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Prologue

EarlyTect® Cancer A|2|=




EarlyTect
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Pacific Edge: 5.

Pacific Edge Limited (NZX: PEB) is a New Zealand publicly-fisted, cancer diagnosties company
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22' MEE -1 Oo = =
S QANAIE 2t (n = 93) 23 AMAH 23 (n = 585)
« HH UTE =90%, Z7|L (1-1) UL E = 86% « HH UZE =90%, 27| (0-1) UZE =89%
- HH| 50| = 90.9% - TH| S0]= =90%
= Cutoff C; 40 = Cutoff C; 40 (1/2 algorithm)
100 100 100
] 91.4
90.0 85.5 89.6
100 100 _ 80
£ 66.7
= 80 H
S S 60 -
ﬂ 60 - HI%
o
e 40 7
ur- Al 304 30.0
-|:|.| od 26.7 244
O
ol 2 20 1
0 0 ‘
NED HOP NA AA 0 | Il ] v GC LC
n= n= 245 18 41 3 3 55 70 96 21 23 10
ot
. 5 +  NED: No evidence of disease on colonoscopy, & & : ; ini g ]
: : UGS NA: Non-advanced adenomas (< 1.0 cm), H|ZIgd MZ
: e NE
Feasibility of quantifying SDC2 methylation in stool . éé ég:fr?ccigniiinggis(é;éﬂ f%) e
DNA for early detection of colorectal cancer +  LC: Liver cancer, Z+2t (CHELHA| A O|A| )

Clinical Epigenetics, 2017;9:126.
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EarlyTect® Colon Cancer (KGMP ‘4 4H)

HIS @
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- o o % -
25@#H2) é - /
DNAFE H}O|Ad m}o| E R i
. = = eal time PCR HlE A
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182 2A&717]) * Duplex PCR
cUKA] i : Alo| I B HIS ot
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o= Iy ot
1995 A 2000
NASDAQ Ab%L KOSDAQ(2019.3)
4 N
H| e chH 1~2g

271 M| E! Sl0t7 (NDRG4,BMP3) + KRAS 7 mutation SDC2 H|E!3}

+ AT (A2 EEHAD 2 reactions
CH =2t 92% oz CH &2 90%
83 (21.0 cm) 42% - €% (2 1.0 cm) ~50%
87% 50|k 920%
26412 AL A ZE 8AIZt
\ J
O] = rDA {7} ol-é-_lyl_ et 4ofX 383 517t
(2014) - (2018)
List price: ~650% ZAH|2 List price: 15~202tH (= LH)
Revenue per test: ~480$ = = Revenue per test: 102 (FLH)
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HISTORY Study : 12,0008 11 2 for real-world data
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O Hj & 7t: HAYTEH = °7|'-HI'-f-3- AT 2t ij
PCDHGA 12 methylation biomarker in bronchial s /J
washing specimens as an adjunctive diagnostic e
tool to bronchoscopy in lung cancer oll
IN BEOM JEONG'", YOO SANG YOON*", SHIN YOUNG PARK"”, EUN JUNG CHA’, MOON JUN NA', 1- Spacificity
SUN JUNG KWON', JTHYE KIM', TAE JEONG OH*, SUNGWHAN AN*, CHANG RYUL PARK’, Pl Baseiver peiating chaiastirtivi citcve fir the protscadherin GA12
YOUNG JIN KIM®, DONG HO PARK’ and JT WOONG SON'# ek g b e T s gt iyl A v
FlEhary 2IZE (%) £0|E (%)
Cytology 45.0 92.1
PCDHGA12 M| &3} 75.0 78.9
Cytology + M| &3} =% 83.3* 71.1
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v BIZtE: 84%: EAH °°I“
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o i 34X} 574H s
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EarlyTect-Bladder Cancer HM|ZX5{712 UHAIH ZHFZ o
HEMESH: @ dxt T Wateh D& MEHAL (Triage)

- O ZH™E 7| D3} Closes tube assay (L &H&) —
C N HEY Y 2R (M2 oY BEY) - Yadols HE Y o= ]
. HA EEAﬂﬁ XS5 7H

F}

Zl2 et 24X {7t AL 7| E0| T H=E2 £|0f, o]0 = LAY EH ER
S QA 51718 25 YMAIE
Training set + Validation set Pivotal trial
=
Training set: 2008 S= JE | validation set: 200% S5 O
> 1258 &#8 S7HEN HZ=8|7}2 &= AAAH
15.0] (20214 s}Ht7| ~)
ROC 24
£=0= 100 + - -
3 20.0 ° A|‘|’:'||AE"7:"Jlt;l‘<’>':J£'||/|:|'7|'T'.:|'
; L - L|EX} SF: ~2,000E O &
g 297 2 [ waretve. yHII|TS
= Cut-off < C;29.0 2 a0 -
- Q
2> 300 "
5 = 20 AUC = 0.841
S @ P < 0.001 - APMAUX: AXM B
— =la 0 -
T T T T T T T T . AL S CHAF HSEXA o
T2 PC KC 0 20 40 & oo Ach E-'Er-g._l'ﬁl‘ L‘L?_ ..%;. b
«  GRT7|Eh SUHCiER
n= 47 1 4 12 12 13 1 4 3 100-Specificity

100 75 25 o916 100 100
Sensitivity C4)  (110) (3/4) (3112) (11112) (1313) (111)

I . BIZtE >Ta high = 96.2% (25/26)
G - EO|& =91.4% (43/47)
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a o

S| Ate promis
g 2019. 09
HYUXE= $30 million
Principal Office 2| L|OFZ=, miALH|LH(Pasadena)

- |2 FDA QIAHIE X2 L T
Mission . 20| AFRS X7 (2Ho| M4
. olol £Xt RK| 5

2
b=
R
ot
X
I
i
i

e Justin Lee MS, MBA: Director, BD
« David Hwang CPA: CFO
Key Members - Safedin Sajo Beqgaj PhD, HCLD, CC (ABB): Medical
Director
- Boram Bang PhD: Lab Manager
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Accreditations & Licenses

CLIA Lab 21 A

EarlyTect
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CENTERS FOR MEDICARE & MEDICAID SERVICES
CLINICAL LABORATORY IMPROVEMENT AMENDMENTS
CERTIFICATE OF REGISTRATION

LABORATORY NAME AND ADDRESS
PROMIS DIAGNOSTICS, INC
2585 NINA ST
PASADENA, CA 91107

CLIA ID NUMBER
0502185450

EFFECTIVE DATE

06/03/2020

LABORATORY DIRECTOR EXPIRATION DATE
SAFEDIN BEQAJ Ph.D. 06/02/2022

Pursuant to Section 353 of the Public Health Services Act (42 US.C. Zlbjl;latrvtmd by the Clinical Laboratory Improvement Amendments (CLIA),
the above named hlmnmqblu(uld at the :d:‘ifmlhn-n {and other appnaul lomioml may accept human specimens
the purp ions or p
mamﬁnuduubemwnmﬂdnmmdmwnhmnwbimm i pension, limitation, or other
for violation of the Act or the Igated ch d

Karen W. Dyer, Director

Division of Laboratory Services

Survey and Certification Group

Center for Clinical Standards uld Quality

(CMs

CINTIRS. FOR MDICARY & METROAD SEEVICES

CLINICAL AND PUBLIC HEALTH
LABORATORY LICENSE

7 accordance with the provisions of Chapter 3, wﬁmzmmmmwmmm the persons
#13med below are héreby issued a license operation of at the indicaled address,

PROMIS DIAGNOSTICS, INC.

2585 NINA ST,
0 PASADENA, CA 91107-3708
STATE ID: CDF 90000893 LICENSE TYPE:
& ORVIS wnwwcapn capout s - CLINICAL LABORATORY LICENSE

2 EFFECTIVE DATE: 06/03/2020 CERTIFICATE OF DEEMED STATUS
3 EXPIRATION DATE: 06/02/2021 CLIA ID: 05D2185450

LT

OWNERIS: DIRECTOR/S:
AN, SUNGWHAN BEQAJ, SAFEDIN
PROMIS DIAGNOSTICS, INC.
L]
DISPLA\'-BumI.w-—niﬂ- 3 mhmmw
uaomnmm\ul.
State law requires that the laboratory ownes the director / this office Mwﬁndwm ‘ownership, name. location, of laboratory directors,
VOUR LICENSE MAY BE REVOKED 30 DAYS AFTER A OWNER AND/OR DIRECTOR CHANGE
If your license Is revoked, and apply for a new clinical laboratory license.
To make these changes of o submit a new application, visit our website: ca qoviLFS (G to Cii s)

ms& THOMAS

LABCERT 300 (05-2018)
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CHEEQF X 7| XICE M= 7|4t st EarlyTect

° n l— I_ E ° Powered by Nows E\DhABomarkN
ﬂI% FDA PMA 5218 QAAAIEH S 9t
Pilot Study Training SN _H B X SER EFAHOIAL XI3H . ~30% Xl etz
Presentation
L promis 2020. 08 ~ 2021. 07 (127 &)
Pilot Study for the . , -
Evaluation of EarlyTect® dﬂ@gﬁ@gt!@&? OE"E|E—"l EH’E:"?:I' EJEHOIE H'Pﬂ Zx'“%
Test Version 2 for
Stool-Based Detection of - Hio|O}AH F7|: T L O1H &H 2tx
Colorectal Cancer - O £H7|" D £} Closed tube assay (HE %)
- AN BEEY )L 27 (gtNAT)

45M| o] & CHELHAIZE G E Xt

(600H)
Title Pilot Study for the Evaluation of EarlyTect” Test (Version 2) for Stool-Based Detection
of Colorectal Cancer
y
|:|-| tH _Jl\_ﬂ (Jél 2 _g_.:-;. 7}%: gtN AT) Evaluate the performance characteristics (sensitivity and specificity) of the EarlyTect” Version 2
Sum mary test for detecting invasive colorectal adenocarcinoma in individuals diagnosed with cancer
compared to individuals with no evidence of disease.
Group A-CRC st
Subjects with known CRC (stages 0 through IV), at least 5 days post-colonoscopy and prior to
i surgical treatment
v { Population ¢
Group B — Colonoscopy Cases:
o E St HAL CHELYA| A/ =R A A} Individuals who report for a colonoscopy
Enroliment , , ,
600 subjects (300 in Group A and 300 in Group B)
Goal
Y Sites Up to 10 participating clinical sites (US and non-US sites)

NZE U S0|E B
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X E2| 71 COVID-19 EX}IEICt7|= (AccuraDTect)S O|H HtO} MH|A HE =

‘ =

e ———

S A

Geaomictree

AccuraTect™ RT-gPCR
SARS-CoV-2

COVID-19 TESTING

PromisDx is proud to be offering COVID-19 testing. f; §

Same day COVID-19 Test, Results usually in 1-2 days*

= Accurate and affordable PCR-based COVID-19 test.
- Individual walk-ins $125/test.
- Make an appointment to skip the line for the safer

and more convenient way to get tested.

* Result time based on average result time. Time may vary based on demand
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EHIZ H5 <= LDT AH| 20 Cis FAD regulation2 Cf 0|4 3tX| QZICtD WH (2020. 08. 21)
Trump administration bars FDA from regulating some
laboratory tests, including for coronavirus

Some public health experts worry defective tests could end up on the market, but others cheer the change, saying it is long overdue
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Pacific Edge:
Pacific Edge Limited (NZX: PEB) is a New Zealand publicly-listed, cancer diagnostics company
Cxbladder®: 5 mRNA biomarker test in urine samples

Cxbladder
Detect

Cxbladder
Triage

Cxbladder
Monitor

Detects bladder cancer
with hematuria

Segregates patients
without bladder cancer.

Monitoring for recurrence
of Bladder cancer

U Price: USD $760 per test (2018)

 CPT codes for Cxbladder Detect an
d Cxbladder Monitor

(2019)

U Inclusion in NCCN guidelines

U LCD inclusion for Cxbladder Detect
and Cxbladder Monitor
(July 2020)

N Sefeh T £0[%: 85%

]
M g HE UEE: 82%
Low grade BIZ=: 68%

EarlyTec

t@
Powered by Novel DNA Biomarker ’

A AAF ZTA, 2 & high-grade S&et ZIEH OIZE: 97%

NZD$580.3m market cap : 5,000

Pacific Edge Ltd.
" OPEN Last Updated: Dec 8,2020 2:53 p.m.NZDT - Delayed quote
$ 0 88 PREVIOUS CLOSE
° $0.83
40,05 6.02%

Advanced Charting I $ % VoL

§1.0

$0.5

|| $0.0
Jan.. Feb20 Mar20 Apr20 May20 Jun20  Jul Aug20 Sep20 Oct20 MNov20 Dec20

CMS's local coverage determination (LCD)

Y/EMar

2019A

2020A

2021E

2022€

| Revenue (NZ8m) 'i:mm(uzsm) PBT(NZSm)  EPS(c)

E 48 E (17.8) (17.8) (35)

i 50 i (17.7) (18.8) (32)

i 202 i (35) (4.6) (0.6)

i 441 i 19.2 174 23
!

P/E(x)
N/A
N/A
N/A

348

Days

AVERAGE DAYS TO PAYMENT ON US
TESTS

Pre-LCD

Post-LCD
20
0

50

N/A

N/A

N/A
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EarlyTect-Bladder Cancer HM|ZX5{712 UHAIH ZHFZ o
HEMESH: @ dxt T Wateh D& MEHAL (Triage)

- O ZH™E 7| D3} Closes tube assay (L &H&) —
C N HEY Y 2R (M2 oY BEY) - Yadols HE Y o= ]
. HA EEAﬂﬁ XS5 7H

F}

Z|Z St oX 57t AL 7120 T HI=ESZL E|0f, olof] &= YA FH| HR
SHA QJAMA| 51718 23 AMAE
Training set + Validation set Pivotal trial
Tralnlng set 200; S&=H \validation set: 2008 S& 0™
> 1253 &8 S7HEY HNZ6712 &= AArAS
15.0-] (2021'4 StHt7]~)
ROC 24
£=0= 100 + - -

- 200 ° A|‘|’:'||AE"7:" E%':El'/l:pl'?:l'

; L - L|EX} SF: ~2,000E O &

s 2 2 " waetvs. bl wo|EE

= Cutoff<C;200 & |

- Q

> 300 "

T = 20 AUC = 0.841

= @ P < 0.001 - pHoxk AXyH @S

— =la 0 -
T 1 T T T T T T = Sl SR CHAF HSEA o
T2 P.C KC 0 20 40 60 80 100 . ;;—-ﬁﬂt 1?4_'!:—'1;_;' A+t
n= 47 1 4 12 12 13 1 4 3 100-Specificity ST eETeE
Sans{tivity (%) (11?10) (;fu (32:152) (1g11f'162)(11."s??3) (11?;])
i « BIZ+E >Ta high = 96.2% (25/26)

. OFMH| 7

; 3.‘;“’1%50} - EO0|E =91.4% (43/47)

- B:EUYH
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(11)  (314) (312) (1112)(1313) (1)

el | x
+ 2 2 YLHF AL (n = 574)
_ 15 |- Input: =% 10 mL
g
S 2
s
E 25 b
> ;
g« £
< 2
3 3
a
N.D
T T2 T3 T4 PC K.C UC
83 17 2 2 20 32
BCa
= — >
S A 5 (n=97)
15.0
- 20.0
Q
g 25.0 T £
5§ 3
5 ("]
L ° 1 5 £
> 300 7 S
=
] o .
= =
N/D - L & L =
v T T T T T T T T
BUD CiIs B Ta Ta ™M T2 P.C KC
low High
n= 47 1 4 12 12 13 1 4 3
Sensitivity (%) 100 75 25 916 100 100

*owered by Novel DNA Biomarker

, EarlyTect’
¥ -43F dat 2g O

20 AUC =0.945 « K.C: AMEtot
P <0.001 yringlimnindons
oH L - U.C: 22
0 40 80
100-Specificity
ROC £4
100
80
60_
W vs. Y| 27| FHE
40
2 AUC = 0841 * BUD: S8E n 27}
P < 0.001 - ClIS: 2ha dajy et
0 i, T T T T T . P.C: le_-l Eﬁlﬂoﬂl.
0 20 40 60 80 100 = KC )dxol-%l-

100-Specificity
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S EA GEY =7|TCHH| 0|3 A|E LDT AMH[A FH]

WL E7|TEK| A5 BIOE:

o

=Ll & HIolE + O|= AKX} F

0|2 $x| YNHE A

« @37|2: UCLA VA Medical Center 2|1} / H| = 7|1}

- A7 7|7k 2021. 01 ~ 2022. 12 (67HE Tl interim Ci|O|E| W H)
o '6'!_In._§|-x|. HI-.T'_I-OI- Xt (14 [E | LH)

- 2Eo EW *E-?- e 2LEZ ET 28X

LDT A{H|

o~y =y I-l o|=I-I ol

A HS HIOJE 2R

S SAHATLXL:

Carol J. Bennett, MD, Chief of Urology
Henry E. Singleton Chair in Urology

David Geffen School of Medicine at UCLA

William Aronson, MD

Professor of Clinical Urology

Greater Los Angeles VA Healthcare System
David Geffen School of Medicine at UCLA

John Vallone, MD

Chief, Pathology and Laboratory Medicine Service
Associate Professor of Clinical Pathology

Greater Los Angeles VA Healthcare System

Jin Zhong, MD. PhD

Assistant Clinical Professor

Director of Anatomic Pathology

Greater Los Angeles VA Healthcare System

A E 2|t validation H|O|E| &
OlAt=0| 2|5t EFMOIALXL 2

EarlyTect
Powered by Novel DNA Biomarker gD
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S| AF 27 EarlyTect
o UL Hzt ® CEO Profile
2|ALH X =Y Eg|
o 'I =
CH 5 O] A} oF A 3} CHEO[A} QF /g &t
) GMCH S o| B st I A AU @A
Al 2lol L= 2| 0l
ol 20008 108 62 ) UHICHSHE | ZfThes QLE Zma
#) 0|2 AMEC O|DHCiSHA Yl HhAL S TS
=2 ~1009 < 0= SALLA (AR FRICHS R 4 H st} YAt
AbE KOSDAQ (2019.03)
323 1,080 &
Ol Xl 2| A H
dX&s 748 A 22 4 15 23 10
ATHX| (=) HEEHA FEF HA - 102 446
- MEa)WM2 42+ 4= 364 0| LY
o EAEICHAL (& Z 7| ZIEHH| B
> A (L. - - =]
TR A M ZE 4 A H| A& (DNA Chip, NGS &)
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A0 Cf™ DISHH[X| LA HE EZX| T AIAT ST oY EarlyTect

red by Novel DNA Bio

MAY : XD EE] EDHATHK]

0I'J
5
A4
oK
Rl

=5 @9 EQ
EHXIRIX : O 8+ E5F (LTl 7-4)

CHX| A : 6,050 m2 (1,800% H2)

HE 71

1) X| 4135 : 2,400 m?

2) X|&25 : 2,400 m?

3) X| &35 : 2,400 m?
45 2,400 m?

: 2,436 m?
X : 9,600 m2(2,900H)
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