 3/3 0/3
10°C, High Humidity 3/3 0/3
5°C, Ambient Humidity 0/0 o/0*
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SRR A AR AR S
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F 12. B R W PITRAF T B
Lucira Community Testing Study
Summary Clinical Performance

Vs High Sensitivity FDA EUA SARS-CoV-2 PCR Test

Subject Type PPA NPA
e 94% 98%
PR (48/51) (49/50)
- 90% 98%
R (73/81) (218/222)
e 92% 98%

(121/132) (267/272)

*11 B3 ZRenfr e 3= (7) B Al RERRIFET F Ct @ (>37.5)

2 13 AR RBAT BB E

A High Sensitivity FDA

Lucira Community Testing Authorized SARS-CoV-2 PCR Test

Studies Positive Negative Total
Positive 121 5 126
Negative 11 267 278

! Total 132 272 404

Positive Percent Agreement (PPA) 91.7% (95%CI: 85.6%-95.8%)
Negative Percent Agreement (NPA) 98.2% (95%Cl: 95.8%-99.4%)

7 invalid result (1.73% invalid rate); 2 retests (0.49% retest rate)
LU BF LR &E? 3 - (7) BPALE Y RERPFE G B CtiE (>37.5)

BTG AR PR AT B A CLER A Y 0 4 % 20 A P Lucira IR 8L R
BRRT R A d AT Lucia RIEE R E I RE ST RPRREE A TR o ST erf ahd
BEE I At ORI R R S & ok T A efR A Y o CtERA BB o
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ELRELG NP &
# 14. Lucira & FDA #:4g 7% &5tk ~ + SARS-CoV-2 PCR P51 4 V' 15k dE &

“t4 55 PPA 5 92% (121/132%)

375CT

10 20 30 40 50 60 70 80 90 100 110 120 130

BB R AT kA

L J

R A mA R REPE S RIES AT SRS (CT) €34
*11 B LBy - (7) B ad B RERPFEL S F Ct i (>37.5)
FORA AR R RE L £ 420 101 &% K o & FDA #1483 & 5tA SARS-CoV-2 PCR i
AR 0 0 R A el PPA 5 94.1% (48/51) & 96.0% (48/50) - i * Roche cobas SARS-
CoV-i& 17 £ & 447 2 RI5# o 5 LB T2 R > T Z B LR HRAFE G 3 CLE
(>375) - 254 1fmraet% (0.99%) fo2 4 ipl (1.98%) -

2 15 AL REES - ko

A High Sensitivity FDA

Community Testing Study Authorized SARS-CoV-2 PCR Assay

Lucira 07A-CLI-006 Positive Negative Total

Positive 48 1 49

Negative 3* 49 49

Total 51 50 101
Positive Percent Agreement (PPA) 94.1% (95%Cl: 85.5%-98.4%)
Negative Percent Agreement (NPA) 98.0% (95%Cl: 89.4%-99.9%)

*All 3 False Negatives occurred in patients with reference test Ct values of >37.5
1 invalid result (0.99% invalid rate); 2 retests (1.98% retest rate)
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AT RPIFT 22 F 5 303 r»vfé“‘ o 7 FDA $ZHg 3%
s g ﬁlr‘;mﬁg PPA % 90.1% (73/81) - 8 1 £ & &k 5
AFEE G 6 L bH (1.98%) -
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A High Sensitivity FDA

Community Testing Study Authorized SARS-CoV-2 PCR Test

Lucira 07A-CLI-007 Positive Negative

Positive 73 4 77

Negative 8* 218 226

Total 81 222 303
Positive Percent Agreement (PPA) 90.1% (95%Cl: 81.5%-95.6%)
Negative Percent Agreement (NPA) 98.2% (95%Cl: 95.5%-99.5%)

*4 False Negatives occurred in patients with reference test Ct values >37.5
6 invalid result (1.98% invalid rate)

o "]

C AR TR IR BEIRA R A ERP LY RESRE
B AR R T § ORI -

AR RARESRILT F 0 T § IR BIEER R o

sk AT BA TR L T g NIMREEEE

s Aok pd ARRRIPRRSEF LR T § NRBELS

© FERIEF AL TR TERGE > A F R R G

b
e
4o

"‘_'rﬁf"‘

o

e

44\
F_
g

BT HER BT Y BB B 4 F R K T oL B RE RS .
COMRIER AR AR I E R s o R AR o

-ﬁﬁﬁﬂﬂ(ﬁiﬁﬂ)
LAF A& &

T AMNEE A Spd el i AN o A TH P el
F R L LIRR R PR R A

c BRI REP A BB c F AR F IR AFERFED (T NRBELE L,
Ak MELT R NREE LS

CoF AL BRI A AIRA AR R §F PRTRA R B o B Y Y R R
oo PREPF ML T g TR R R A 97 ko ¢ FEFTH R SARS-COV-2 FtkE ik
FHm . L RREEFERA R

% 20/21 H



<
L. Delta Asia International Corporation
TEELNG I ®
o A I
TG U 4 T 1 R 4L 4
. P

LA T AT R R o 2 EEFRT -

PREAT B ARR Y P .

ERR AT ARG B AU -

PR ELA T R H L o

or| | REA T A SRS

WREL ARSIl

EL!M%E@

LL T‘*%’i%\ﬂ‘f:}}r mEl 5\’—%{0

WA @ o

RO

3

ly

ERRT i ?}g@:ﬁfrw 2 o

heiy

H

% -3 538 # W& 4] 10,146,909 ~ 10,253,357 v & A £ Rr R % & ]k

F21/21 H



