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UNMET NEED

Pandemic scaled testing, not PCR-level confidence

m
i
‘ |
L
—m-
D e
cobas 6300

"

S =
& // (I |
. PCR
Antigen Molecular (NAAT)
(SARS-Cov-2) (SARS-Cov-2, Influenza) G O | d stan d ar d test -FO I

inTectious diseases

Fast & Cheap «—————— >  Accurate & Sensitive

Note: PCR (Polymerase Chain Reaction) is a highly accurate molecular diagnostic technique thatis fundamental to all analysis of DNA/BNA. NAAT = nucleic acid amplification test
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UNMET NEED

PCR adoption hasn't reached its full potential

/Sample puriﬁcation\ /Toxic inhibitors in\ /Skilleo technicians,\

steps requiread sample collection costly equipment /
betore testing reagents needed
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OUR SOLUTION

Breakthrough direct-to-PCR testing

Compared to conventional PCR

Swab, saliva Purify & extract to isolate Amplify, test DNA/RNA 5-10x 'I:aS.'ter
the genetic material tu rnarou nd tl me

(DNA/BNA) from the sample.

Lower cost
average across test types
Highly accurate
\/
S—
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OUR SOLUTION

Reduce PCR instrument complexity and costs

Compared to conventional PCR

Amplify, test DNA/RNA Simpler hardware
design / workflow

Swab, saliva

Eliminates toxic
reagents

~38% lower
NN N system cost

Transformative .
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CLINICALLY PROVEN

Built on a validated, real-world clinical Toundation

CENTERS FOR MEDICARE & MEDICAID SERVICES
CLINICAL LABORATORY IMPROVEMENT AMENDMENTS

CERTIFICATE OF COMPLIANCE

LABORATORY NAME AND ADDRESS CLIA ID NUMBER

SUMMIT BIOLABS,INC 06D2213521
2115 N SCRANTON ST, SUITE 3040A
AURORA, CO 80045

A A e >590,000 patient

* 100% concordance with

V | conventional PCR (swab)

339 Cers2_072021

samples tested ftor
‘ SARS-CoV-2

EFFECTIVE DATE

06/15/2021
EXPIRATION DATE

LABORATORY DIRECTOR

INGA V GUREVICH M.D. 06/14/2023

Pursuant to Section 353 of the Public Health Services Act (42 U.S.C, 263a) as revised by the Clinical Laboratory Improvement Amendments (CLIA),
the above named laboratory located at the address shown hereon (and other approved locations) may accept human specimens
for the purposes of performing laboratory examinations or procedures.
This certificate shall be valid until the expiration date above, but is subject to revocation, suspension, limitation, or other sanctions
for violation of the Act or the regulations promulgated thereunder.

Pt pucl

Monique

Division o'PClinical Laboratory Improvement & Quality
Quality & Safety Oversight Gro

Ce

u
nter for Clinical Standards nmrQuali(y

*87% of samples were nasal swabs; 13% were saliva. All used the extraction-free buffer and direct-to-PCR workflow developed at Summit Biolabs. Data is from 2020—-2023 under CLIA certification #06D2213521.
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INTELLECTUAL PROPERTY

‘ S S U e d U S p a-l: e N -l: :l:l:/‘ 2 9 3 44 9 8 8 9 : a» United States Patent (10) Patent No.:  US 12,344,889 B2

Blomquist et al. 45) Date of Patent: *Jul. 1, 2025
9
[ J [ J
X | rE i ( ) | I O r ] . r e e E i | O e n e E ; | I r ] (54) EXTRACTION-FREE PATHOGEN TESTING FOREIGN PATENT DOCUMENTS
METHODS

EP 3985120 AL * 42022 ... C12Q 1/6876
—y _— WO WO-2013006793 A3 * 52013 ........... C12Q 1/68
) Apphcams'Tra'l';f"rma“"e Diotecls, LLG, WO  WO-2021133943 Al * 7/2021 ... AGIM 1/362
Boulder, CO (US); The Regents of The w0 wo0-2021168478 Al * 82021 ... C12Q 1/6844
University of Colorado, Aurora, CO WO WO0-2021202158 Al * 10/2021  ........... C12Q 1/6844

(US) WO WO0-2022020886 Al * 2/2022
WO WO0-2022192440 AL * 9/2022 ... C12Q 1/6806

o o (72) Inventors: Robert E. Blomquist, Boulder, CO WO WO-2022198086 Al * 9/2022
. WO WO-2022236193 A2 * 11/2022 ... C12Q 1/701
Type: Composition of matter and methods U kLo L oot CO WG VORERE KL NAR SR
(US); Brian L. Harry, Denver, CO WO  W0-2023081029 A2 * 52023 ......... C12Q 1/6806

(US); Jose P. Zevallos, St. Louis, MO

(US); Xin Yao, Boulder, CO (US) OTHER PUBLICATIONS

(covers chemistry and testing workflow) -

Assignees: Transformative Biotech, LLC, Beltran-Pavez et al., 2020. SARS-COV-2 detection from nasopharyngeal
BOl_llder’_ CO (US); The Regents of the swab samples without RNA extraction. Biorxiv, pp. 2020-03. (Year:
University of Colorado, Aurora, CO 2020).*

(US) Blow et al., 2004. Virus inactivation by nucleic acid extraction

Exclusive license with @ Anschutz
with tfreedom to operate and tull commercialization rights

including the @ANYWHERE™
portable PCR device platform,
leveraging proprietary approaches
(proof of concept underway)

Patent estate: 1 patent issued

D patents pending
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THE FUTURE
PCR for infectious disease testing

@ANYWHERE™
+ =

Lab-on-a-chip heating technologies PCR testing device
—
—

1 COLLECT SAMPLE 2 TESTING

Swab, saliva Visualize results

T
/ E @]’ University of Colorado Boulder

COLORADDO STATE
UNIVERSITY
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MARKET SEGMENTATION

$20B+ Total Available Market

& BD

00000
QIAGEN

ThermoFisher
SCIENTIFIC

RESEARCH MEDIA
(Non-Clinical)

& BD

Copan

ThermoFisher
SCIENTIFIC

SAMPLE COLLECTION
MEDIA (Clinical)

<%

DANAHER

ThermoFisher
SCIENTIFIC

a Abbott aom%m

HOLOGIC

MOLECULAR PCR
DIAGNOSTICS

(TAM)

<%

DANAHER

BIOMERIEUX

_4
a Abbott

visby medical
© binx

POINT OF CARE (POC)
PCR DIAGNOSTICS
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THE OPPORTUNITY

15

10

Market
Size $

$12B TARGET MARKET

RESEARCH MEDIA
(Non-Clinical)

SAMPLE COLLECTION
MEDIA (Clinical)

MOLECULAR PCR
DIAGNOSTICS

POINT OF CARE (POC)_
PCR DIAGNOSTICS

Total Market
$20B+

Target lMarket
$12B

Mlarket Potential
$TBD

Transformative
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OUR ASK

$6M raise

$2.75M (1st tranche)

Use of Funds

o Expand evidence and utility

o Quality and regulatory filings
Nt prosecution

o Pate

S Malige

o Handl
o Generate sales and part

party manutacturing

eld device development

nerships

/

N SN

N\

Vlore data publishe
510(k) buffer clearance
Expanded claims / Tilings

C
O

Mileston

ustomer, licensing and

M revenue initiated

New hires and advisors
strengthening execution

N&twe
h

@ANYWHERE™
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KEY PLANS Product development and milestones

2026 2027 2028 2029 2030
Capital Investment “
EXTRACTION-FREE TECHNOLOGIES
Quality management system (o TEEE

Extended validation studies
« Studies published

Buffer registrational studies
« 510(k) filing
» 510(k) clearance ‘

@ANYWHERE™ DEVICE

Proof of concept GEEED -
Prototype D (-
Assay development: STls, Tuberculosis —

Transformative
Biotech



GO-TO-MARKET & LICENSING ROADMAP

2026 2027 2028 2029 2030

MOLECULAR DIAGNOSTIC SALES
(Licensing @aANYWHERE™)

CLINICAL LAB SALES
(Direct Amp™ IVD** reagents, sample collection kit)

POINT-OF-CARE SALES
(Licensing of IP for @ANYWHERE™ device)

NON-CLINICAL SALES (Direct Amp™ RUO* extraction-free reagents for use on open PCR systems)

*RUO = Research Use Only. **I\VVD = In Vitro Diagnostic.

Product
Examples

Transformative

Biotech @ANYWHERE™
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BUSINESS PLAN

Clear path to break-even and profitable growth

(USD ‘000)
2026 2027
Sales: extraction-free reagents 65 512
Sales: Licensing of extraction-free 1,000
reagents and @ANYWHERE™ device
Total Revenue 65 1,312

Net Income (1,770) (3.427)

2028
1,655

5,000

6,650

(1,288)

2029
4,891

16,500

21,391

3,756

2030
7,687

67,600

795,187

34,204

Transformative

Biotech @ANYWHERE™
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THE CORE TEAM

KEVIN KRAUS
CEO

EXPERIENCED IN DIAGNOSTICS

MARK KELLEHER. PHD

JAY FOUST
EVP, Research &

& PRODUCT LAUNCH

SHELLE

BOB BLOMQUIST BARBARA HANDELIN, PHD RUSS HULLET
EVP, Business POURMANAFZADEHARDABILI Co-Inventor, Board Member Co-Founder,
Development Development VP, Business Board Chair Board Member
Operations
' :ﬁrs it I:f'ne -Ten >
A - ~ oummit nstitute -
({® DISCOVERY PGDx 2< Summit o
werer () labeor R
Genentech Completed ° i afggac ty
P Biotherapeutics L peut'c
REDPATH
xz 3 arl d M e PARSONS® —_— integrated pothology S
AN J\ EGem COMPANY
‘ !—'f-. \ AT i
< VENTANA ® affymetn 2 . Integrated D%,
FLE™ (BERINAL WY SRS, 05 2 2ol ! Ehanmacis 2= GENETICS ROCKY MOUNTAIN RESTORATIONS
Eli'g:es;ﬁrmatwe @ANYWHERE™
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ADVISORS & COLLABORATORS

CHARLES HENRY,
PHD

Professor, Chemical &
Biological Engineering;
Chemistry, Advisor

EXPERTISE IN DIAGNOSTICS & PRODUCT DEVELOPMENT

COLORADO STATE

UNIVERSITY

BRIAN GEISS, PHD

Professor, Microbiologuy,
Immunology & Pathologuy,
Advisor

DAVID DANDY, PHD

Professor, Chemical &
Biological Engineering,
Advisor

@] University of Colorado Boulder

XIAOYUN DING, PHD

Associate Professor,
Mechanical Engineering, Co-
Inventor @ANYWHERE™

MICKEY URDEA, PHD

Diagnostics Advisor &
Technology Pioneer

& MHalteres
Associates

DUSH RAMACHANDRAN

Strategic & Information
Technology Advisor

O

ORSSRE

BMBURST™ MBURST™ Biomedical Microfluidics Lab X
- COLLEGE OF ENGINEERING AND APPLIED SCIENCE q@ ?' t
CHIRON 7 | ibSientum
ACCESS SENSOR CENTER FOR VECTOR-BORNE Sandia
TECHNOLOGIES INFECTIOUS DISEASES Laboratories N4
pling made simple.”
TEVHRY
Transformative
X ANYWHERE™ 17
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Affordable, accurate and rapid PCR testing for
iNnTectious diseases

TEAM & ADVISORS 1P EVIDENCE & POTENTIAL
\‘\% % = A v Landmark US patent v >590,000 clinical tests
iy V. % a * 9 patents pending v’ Licensing interest with
\‘\ | %\‘” ﬁ clear monetization path
N\ |

ASK IMPACT FUTURE
» Sustainable growth and @ANYWHERE™ PCR
$6 1V multiple exit pathways

 ~4M fewer deaths globally
from infectious diseases
Transformative

Biotech @ANYWHERE™ 18
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GET IN

Kevin Kral
+1 (720) 'e
kevin@transfor

Boulder, CO r!‘ )/
transtormative-bio.


mailto:kevin@transformative-bio.com
mailto:kevin@transformative-bio.com
mailto:kevin@transformative-bio.com
http://www.transformative-bio.com/
http://www.transformative-bio.com/
http://www.transformative-bio.com/
https://www.linkedin.com/company/transformative-biotech

CLINICAL VALIDATION

Extraction-free PCR:
oroven equivalent to conventional PCR

Summit Biolabs tests DISEASE SAMPLE TYPE zgggé\l(fE;ETRCENT xgg’ég:\‘n’ENPTERCENT
CLINICAL STUDY
COVIDFast COVID-19 swab 100% 100%
COVIDFast COVID-19 saliva 98.8% 99.4%
PROOF OF CONCEPT STUDY
COVID-19 swab 92.9% 99.2%
FLUVIDFast COVID-19 saliva 92.0% 99.6%
Flu swab or saliva 100% —
ngc‘:;ﬂrmaﬁ“e @ANYWHERE™ 20



EXIT HISTORY:POINT-OF-CARE DIAGNOSTICS

Large strateqgics acquire POC platforms that
reduce complexity, time-to-result, or cost

Company  Curiosity lquum (LIAT) Mesa BioFire Alere
(Exit Value)  ($137M) ($275M) ($407M) ($450M) ($6B)
ThermoFisher =] Avbott

e (2022) (2014) (2021) (2014) (2017)

Transformative

Biotech @ANYWHERE™



COMPETITION

Direct-to-PCR companies lack our breakthrough technoloqgies

Transformative 22

Biotech @ANYWHERE™



COMPETITIVE ADVANTAGE

Leading the extraction-free PCR buffer market

Company Raw Saliva Saliva STl (CT/NG) Patent
(in solu'l:ion) (extraction-free)
W
o /st N /A N /A N/A
SALIVADIRECT®
(e.gQZ-EEOGTraiaraj ves N/A N/A N/A
ame (RUO only)
B 2nd /|st /|st /|st
T Borach - Patent '889 issued

Transformative

Biotech @ANYWHERE™



COMPETITION

Sample collection media for PCR testing lack
our breakthrough technologies

ONGHORN"
\Ifﬂ’m,@%l\»}

VACCINES &
EéeNosncs

*GITC (guanidinium isothiocyanate) is a toxic chaotropic agent used in many conventional nucleic-acid extraction buffers and sample media kits.

Transformative

Biotech @ANYWHERE™
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COMPETITION
Incumbent molecular systems embed
complex pre-analytics

-v
l | —
" , b = — b = ~ K D
[ [ o f : = — { ~
| = | T — —
‘ )

Transformative

Biotech
//caeggg ENABLING ALL COMPANIES TO IMPROVE THEIR DEVICES
 No sample purification required
—] Abbott « Reduces complexity and cost
e Shorten time to result
shermersher » Reduces overall device size

Transformative

Biotech @ANYWHERE™
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COMPETITION

POC manufacturers have “luggable” high-cost devices
... not @ANYWHERE™ testing

%&phefd.
A better way.

@ Linx

visby medical

Transformative
Biotech

@ANYWHERE™ 6



OUR SOLUTION

Enable simpler PCR testing for all manufacturers & labs

PCR Platform | Primary Customers B Value

Transformative

Open PCR
instruments

Closed PCR
instruments

Point of Care
devices

Clinical and research labs
running LDTs or open PCR
workflows

Biotech

Eliminate extraction using Direct AMP™ reagents to reduce

operating costs, save labor time, and accelerate workflows.

Clinical labs running large walk- Remove embedded extraction to simplify instruments, lower
away RT-PCR analyzers (1VD, hardware and operating costs, and shorten time to result.

cartridge-based)

Decentralized testing
environments:

- ER and urgent care

— Physician offices / clinics

Eliminate extraction to reduce device complexity, COGS, and
power requirements, enabling true low-cost, instrument-

light PCR at the point of care (via @ANYWHERE™
technologies)

— At-home testing using self-

collection

Transformative
Biotech

@ANYWHERE™
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TARGET CUSTOMERS: Research and Clinical Labs

Open PCR workflows burdened by standalone extraction

Research /

Clinical labs
running high
volume DNA

extraction
(i.e. LDTs)

ThermoFisher 00000
SCIENTIFIC QIAGEN

Representative extraction
subsystem that
could be removed

KingFisher Qiagen Symphony : 5
Standalone extraction Integrated extraction platform ESJFImated 3.3/’
instrument. Required before PCR. savings possible

Required before PCR.

Custom automation
High-throughput extraction
workflow
Required before PCR.

Transformative
Biotech

@ANYWHERE™
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TARGET CUSTOMERS: Closed PCR platform manufacturers

Eliminate sample preparation to reduce PCR time,
cost, and complexity by an estimated ~3838%

lk Representative extraction —
e > subsystem that <

Clinical labs

running closed
RT-PCR

could be removed

systems
Abbott Alinity m Roche cobas 5800
Integrated extraction + RT-PCR Centralized PCR with
(high cost, complex workflow) embedded sample prep

*LDT (Laboratory Developed Test) which are regulated by CMS not the FDA and for which performance characteristics are confirmed by the lab.

Transformative

Biotech @ANYWHERE™
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TARGET CUSTOMERS: POINT-OF-CARBE Manufacturers

POC devices trade accuracy, cost, and/or complexity
to manage sample prep

) Vsyomens \“
R o \ 3
: % = vemn e )
Decentralized r A £
care settings |
Abbott ID now Binx io: Visby Medical
- Limited sensitivity (non-PCR) - Extraction embedded - Extraction pushed upstream
- Higher instrument, per-test cost - High cartridge cost and design - Added user steps before test
complexity for STls* - Lateral flow readout for STls
*STl = Sexually Transmitted Infections such as Chlamydia, Gonorrhea.
Transformative @ANYWHERE” 30
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UNMET NEED

Today’'s PCR requires multiple prep steps

Pre-Analytics

1 COLLECT SAMPLE
Swab, saliva Conventional PCR Visualize results
(Purification and Extraction)

Multi-step column workflow

(e.g., Qiagen-style kits)

Ready to

Use
DNA / RNA

Bind DNA

Transformative

Biotech @ANYWHERE™
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OUR SOLUTION

Technologies that allow a simplified PCR worktlow

1 COLLECT SAMPLE 2 Pre-Analytics

Visualize results

Swab, saliva

Ready to

Use
DNA / RNA

rf —
/ \
DirectAmp™

reagents

Eg}:\:éﬁrmatme @ANYWHERE™ 30
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