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The highest accuracy, simple, non-invasive, and painless early detection plan for nasopharyngeal carcinoma




About Us

Advance Sentry Corporation is a Canadian Company specializing in viral genetic-based
diagnostic technology. Our mission is to safeguard the health and well-being of
patients through early detection of viral-related cancers at the onset of tumour

transformation while improve their treatment response, and post treatment conditions.

ADVANCE NPscreen

® NP Screen - the first product in the diagnostic series; is designed
for the screening and detection of Nasopharyngeal Carcinoma

® FDA approved Class |l medical devices

® The ONLY FDA approved, direct, ambulatory, non-invasive,early
detection method currently available in the market

® Over 99% accuracy
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® Realize extremely early detection of nasopharyngeal carcinoma
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® Over 4000 clinical trials have been conducted in Canada and Hong Kong

® Recognized by the World Health Organization (WHO)
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Founding Scientist

Dr.Raymond Ng

H

Dr. Raymond Ng led the medical team throughout the entire R&D process,

including clinical trial design, planning, andregulatory approval stages. He
received his MD degree in 1988 and became a Fellow in Otolaryngology —
Head andNeck Surgery of the Royal College of Physicians and Surgeons of
Canada in 1993. Dr. Ng has over 30 years of surgicalexperience in this field
and extensive medical expertise in treating high-risk patients with various
ENT-related conditions.He was involved in the original EBV DNA research in
1999 and developed the concept of the trans-oral brushing biopsy

method for the nasopharynx. He also designed, planned, and conducted the
clinical trials for NP Screen™. Dr. Ng is aprolific scientific researcher and
investigator who has published articles on the use of EBV DNA measurement
fordetecting EBV-associated NPC in renowned scientific journals, and has
presented his findings in the U.S., Canada, andHong Kong. Dr. Raymond Ng
graduated from the University of Toronto Medical School and obtained his
PhD inBiochemistry and Oncology from the University of Toronto’ s School

of Graduate Studies.

ADVANCE |

Dr. John Phillips is responsible for overseeing various aspects
of product design and development, as well as quality
assurance throughout all regulatory submission processes. He
received his MD degree in 1980 and became a Fellow in
Plastic and Craniofacial Reconstructive Surgery of the Royal
College of Physicians and Surgeons of Canada in 1985. Dr.
Phillips is a qualified plastic and craniofacial surgeon with
over 30 years of surgical experience. He has an extensive
publication record, including 75 papers presented at
international meetings, 61 peer-reviewed articles, and 19
book chapters. He also has significant experience with
regulatory processes related to launching medical devices in
North America. He previously served as the Medical Director
of the Craniofacial Program at the Hospital for Sick Children
and is currently a surgeon at The Hospital for Sick Children.
Dr. John Phillips graduated from the University of Toronto
Medical School and completed his fellowship in Plastic
Surgery. He further sub-specialized in Craniofacial Surgery
and previously served as a facial trauma surgeon at

Sunnybrook Medical Centre in Toronto.

Dr.John Phillips
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a Director of Operations
| 7155 Woodbine Ave., Suite 202
s - Marktam, ON

Canada

Re: DEN190031

Cancer Facts Trade Device Name: NP Sceen
Regulation Number: 21 CFR 8663236
Regulation Name: Device to detect or measure nucleic acid from viruses associated with head and neck

cancers
Regulatory Class: Class I1
Product Code: OJY
Received: June 24, 2019

» Cancer is the 2nd most common cause of death worldwide, following cardiovascular disease

« Approximately 10 million deaths per year globally

L 1 ; L F ] \V e
B AR BN

Dear Leo Chw:

The Center for Devices and Radiological Health (CDRH) of the Food and Drug Adnunistration (FDA) has
completed its review of your De Novo request for classification of the NP Screen. a prescription device with

. ~ . . the followimng mdications for use:
Existing Diagnostic
NP Screen 15 a semu-quantitative in vitro diagnostic test that uses real-tune PCR to deternune the
. e . : level of Epstemn-Barr Virus Nuclear Antigen-1 (EBNA-1) DNA n nasopharyngeal cellular specimens
* Invasive & not senistive or accurate Triggered by the appearance of symptoms mﬂe:edEtp;ingtheNPg‘:eme-&uW&m:Thmh mtended for use in
+  Requires a medical practitioner * Early detection for mass population is difficult to comyunction with endoscopy and other cluucal mformaton to assess the likelthood that EBV-

associated nasopharyngeal carcinoma (NPC) 1s present. The test 1s indicated for use mn adults of
Chinese descent with signs and symptoms of nasopharyngeal carcinoma.
The NP Screen assay is a single-site assay performed at Pumex Clinical Laboratones, Inc.

achieve — a major unmet need
] " N Although thus letter refers to your product as a dewvice, please be aware that some granted products may
- mstead be combimnation products. If you have questions on whether your product 1s a combination product,
. . contact CDRHProductlunsdiction@fda hhs gov. FDA concludes that this device should be classified into
Class II. Thus order, therefore, classifies the NP Screen. and substantially equivalent devices of this genenc
NP Screen DlagnOStlc type. mto Class II under the genenc name device to detect or measure nucleic acid from viruses associated
. with head and neck cancers.

« Approved in the U.S.andcommercially available in the U.S.,.Canada and Hong Kong
» Fully FDA-approved in2020
» Supports home testing

FDA identifies this generic type of device as:

Device to detect or measure nucleic acid from viruses associated with head and neck cancers. A
: device to detect or measure nucleic acid from viruses associated with head and neck cancers 1s an in
» The only direct cancer geneticscreening test on the market . ¢ e ! “ o

» The only non-invasive andambulatory test available A

10900 N Marrgaliee Avese

« The only test of its kind approvedby the FDA Siver Spring, MD 20993
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Nasopharyngeal cancer
8 | |

Nasopharyngeal Cancer High-risk Population

Cancer of the Nasopharynx(Locatedat the center of the skull) *  Most common in Southern China, Southeast Asia,the Arctic, North
Top10cancer in China; Top 5 in Southern China(accounts for Africa, and the Middle East
~80% of global cases) » Approximately 1 billion people globally are at risk

Common age range:15-90 years;peak incidence:35-55 years
Male-to-femnale ratio:3:1Most cases diagnosed at late Stage llI-IV

Treatment is complex, painful, and costly

Survival rate: <50% when diagnosed late WA R N I N G




Others

Blood Test (Serology & Plasma EBV DNA) &
Biopsy

China
Serology
Plasmalndirect
Test
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Difficult accessibility -lab based testing
Painful procedures

Needle and biopsy - highly invasive
11-75% accuracy

No early detection

international
Standard Practice

Endoscopy Biopsy

Our Solution

The NP Screen Solution

Fast, painless, and ambulatory - no anesthetics required.
Eliminates human subjectivity in clinical decision-making
No complications

Preserves DNA at room temperature

Provides rapid results

Only available test capable of effectively detecting localrecurrence

Over 99% accuracy

Trans oral brush

Brush head

DNA preservation solution
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Global cancer screening market

TeCh nical compa rison The global cancer screening market is estimated to be

between $123-133 billion in 2018

Technical comparison

Accessibility Endoscopy, biopsy, and MRI Antibodies and serology Blood/plasma EBV DNA

Skill Requirements very high moderate moderate
operator ohysician Physicians) nirses)ar blood Physicians, nurses, or blood Physicians, n+urses, or clinical
extractors assistants
location operating room laboratory laboratory office
traumatic Highly traumatic - cellular Trauma - Blood Trauma - Blood Brush inspection - non-invasive
pain tall moderate moderate none
Mark positioning direct indirect indirect direct
Endoscopy, biopsy, and MR
sensitivity < 30% <20% 98%
specificity < 30% <20% 27 99%
Pseudo negative moderate very high very high 0%
False positive low tall very high 0.83%
sensitivity 93% 83% 75% 99%
specificity 93% 85% 87% 99%
Pseudo negative moderate Medium to high Medium to high very low
False positive low tall low very low

Inferences per 2000 test errors N/A 32 194 2



Comparison Of Existing Products In The Market

Comparison between plasma testing and NPScreen

* Blood collection needle * Oral brush examination
Sample collection method * Highly invasive * Painless, non-invasive

* Risk of cross infection caused by needle contamination * No risk of cross infection (disposable brush testing equipment)

« Venous blood (fragmented EBV DNA released into the « Nasopharyngeal epithelial cells (1-2000 fresh cells with complete DNA directly
Sample source . . .

bloodstream by tumor necrosis or larger tumors) taken from the primary tumor site)

* 4 ° Crefrigeration * Store at room temperature in proprietary DNA preservation solution (short-term
Sample storage * -Long term storage at 20 ° C and -80 ° C and long-term)

* DNA degrades over time * A very stable storage method

« Can be processed within 4-6 weeks - samples can be stored for more than 4 weeks,

Sample processing « Within the same day (based on the short half-life of DNA) lIpita 7 years withionly trace BNA degradation
Laboratory analysis « Short DNA fragments - from a single region « Longer sequences - from complete DNA and multiple regions
NP Screen only requires one round of testing
round round
Sensitivity 97.14% 97.14% 100.00%
Specificity 94.65% 98.63% 99.59%
Positive predictive value 3.06% 11.00% 86.27%
Negative predictive value 99.99% 99.99% 100.00%

Low indirect sampling - DNA  Low indirect sampling - DNA
fragments in blood fragments in blood

Early screening potential Very high - direct sampling of early tumors at the primary site - nasopharynx



Screening Process



Detection Process NPisis

CT scan, magnetic resonance imaging Positron scanning

endoscope

Transformation process of NPC and detection thresholds of various

gene mutation hyperplasia dysplasia In situ cancer Invasive Cancer Sub muscosal
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diagnostic methods.

NP Screen™ has the potential to detect nasopharyngeal carcinoma (NPC) at
the earliest onset of tumor transformation, requiring only approximately
500—2,000 cells for EBV DNA testing.

In contrast, conventional NPC diagnostic methods—such as endoscopy, MRI,

CT, and PET scans—can only detect NPC at later stages, when cancerous cells

have accumulated to millions 5000 cells 100 Millions cells

Brush or sample Collection of Direct Non-invasive
collection device cellular samples directly AmbulatoryEasy to use
. . Roomtemperaturesample Enables large-scale
DNA preservation solution . T
handlingand storage commercialisation

Primer and probe . .
set and PCRprotocol AccurateReliableConsistent




Performance

Client Intake
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Reporting Sampling /
98.0%[95%Cl |89.3-100%] 99.1% [95%CI |98.4-99.6%)]
b ™
=X Y
N P SR Positive Predictive Value Negative Predictive Value
1 Screen” § -
, 84.48 99.90% N
Testing Collection & Storage
‘ﬁ . U @ Using quantitative and semi-quantitative real-time PCR,
_ the amount of EBV DNA in the sample is measured, and a
Laboratory Shipping
L \ <= — validated algorithm is applied to determine the risk of ( *\l
(,7 @ nasopharyngeal carcinoma (NPC) with a high degree of “

diagnostic accuracy.



References — WHO Compendium 0

Trans-oral nasopharynx brush biopsy-quantitative PCR

References — Paper published on INCI National Cancer Institute Journal

Reterences - Presentation Award

References = Paper published on International Journal of Radiation Oncology
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Product Pipeline

Product Pipeline

The Group Aims To:

Diagnostic testing device for HPV-marked anorectal cancer

Diagnostic testing device for HPV-marked oropharyngeal cancer (OPC)

Diagnostic testing device for HPV-marked cervical cancer

-Design a non-invasive brushing device capable of painlessly collecting HPV-DNA—containing cellular samples from spe‘(ﬂ:riﬁc. y f
anatomical regions in an ambulatory setting. "
Develop HPV genetic tests using customized primers and probes to achieve a high level of analytical sensitivi a
Enhancing the existing internal algorithm to allow easier, faster, and more accurate interpretation of test ’3 Ul SR
Leverage the existing proprietary DNA preservation solution to ensure robust stabilization of HPV-DNA-con -i'n;ir_i_g;sa;_

enabling convenient storage, shipping, and handling, particularly suited for ambulatory environments.
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Intellectual Property And Intellectual Property

Protection/Patents

The following is NP testing ™ Patent aspects of technology:

Equipment
‘Unigue and proprietary brush types and handle designs are used to more accurately and simply reach the throat

outside of bed through the oral route.

METHOD

‘Non bedridden, non-invasive, and painless oral brush examination to reach the throat.
*Touch specific high-risk areas in the throat to optimize the collection of pharyngeal cancer cells.
‘Real time quantitative and semi quantitative PCR analysis of EBV DNA has high predictive accuracy for NPC diagnosis.

*A proprietary laboratory result conversion algorithm used to define thresholds for positive and negative test results.

Intellectual Property Protection

The Group has signed confidentiality agreements with all contracting parties to protect its proprietary technology and
trade secrets. In addition to the strategy of obtaining intellectual property protection in multiple countries through
patent registration in the target market, our group has also adopted a centralized approach

The FDA approved laboratory model enables strict control over access to its proprietary primer and probe sets, as well as

laboratory standardization protocols (which have not been patented due to the need to disclose details).

Recognition And Praise

The founder of our group, a doctor, has been involved in the initial EBV DNA research and its clinical application in
pharyngeal cancer detection since 1999. In NP testing ™ After the launch of LDT, our group participated in numerous
medical conferences and performances, and received

Recognized by medical professionals. In addition, our group has actively participated in medical professional activities

for many years and published relevant scientific research papers on pharyngeal cancer in top medical journals.

Our group's intellectual property and intellectual

property protection/ patents
Our group has obtained NP testing ™ Related key intellectual property rights
have been obtained, and the strongest intellectual property protection for SMART

throat cancer detection equipment and laws has been obtained in key BIGGAR

jurisdictions such as China, Singapore, the United States, and Australia.

In NP testing ™ Our products have obtained patents in China, the largest

Intellectual
market for our products ™ Property
Chinese application number: 2020104289247 Representative

Applicant: Advanced Sentry Company

Name: Methods and equipment used for screening pharyngeal cancer



Partner

Multiple general practitioners (GPs) from Canada, Singapore, and Hong Kong have provided us with samples for testing
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CREATE A SHARED FUTURE
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