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Our Mission

We are committed to revolutionizing accessibility to diagnostic testing!

“ With our home-based self-collected specimen service,
we are able to provide testing to communities that have a
hard time getting tested, or for people who feel a social
stigma around accessing conventional testing sites.

- James York, CCO

Empowering Lives
On a Molecular Level.



Our History

Molecular Testing Labs (MTL) is a high-complexity, high-throughput CLIA-certified and CAP-
accredited lab based in Vancouver, Washington. Our innovative lab services are the catalyst to
making accessible healthcare, diagnostics and testing services available.

The company was founded in 2010 by veterans of the U.S. Armed Forces who have worked
together for over 30 years, with 10 years together as entrepreneurs. Many of the leaders came
from Applied Materials (AMAT) during the tech boom and gained global experience in operating
high-tech manufacturing.

Driven entirely by market demand, the company has expanded its diagnostic compendium to
encompass infectious disease, women'’s health, toxicology, molecular genetics, and clinical

chemistry testing.

Each month, Molecular Testing Labs runs 250,000+ specimens on patient-collected samples.
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Our Journey

Market Awareness Expanding Test Menu Scaling
Urethral HPV Validated HIV Expanded menu to Transitioning from mighty
testing targeting Ag/Ab, syphilis Ab, chronic conditions middle to growth scaling
patients assigned HCV Ab, and HSV2 with HbA1c, Lipids, with addition of C-Suites,
male at birth Ab on DBS MACR, and FIT expanding lab capacity

20M 2016 2017 2018 2020 2021

Ran study to Validated HBVsAg Validated Men'’s
collect 3,000 and creatinine on And Women's
patient-collected DBS, unlocking Wellness/Hormone
samples for CT/GC PrEP prescribing and Increased
validation that meets CDC Customer Base
guidelines
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Our Four Pillars of Service

Precision Laboratory
Diagnostics

Leading lab for volumes on self-
collection assays

NY test kits will be analyzed by our precision diagnostic laboratories
owned and operated by Molecular Testing Labs.

All validations are performed in-house by a highly skilled team of
scientists and laboratory technicians.
Cutting-Edge Novel Assay

Research & Development We provide laboratory solutions through collaborative partnerships
Scientific team with MD, PhD, and with departments of health, health plans, retailers, private
novel assay research and development healthcare institutions, universities, enterprise partners, and public

health organizations.

Advanced Logistics, Kitting, and Our innovative lab services are a catalyst for making diagnostic

Fulfillment Services . testing services more accessible and affordable to underserved
Only lab with kitting white-label branding communities.

to bring your trusted brand forward

Molecular Testing Labs has supported the healthcare industry with a
consultative approach to customer programs. If NYC can dream of a
Proprietary Technology program, we have supported a similar program and can shorten the
Systems time to stand it up with our Customer Implementation team.
Existing APl integrations to digital
health frameworks
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Our People. Our Pride. #ThePeoplesLab

The science inside is built with the hands of a caring team.

Adam Blackwell Peter Flynn
Co-Founder, Head of New Co-Founder, Head of Logistics
Product Development and and Support Services

Laboratory Production

Founded in 2010 by veterans of the
U.S Armed Forces who have worked
together for over 30 years, with 10
years together as entrepreneurs.

Based in Vancouver, Washington and launching a new lab
in Dallas-Fort Worth, Texas in April 2023, with a national
workforce of 300+ employees in 24 remote locations.

6 ® Remote locations include: Alabama, Arizona, California, Florida, lowa, Idaho, lllinois, Indiana, Louisiana, Maine, Michigan, Minnesota, Missouri, Proorietary & Confidential 7
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Dried Blood Spot Test Specimen Collection: MTL Kits

In order to allow more healthcare

providers to take advantage of our y " 3 . English Instruetions

validations for non-clinically collected DBS Kit Instructions Print and Video  wc.— ===
specimens, Molecular Testing Labs has 2T EMe
developed standardized kits clinical MOLECULAR — SRR PR

partners use to allow their patients to
successfully collect and return samples.

These kits are simple, cost-effective,
and can be used in any setting.

All testing ordered through Molecular
Testing Labs requires a licensed
provider (i.e., MD, DO, PA, APRN) to be
registered and assigned to orders.

Testing billed to a patient’s insurance
must include ICD-10 codes and be (e-
)signed by the ordering provider.
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Molecular Testing Labs - Hepatitis Assays

Hepatitis B surface antigen (HBsAg) *NY-Approved
Hepatitis C virus (Anti-HCV) *NY-Approved
Hepatitis B Core Antibody

Hepatitis C RNA (Viral Load)

o=
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Hepatitis B surface antigen (Dried Blood Spot)
Approved in NY

e HBsAg may be run on a dried blood spot (DBS)
collection device with high serum concordance.

e HBsAg plays arole in HIV PrEP initiation, as
presently available oral PrEP agents also are used
in the treatment of hepatitis B.

Min. Sample Quantity Sample Stability Lower Limit of Detect. | Sensitivity | Specificity

6 weeks @ room temp. (>6 1:512,000 titer (4x higher

weeks for -80C) compared to serum) 100% | 100%

Two 6mm punches
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Hepatitis C Virus (Anti-HCV) (Dried Blood Spot)
Approved in NY

Min. Sample Quantity Sample Stability Lower Limit of Detect. | Sensitivity | Specificity

6 weeks @ room temp. (>6 1:600 titer (2.5x higher

weeks for -80C) compared to serum) 97.2% 1 100%

Two 6mm punches
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Hepatitis B core antibody (serum separator card)
Not yet approved in NY

e A serum separator card (SSC) device was found
to be a feasible replacement for traditional serum
for HBV core antibody testing.

e 60 paired serum and SSC community-collected
specimens were evaluated.

e There was 100% concordance of serum and SSC
results.

e Stability at extreme temperatures mimicking 3-
day shipment was conducted.

Min. Sample Quantity Sample Stability Lower Limit of Detect. | Sensitivity | Specificity

19 days at RT. (>6 weeks for
-80C)

100% | 100%
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HCV RNA (viral load on dried blood spot)
Not yet approved in NY

Bringing an assay to market for non-clinical collection is more complicated than the
traditional LDT process.

Sample Collection Considerations: Standard LDT Considerations:

« Determine device(s) acceptable for » Identify reference assay — typically FDA-
patient-use cleared assay

« Determine stability/degradation rate while « Validate equivalent performance on same
in transit (multiple climates) sample type

* Determine sample volume requirements in « Validate acceptable performance on new
order to overcome collection barriers sample type/collection method

Min. Sample Quantity Sample Stability Lower Limit of Detect. | Lower Limit of Quant.
Eight 6mm punches 30 days at room temp. 600 IU/mL 1,000 IU/mL
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HCV RNA Testing on Dried Blood: Sensitivity/Specificity

100% correlation between DBS specimens
tested by MTL and phlebotomy specimens

tested by Labcorp (n=50 patients) Viral Load in Reference Sample Sensitivity of DBS
> 600 IU/mL 100%
Sensitivity and Specificity of HCV RNA 500 IU/mL 67%
o,
Were 100% 250 1U/mL 50%
In vitro assays by MTL using reference 125 L S

samples to determine lower limit of
quantification of DBS:

Min. Sample Quantity Sample Stability Lower Limit of Detect. | Lower Limit of Quant.

Eight 6mm punches 30 days at room temp. 600 IU/mL 1,000 IU/mL
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Dried Blood Spot

HBV Core Antibody, Total, Serum Separator Card

. p ” Add blood drops until the
Dried Blood Spot “Treatment Ready Card S e e voct ke il il Agyanceg(mo

g8 &

o . o .
s O
30
.

HCV Ab, HIV 2 8

Reflex RNA Ag/ Ab §Ag 1 o
L _ -~
e HCV RNA: 100% sensitivity and specificity down to 600IU e 100% sensitivity and specificity

Approved for self-testing! e Approved for self-testing!

[ ]

e Fingerstick, flexible testing settings e Fingerstick, flexible testing settings

e Average time to results ~6 days*

*Learn more at CDC / NASTAD webinar “Another Door Opens: Leveraging Untapped Opportunities for Viral Hepatitis Programs in a
Post-Pandemic World.” May 19, 2021. https://www.youtube.com/watch?v=WoOTURx2s_A . Time 53:30-102:48
(c] . . .
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https://www.youtube.com/watch?v=WoOTURx2s_A

Questions and Answers

Empowering Lives
On a Molecular Level.
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