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Unmet needs in Metastatic Breast Cancer

Many treatment options

Efficacy evaluation

Treatment resistance

Time consuming diagnostics
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Editorial articles last week confirms unmeet need and

DiviTum® potential value

“The broad applicability of TK1 as a marker o
prognosis and early resistance to a uniform
regimen may represent an appealing clinical
and research tool that can be generalized to
a large population of patients.” - Amelia
McCartney

"DiviTum is the pioneering technology to
document TK1a as a breast cancer biomarker
to estimate prognosis and early recognition
of treatment resistance that can be clinically
very useful.” - Luca Malorni
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Potential through simplicity: thymidine kinase-1 as a
biomarker for CDK4/6 inhibitors

Armefia MeCartney' and Luca Malorni™

We describe a petential role for thymidine kinase-1, a general marker of cellular proliferation, to act as 3 pragnestic Biomarker in
patients. receiving COK4 mhibrtors for advanced harmans raceptar pasitne, HERZneqative breast cancer, with earky data
suggesting that 1 may alsa penvide aarky indication af treatment respanse.
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Thymidine kinase-1 as a biomarker in breast
cancer: estimating prognosis and early
recognition of treatment resistance

Aralin McCartray™ & Luz Malorri® !
Tt g™ el Ciumioge Clecorimess, oot of Prain, Frain, e
Erritd era Ut

Ty e of P, P Ry
"Rathoe o onepardere: I B M BT 0 Fa « B T AE RIE b raly wekenea i i

““Tha resmendingly positve nasules of tha CDE4 /6 inhibior wiaks hawe essemially userped
ENCoCTing MCNOHNRTRY 35 sha ol standard for sl management OF MOsk C3585 OF 3 MEEtic
lemingk Ik disaasa. ™

Pire dewf wubmttted: 12 Pabraary 3520 Accepesd for publlonon: 25 March 2023 Publhed orline:
7 My 332

biemadier o bron cascer o O G erckcsne thespy s beninal zrogrons. « metmtss: o mtsree
« thymsdine b=ms-1 « 701

The dersifiemin of now prodicie sad progrce biomaites i bean S b proves = be 3 Emareingly
usive pral for puay mearhen oz dae. The siprificance of te cengrnd prepecrss scopror (ER, asd FF)
aad HEIL? naw s el bl e finical pracsicr. with the: e v evedtsian of prroreic 2d oo
amarrieen ol dowe Smhir wiving te sinmise 2f rak af mose [y —
theapy i the vy mage of the dacme. Howerer by o dovdapmen. daes i fver of addisionl. nowe
biamrkees b been incoesiner aee e et b e livical praier. Hecesthy, eary effarsfve bors e
via Ersbarioeni ke of meret hedmark crih of aycdie-Sepeadent kima 48 (COEA £} inbibis m addrm
thin shorifall &hgn.pun}mnu.h:mdumuhd:mdm.k;ﬁhmn{[ﬂmmu
bormon: oo i advnced b o sgrfrerdy srpen prpasicr vl (5 s ]
P mbprrum. Ma sy w derrified 1 not puining poeneal e, g a b 19 of the carlod
pepuaon domoanneng privany memn wabie 24 mosh of oo rEnes <1
m.,dmdw.ndn.,m;huuhﬂm&mﬁm.ﬁu:ﬁmmmuﬂnﬁ...
Aamch, 3 now perts e dicoeend and o imio prctice. dinicizm T berc of s
o ot et o et e by s, el a1 e e ol e ittt
arcx it o cormmenand, Succiay, 3 indy prmlbnd sxprach © e ratme <f bras @no i s b
ju—y

The camymac thymidias kire (TK), loaisd i the preividins abags mibway. aobme e phaphariasos
Astrpmdine m theriding ephaic, wich play  crisical ok i the:syathess of DA, . Chver he pas
e, i b o of w3 ke of ool prderasion oo e B e bovels ad sy of TED fsbe
gpizaclic b of TH) am peediembly bow ar arsdeinrrais in maing e, praking muckedy o bae G110 bae
- in prabfizating cail Ilhﬂrrwhunm:mlngmluwlhdvhldmu pﬂmlnh
23 2= wlid sralgraney m, wih makprars ol i wee deracenr i oo pehebgial loeds
Ammrmablein i Had of pricrn wh b oo . uﬂms#uﬂqdmmm
TH? kel ard activiey v bminel by rnriceve ad imscrmibde metiad, mich 1 adchbeled am. Hrees
ready dreckoped T irerenassys, cxmpme activity smap 1) and speamer bued mdwick sy i have
s TH 2 maee e arpes For sy

High activiy of TECI im the b bz bern deacribsd m anadeess: pragrestic G in bt coacer 1. Lovek

in Medicine

3

-=f'|'l.1:==ll"|'|'K.1'n::ﬂhdmmndeJ:J:n:‘iulhnnnﬂﬂdmll:&ntmd Fuburen,
chormotheapry-based TEX tril (HCTH 4736140, Thseowed §, [UAE T
e Medigne

e Miedrne Lo et Mot (ot Fwadd 3 L=lie e &




BI®VICA
Treatment decisions with greater confidence!

Biovica develops and commercializes blood-based
biomarker assays to improve monitoring of modern cancer

therapies.

The DiviTum® assay, a test for accurately measuring cell
proliferation, has successfully demonstrated its capabilities
to early evaluate therapy effectiveness in several clinical

trials.

Patients and payers will benefit from more personalized
treatments.
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Strong Clinical Study Results for DiviTum®, peer reviewed

and published in oncology journals

* 22 published and peer- No of
reviewed articles with Cancer area Patients Studies
DiviTum® Breast Cancer 1,065 11

X Gastrointestinal 713
* Results: g Lung Cancer 281 2
o 9 Blood Cancer 440 4
* Prognostic: risk for cancer,
. Other 368 1
recurrence & progression
2,867 22
* Monitoring: qu |c.|< feedback Wasn 2, Baylor g Lo 'l"} ﬂ
on treatment efficacy University @ ? g K

zeic @ | O pEmy B

et [ -i
Breast International Group IBCSG institutCurie
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DiviTum® Commercialization process Metastatic Breast Cancer

Product Development

Clinical Development

Regulatory pathway Clinical Usage

& Uptake

Commercial partnering

Market Access/Launch
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Biovica roll-out plan Metastatic Breast Cancer

1. US launch B

Clinical Usage & Uptake
Market potential $200-350 M

Clinical Usage & Uptake - Potential
Market potential: $150 — 250 M $400- 700 M

3. Japan

Clinical Usage & Uptake
Market potential: S50 — 100 M

I-4. RoE + RoW Clinical Usage & Uptake

60% of patients with Breast

Cancer at lower price
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Large potential to expand outside initial markets & applications!

Near term market expansion:

* Locally advanced breast cancer, which adds an 43 M people living with cancer

additional 30-40% potential on existing markets

* Geographic expansion MBC Rest of Europe and Rest ® Breast cancer
of World ' m Gastrointestinal

O Lung cancer
Medium term expansion: m Prostate cancer

Prevalent population of certain cancers _ - m Blood cancer
* Gastrointestinal cancer (7,7 M people) m Other cancer
* Lung cancer (2,2 M people)
* Prostate cancer (3,9 M people)

Source: Globocan 2018 5-year prevalence

CAGR: 5% patient growth 2012-2018

b}l
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DiviTum® Applications

* Prognostic
* High proliferation - Highly active tumor - Bad prognosis - High values
* Slow proliferation— Low tumor activity — Good prognosis - Low values

* Prediction and monitoring
* Increasing/high values — little or no treatment efficacy
e Decreasing/unchanged/low values — treatment efficacy



DiviTum® TK - Scientific Rationale for Efficacy
Evaluation of Cell Cycle Regulating Drugs

P13K/AKT/mTOR
MAPKs / Whnt/B-catenin @ «— p53

\

Specific drugs induce cell cycle

_ e Al's STATs /
arrest at the G1/S checkpoint.  Fulvestrant (el
Since TK is expressed » Tamoxifen (USSR — @
* Oral SERD’s NF-KB— /\
downstream of the G1/S  NETOR
checkpoint, successful cell cycle - Mitosis @

inhibition can be detected
as changed levels of TK. G2

e Palbociclib
* Ribociclib
* Abemaciclib

Cell Cycle Arrest e
GI/S

/ !
Ce” CYCIe Checkpoint \ m
’—> TRANSCRIPTION
Gene Transcription

Release
S-phase
TK=Thymidine Kinase Thomas S et al, SABCS 2016; P5-04-02

Shapiro G et al, AACR 2017, Poster #2340

Thymidine Kinase Expression



Todays diagnostics — how does DiviTum® fit?

Diagnostics
1. Clinical examination

2. Image and functional investigation
 CT, MR, PET, Bone scan, Mammography, Ultrasound, Regular X-Ray

3. Blopsy, surgery
Hormone receptor determination
* Proliferation — Ki-67
* Grade
* HER-2 status
e CA15-3



Diagnosing breast cancer

Diagnosis

Benign
(Healthy)

Early
(Stage | & 1)

Screening

Triple-test
diagnostics

Locally advanced
(Stage Ill)

Self diagnosis

Treatment
Regimens

Metastatic
(Stadium 1V)




Breast cancer development

Early
(Stage |)

Early

(Stage Il)

Locally advanced
(Stage IlI)

Pre surgery \ .
treatment /

Surgery >—>

Adjuvant treatment

Disease-free >

Recurrence >7

15t line
treatment

2nd |ine
treatment

3rd |ine
treatment

n line

treatment

>—> Palliative care>




An unmet medical need and highly important
to get early feedback on treatment efficacy

* Treatment options
* Chemotherapy
* Radiation
* Endocrine therapies
* Targeted therapies
* Immuno-Oncology treatment

All treatments brings side-effects, sometimes severe



DiviTum® provides early response to whether or
not the patient's cancer treatment is effective

Imaging
DiviTum® diagnostics

‘ &

©,

0 !‘ 1 2 3 4 Months

DiviTum® measures cell proliferation rate for faster evaluation of cancer treatment effects

References: See http://biovica.com/divitum/publications/
20



DiviTum® - Breast Cancer Study Program

Screening Early breast cancer Locally advanced
High risk Stage |-l Stage Il

BRCA, 2013

Metastasized breast cancer
Stage IV

CDK neoadjuvant, 2017

Operable BC, SABCS 2019

Prognostic, 2010 TEX, Prognostic, 2013

ET, Prog & Mon 2018

EFECT, ET, P & M 2019

PREDIX, CDK, neoadj & i

..... e

TRENnd, CDK, 2020

Published studies

Presented studies

Ongoing studies

10 clinical trials with > 1 800 patients successfully completed
Prognostic: risk for cancer, recurrence & progression
Monitoring: quick feedback on treatment efficacy

Lund, Prog & Mon, 2020

Curie, CDK, SABCS 2019

institutCurie

Johns Hopkins, CDK R AR

St
N
18CSG

PYTHIA, CDK <% BIG

U-Penn, CDK @Penn

SWOG, ET ZSWO0G

Mayo Clinic, CDK4/6 E

21



What is the value of using DiviTum®?

* What does DiviTum mean for the patient?
* How useful is DiviTum for oncologists?

 Why is DiviTum useful in healthcare?
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The metastatic breast cancer patient population: care path, and needs

Clinical evidence and clinical utility supporting the launch and beyond

DiviTum® Go-to-market:

Messaging, key audiences, launch timeline, activities, and resources

Foundations of the DiviTum® forecast



The median patient that
we are aiming to help...

Female, mid 60s
Metastatic breast cancer

Recurrent disease from an early stage
cancer

Hormone receptor positive disease
Health status: generally good

Time to 1% progression of disease: ~25
months

Treatments: ~3 endocrine-based therapies
(ET), then cytotoxics

BI®VICA




BI®VICA
And how her treatment is monitored...

W Physical exam Complete blood ct * Multiple tests

repeated regularly

Liver function tests PET/CT scans

* Individual tests not
always definitive

Bone scans CT scans

Monitoring key questions:
* When to switch from one ET* to the next
* When to move from ET* to cytotoxics or non-ET

2.7



Metastatic breast cancer epidemiology/needs

Immediate
Needs:

BI®VICA

57,000 new arrivals at metastatic breast cancer (16,000 new Dx, 41,000 recurrences)

31,000 are post-menopausal (within scope of expected label)

ISUET
Median treatment
25 months

* More confidence that they are choosing
the right treatment

» Faster decision making, anything that
saves time

* Reduced number of diagnostic tests

2nd ET
Median treatment
10 months

)| T
Median treatment ‘ Cytotoxics

<6 months

* Longer time to cytotoxics (quality of life)
* Reduced out of pocket spend

* Simple, convenient disease monitoring
e Confidence
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SWOG’s S 0226 trial is the basis for the DiviTum®

regulatory clinical validation and for usage

S 0226: Randomized Phase lll trial, postmenopausal
women with metastatic breast cancer treated with 1% |
line endocrine therapies Overall Survival with Fulvestrant plus

Anastrozole in Metastatic Breast Cancer

ORIGINAL ARTICLE

» 707 patients in the US and Canada from 73 sites e : ' { psh
* DiviTum study: from ~400 patients with blood ) _
samples from 5 time points

ABSTREACT

RACECEDUND

We previously reporied profonged progression-free survival and marginally prolonged
overall survival among postmenopausal patients with hormone receptor-posithne

o Hypotheses 0] Support regulatory Subm|SS|On mictastatic breast cances who had been randomly assigned to receive the aromatase

inhibitor anastrozole plus the selective estrogen-receptor down-regulator falvestrant,
a8 compared with anastrozole dlone, 38 frstline therapy. We now report fnal sus-

* Low or declining TKa value is indicative that disease is not vival outcomes,
progressing soon

* High or rising TKa value is indicative that disease progression ma S ANCER ional Cli
g g . prog y Z SWOG v BISTo] siionm ctotes
soon be detectable by conventional measures

Mehta R et al, NEJM 2019; 380(13):1226-1234

29



BI®VICA
Vision beyond 1%t launch: demonstrate clinical utility

Additional studies will provide evidence of:

1. The frequency of other monitoring tests may
be reduced when used together with DiviTum.

2. Adding DiviTum to treatment monitoring may
enable detection of progressive disease earlier
and change in therapy.

3. DiviTum may be more accurate in treatment
monitoring than other blood-based tumor
markers.

4. Adding DiviTum to treatment monitoring may
reduce overall cost of care and improve quality
in relation to spend.

30
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DiviTum® Value Proposition
Treatment decisions with greater confidence

* Opportunity to reduce assessments for disease progression

* When it is time to move to the next therapy, make that
decision with more confidence and sooner to when therapy
stops working

* Improve cost management, workflow, and decision-making

* Time is the patient’s most precious commodity. Anything that
helps to make the right decisions sooner and with more
confidence is a plus.




US Market Commercialization timeline to mid-2021 BI®VICA

Regulatory pathway

Pivotal clinical study

Key scientific events

KOL inputs

Reimbursement strategy
& execution

Commercial team
development

Value demonstration &
guidelines

2020 2021

Q1 Q2 Q3 Q4 Ql Q2
D © D ¢ 0

ASCO SABCS ##ISPOR ASCO

v




BI®VICA
Focus on key cancer centers, reference labs, IDNs & payers

71 NClI-designated cancer centers Major reference laboratories IDNs/Payers
°® °
4 KSER PERMANENTE.
sLabCorp 3 2
32, 5 . .
(@) Quest Ge|S | nger
@ [iiFucane = ? Health Plan
BioReference o '
wyocume || 2 ‘ . @
| . . UnitedHealthcare
(NEO ’ ’
@® CANCER CENTER @® COMPREHENSIVE CANCER CENTER @® BASIC LABORATORY

L3 Cleveland Clinic
Laboratories

1
3
E

These will be customers and at the same time, partners

34



o | BI®VICA
Biovica Inc. commercial team development

Hybrid model of shared responsibilities with partners

Biovica central team
* Marketing
* Medical Science

* Market Access

Biovica territory management

* Manage the local ecosystem of stakeholders:
key oncologists, labs, payers, patient advocates

Partners (under discussion)

* Provision of lab services

* Central support for pharma collaborations
* Involvement in clinical utility studies

* Further advancing the DiviTum science

ALY A g




BI®VICA
US MBC forecast model and assumptions

Target population, new/year 31K new/year: women, postmenopausal, HR+/Her2-

Relevant treatment 3 lines of therapy/patient. DiviTum can start during care

Testing frequency Baseline, monthly to month 6, X3 monthly thereafter

Test opportunities ~730,000 (initial opportunity, will grow with locally advanced expansion)

Factors defining DiviTum volume uptake -

Lab coverage of the population Rapid

Reimbursement timing & coverage, risk sharing agreements  Dependent on price, test accuracy, clinical utility, price

Physician uptake Dependent on accuracy and reimbursement coverage
Competitor share Launching after DiviTum
Pricing Preliminary research suggests $3-500/test

1

3 ~15%
10 ~50%

36



BI®VICA
Summary: Key success factors for US launch

* Demonstration of clinical and economic utility AND change to current practices.

* Collaboration on pricing and reimbursement with academics, payers and
integrated delivery networks.

* A small, skilled Biovica commercial organization supports partners with data,
messaging, and evidence of DiviTum’s value to US healthcare

37
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Agenda

1. Where we are and where we are heading — Anders Rylander, CEO
2. An oncologist's perspective — Samuel Rotstein Ph.D., MD, Karolinska Hospital

3. US launch plan — Robert Dann, SVP Marketing, US Business

[4. EU Launch & CDx opportunity — Henrik Winther, SVP Business Development }
5. Q&A session — Al

Send your question to ir@biovica.com
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BI®VICA

Target market Incidence 40k new/Y: women, postmenopausal,
HR+/Her2-; 3 lines of therapy/patient. DiviTum
can start during care.

Testing frequency  Baseline, monthly to month 6, X3 monthly
thereafter

Test opportunities 945,000 per year (Big 5 & Nordics)
(Rest of Europe: 730,000 tests/year)

Launch strategy

e Use learnings from US launch Pricing/test:

* Preliminary research suggested $150-5$250/test.

* Adapt and customize to fit specifics of individual - - _
» Test accuracy, results of clinical utility studies and

negotiations with payers will determine the final
e Rely strongly on local partner collaborations for outcome.

country health systems

distribution and national marketing Regulatory: DiviTum® assay is already CE labeled
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A CDx test assures the safe and effective use of a

pharmaceutical drug

CDx test for patient selection:

““*ﬁn**ﬁ“ Selecting / ﬁﬂﬁﬁﬁ — Treat with drug D
ﬁﬂﬁﬁﬁ m Diagnostic Positive

LT LT T ] A N | | | N

for drug D treatment Do not treat with drug D

Breast Cancer Patients
(with different biomarker profiles) “iﬁ*

Diagnostic Negative

CDx test for patient monitoring:

Monitoring I — Stay on same drug D
ﬁﬂﬁﬁﬁ m / U (continued response to drug D)

Test Positive

still has effect

: ; Measuring if thera \ -
Patients treated with drug D g Py tlJ e Switch to new drug

(developed drug resistense to drug D)
Test Negative

42



BI®VICA

Biovica’s DiviTum® assay has a broad playing-field
- as prognostic, monitoring, and companion diagnhostic devices

PATIENT FLOW — —

P - 4 ) 4 )
~ o
A~ ™ . Adjusted
(| Diagnose Wy | Treat Monitor
S~ _4 Treatment
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BI®VICA
Pharma needs monitoring CDx’s (MDx’s)

- as a drug brand differentiator

* The MDx increases the safety and efficacy of the Rx and hence differentiates it from
any similar drug by:

* Cut-off tied to one specific drug —i.e. based on clinical samples from patients receiving
one specific drug

* Being recommended by oncologists/KOL's — more patients will be transferred to the safer
drug/treatment

* Oncologist prefer blood-test over imaging (earlier, easier, safer)

* Reimbursed test - CDx/MDx easier to achieve reimbursement

* MDx testing allows for a higher price on the Rx, because the drug will only be used
when it is safe and effective to use — avoidance of futile therapy/side-effects
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BI®VICA

Expanding the DiviTum® market potential
- by adding more clinical utility

Positive @ [4) -On-boarding additional laboratories running Biovica test solutions
feed-back | -Pharma support/funding of Biovica product commercialization
€eeq-pacK 100p

DiviTum® Classic Dx:

Broad cancer-diagnostic field:
-prognostic
-monitoring for disease progression

Revenue component:

#) FFS Development
@ Dx Products Sales © CDx Products Sales

1) Product Sales in chosen markets 2) Fee-for-Services based on time (hourly rate) and materials

3 Product Sales in drug markets
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BI®VICA
Additional market potential for DiviTum® as a CDx/MDx-device

- Fee-for-Service Revenue and Product Sales

Fee-for-Service (FFS) Revenue? Product Sales Focus

100

CDx/MDx products supporting/accompanying?
therapeutic drugs targeting tumor cell proliferation

90

80

70

S GM 45-50% CDK 4/6 inhibitors Pfizer; Novartis; Eli Lilly
g MEK inhibitors GSK; Roche; Pfizer; AZ
iz PI3K/TK inhibitors Novartis: Gilead
0 SERD’s/SERM’s AZ; GNE; Novartis

4 8 12

Number of running CDx/MDx Projects

1During development, registration and commercialization of CDx/MDx ’For the monitoring of response to treatment and early
Based on inhouse/empirical data (project hrs; hourly rates; materials; detection of disease progression/switch in therapy
services; registration fees)



BI®VICA

Improves patient care by allowing for a more safe and effective use of targeted
treatments

Synergistic with Biovica “core business”

Self-funded/Pharma sponsored

High value reimbursed products
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Reasons to invest in Biovica

* Addresses an unmet need for personalized treatments within metastatic cancer
* Immediate potential of S 400-700 M for initial roll-out (MBC in US, Euro-5, Nordics & Japan)
» Significant potential beyond initial roll-out (30-40% expansion with locally advanced BC)

» Strong scientific collaborations and evidence as strong foundation for commercialization process

Upcoming milestones:

* FDA 510(k) submission (Q3-2020) /
* 510(k) approval & US launch (Q1 2021) |
e 1t US Reimbursement (2021)

15t Euro-5 & Nordic launch by end of 2021




BI®VICA

Capital Market Day 11" of May 2020

Where we are and where we are heading — Anders Rylander, CEO
An oncologist's perspective — Samuel Rotstein Ph.D., MD, Karolinska Hospital

US launch plan — Robert Dann, SVP Marketing, US Business

i A

EU launch & CDx opportunity — Henrik Winther, SVP Business Development
[5. Q&A session — All ]

Send your question to ir@biovica.com
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