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This presentation (the "Presentation") has been prepared by EXACT Therapeutics AS (the "Company") exclusively for information purposes.

The Presentation is being made only to, and is only directed at, persons to whom such presentation may lawfully be communicated (’relevant persons’). Any person who is 
not a relevant person should not act or rely on the Presentation or any of its contents.

The Presentation does not constitute an offering of securities or otherwise constitute an invitation or inducement to any person to underwrite, subscribe for or otherwise 
acquire securities in the Company. The release, publication or distribution of the Presentation in certain jurisdictions may be restricted by law, and therefore persons in 
such jurisdictions into which this Presentation is released, published or distributed should inform themselves about, and observe, such restrictions. 

The Presentation contains certain forward-looking statements relating to the business, products, financial performance and results of the Company and its subsidiaries 
and/or the industry in which they operates. Forward-looking statements concern future circumstances and results and other statements that are not historical facts, 
sometimes identified by the words “believes”, expects”, "predicts", "intends", "projects", "plans", "estimates", "aims", "foresees", "anticipates", "targets", and similar 
expressions. The forward-looking statements contained in the Presentation, including assumptions, opinions and views of the Company or cited from third party sources 
are solely opinions and forecasts which are subject to risks, uncertainties and other factors that may cause actual events to differ materially from any anticipated 
development. Neither the Company nor its employees provides any assurance that the assumptions underlying such forward-looking statements are free from errors nor 
does any of them accept any responsibility for the future accuracy of the opinions expressed in the Presentation or the actual occurrence of the forecasted developments. 
The Company assumes no obligation, except as required by law, to update any forward-looking statements or to conform these forward-looking statements to its actual 
results.

The Presentation contains information obtained from third parties. You are advised that such third party information has not been prepared specifically for inclusion in 
the Presentation and the Company has not undertaken any independent investigation to confirm the accuracy or completeness of such information. 

Several factors could cause the actual results, performance or achievements of the Company to be materially different from any future results, performance or 
achievements that may be expressed or implied by statements and information in the Presentation, including, among others, the risk factors described in the Company's 
annual reports. Should any risks or uncertainties materialise, or should underlying assumptions prove incorrect, actual results may vary materially from those described 
in the Presentation. 
No representation or warranty (express or implied) is made as to, and no reliance should be placed on, any information, including projections, estimates, targets and 
opinions, contained herein, and no liability whatsoever is accepted as to any errors, omissions or misstatements contained herein, and, accordingly, neither the Company, 
its subsidiaries, nor their directors or employees accepts any liability whatsoever arising directly or indirectly from the use of the Presentation.

By attending or receiving the Presentation you acknowledge that you will be solely responsible for your own assessment of the market and the market position of the 
Company and that you will conduct your own analysis and be solely responsible for forming your own view of the potential future performance of the Company’s business.
The Presentation speaks as of September 2023. Neither the delivery of this Presentation nor any further discussions of the Company with any of the recipients shall, 
under any circumstances, create any implication that there has been no change in the affairs of the Company since such date.

Important notice and disclaimer



ACT® for targeted delivery of therapies

Enabling precision medicine with a platform for targeted 
ultrasound mediated drug delivery



2023 highlights
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Clinical & 
regulatory, 
operational

Regulatory 
approval to 

reopen 
ACTIVATE

trial

Feb

Granted 
patent in UK
for Acoustic 

Cluster 
Therapy 
(ACT®)

May

Regulatory 
approval to  
start dose 
expansion

part of 
ACTIVATE 

trial

Jul

Completed 
dose 

escalation
part of 

ACTIVATE 
trial

Aug

EXACT-Tx
Science & 

Technology 
Event

Mar

International 
Society for 
Therapeutic 

Ultrasound (ISTU)
2023 symposium

Apr

ABGSC Life 
Science 
Summit 

2023

Jun
Wall Street 

Journal
article

Jul
Presence 
& media

Scientific 
research & 
publications

Real-Time Intravital Imaging of 
Acoustic Cluster Therapy-Induced 

Vascular Effects in the Murine Brain

Ultrasound in Medicine and Biology, 
Vol. 49, Issue 5

Jan

Collaboration project with ICR London

Improving Targeted Drug Delivery to 
Tumours using Ultrasound and Acoustic 

Cluster Therapy; an Organ-in-Chip Approach

Jun

Collaboration 
agreement 

with 
Cordance
Medical

Sep

Caspar 
Foghsgaard 
appointed

SVP BD and 
Commercial

Sep

Positive 
clinical 
results 
from 

ACTIVATE 
dose-

escalation

Sep

The Bubble 
Conference 

presentation 
and 

exhibitions

Sep



Unique platform technology

Strong scientific rationale

Attractive competitive position

Straight commercial adoption

Ultrasound guided targeted therapeutic 
enhancement using proprietary micro-

bubbles for effective, drug agnostic delivery

Extensive preclinical safety documentation 
and preclinical efficacy data with SoC cancer 

therapies

First mover (clinical stage) with ultrasound 
market leader collaboration and commercial 
scale GMP manufacturing

Customised ultrasound probe compatible 
with a vast installed base globally

Management and board with broad and 
relevant experience and network

Competent experienced leadership

Source: Company information
Note: SoC - Standard of Care, GMP - Good Manufacturing Practice

EXACT Therapeutics

5

Robust Development strategy

Targeting high value markets with 
significant unmet medical needs

Encouraging initial clinical data

Ongoing multinational clinical program, with 
established infrastructure for expansion



Building value



Proof-of-concept 
model
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Brain 

Demonstrated 
targeted, 

temporary, and 
safe blood-brain-
barrier disruption

Pancreas

5x increase in 
complete 

disappearance of 
cancer using ACT 
with standard of 
care therapeutics

Breast

ACT + therapy 
caused the cancer to 

completely 
disappear in 

>60 % of animals 
vs. 0 % with 
therapy only

Colon

4x increase in 
complete 

disappearance of 
cancer using ACT 
with standard of 

care

Prostate

ACT + therapy 
caused the cancer to 

completely 
disappear in >70%, 
of animals vs. 0% 
with therapy only 

Prof de Lange Davies, 
NTNU, Norway

Prof’s Von Hoff & Han, 
TGen, Arizona, US

Prof Jeff Bamber, 
ICR, UK

Prof de Lange Davies, 
NTNU, Norway

Prof Jeff Bamber, 
ICR, UK

Six different cancer drugs included – ACT strongly enhanced efficacy of all

Mice cancer models, combining different cancer drugs with ACT

Strong preclinical evidence across models and drugs 



Brain cancer – many therapies have failed development due to the blood-brain-barrier, resulting in limited survival 
improvement the last 20 years
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Defeating biological barriers that hamper drug delivery

Source: Cancer Research UK, Clin Cancer Res; 28(1) January 1, 2022
Note: CRC – colorectal cancer; CPI – checkpoint inhibitor

Strong rationale for the application of ACT treatment in pancreas cancer, brain cancer, and liver metastases 

• ACT is designed to provide targeted delivery of drugs to tissues throughout the body, with 
initial focus on

− Solid tumours, altering the tumour microenvironment to overcome tumour-associated biological barriers

− Central nervous system (CNS), by providing safe passage over the protective blood-brain-barrier (BBB)

• Focus on enhancing standard of care therapies across several tumour types

Liver metastasis – clinical tumour response provides two opportunities: 1. treatment of liver metastasis from right-
sided CRC, and 2. reducing immunosuppression of liver metastasis to enhance systemic CPI effects

Pancreatic cancer – the dense stroma and poor vascularity limits the passage of current and future precision medicine 
therapies

A significant unmet need at a critical junction in the development of precision medicine
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From accelerated inhouse clinical PoC & development to strategic partnering for commercialisation

Targeting high-value markets with significant unmet medical need

Pancreas cancer / 
liver metastases

Glioblastoma 
Immunotherapy
Other indications

CNS diseases
Rare diseases / 

gene therapy / mRNA
Other disease areas

Strategic collaborations 
for expansion of ACT 

platform utility

Select high unmet need 
cancer indications

Organisation for clinical 
PoC and execution of 
development plans

Oncology expansions

Platform expansions

Partnering for pivotal 
development and 
commercialisation

Execution at all levels to 
realise the full platform 

potential

Transforming the concept of precision therapeutics

Building the value of the ACT platform

Source: Company information
Note: PoC – Proof of Concept; CNS – Central Nervous System
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• GI tract cancers overall are 
increasing in the US and affecting 
younger people

• Expected to be 3 of the top 4 causes 
of cancer deaths in the US in 2040**

• A large number of patients expected 
to die from uncontrolled tumour 
growth in the liver

Note: *https://www.polarismarketresearch.com/industry-analysis/pancreatic-cancer-market, ** Rahib et al JAMA Network Open 2021. ***Grand View Research GBM Market Report 2021-2028
CAGR: compound annual growth rate. GI: gastrointestinal. GBM: glioblastoma multiforme. 

Pancreatic cancer on the rise globally Improved treatment of liver metastases

Strong rationale and fit with high unmet need indications

• In 2020, the incidence of brain and 
CNS cancers was 308,102 globally

• GBM is the most common brain 
cancer, accounting for ~16% of all 
primary brain cancers, and with a 
growing prevalence 

• GBM heterogeneity expected to drive 
a personalized treatment approach

GBM is the deadliest brain tumour

US GBM treatment market***
by treatment (USD million)

Pancreatic cancer market*
by region (USD billion)

242 000
295 000

340 000

2020 2030 2040

Estimated annual incidences in the US**
Colorectal, pancreas, liver & intrahepatic bile duct 

cancer

• Overall projections show growth in 
Pancreatic cancer incidences

• Pancreatic cancer to be the second 
top cause of cancer related deaths in 
2030

• Market size expected to grow with 
CAGR of 13.8% until 2030*

Large and growing market opportunities



EXACT Therapeutics – a broad ACT-enabled pipeline 

Source: Company information
Note: CNS – Central Nervous System,   BBB – Blood-Brain-Barrier

Building on ACT core strengths: defeating barriers in solid tumours & providing safe BBB passage
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H2 H1 H2 H1 H2

Outlook and inflection events
Indicative timeline

Dose-escalation 
results

Dose-expansion 
results

IND Phase II 
initiated

Phase II 
interim results

Phase I
initiated

ACTIVATE
+ SoC

Pancreas cancer
+ SoC

Brain cancer

Preclinical
platform

expansion
Immunotherapy applications

Neurological diseases
Gene therapy applications

Business and academic expert partnerships

2024 20252023

Phase II 
initiated

Phase II 
interim results

ACTIVATE II
(+ CPI)

Oncology expansions

Source: Company information

Preclinical studies, device development and clinical advisory

Preclinical studies, device development and clinical advisory

Clinical advisory



Clinical
First results and future development



Dose escalation part – patients and safety

• 8 patients enrolled, 6 evaluable for dose limiting toxicities
• No adverse events considered by the investigator related to PS101 or the ultrasound

14

FOLFOX = folinic acid + 5-FU + oxaliplatin 
FOLFIRI = folinic acid + 5-FU + irinotecan 

Patient Dose Prior lines 
of therapy

Study 
chemotherapy

1

20 µl/kg

5 FOLFOX

2 5 FOLFOX

3 6 FOLFIRI

4

40 µl/kg

4 FOLFOX

5 5 FOLFIRI

6 3 FOLFIRI

7 7 FOLFIRI

8 4 FOLFIRI

20µl/kg (n=3) 40µl/kg (n=5)

No of AE (% patients) No of AEs (% patients)

All AEs, any grade 33 (100%) 32 (100%)

PS101 related (All/gr≥3) 0/0 0/0

Serious adverse events 0 2

PS101 related NA 0

Chemotherapy related NA 2

Enrolled patients ACT treatment well tolerated



Innovative assessment of anticancer activity

Insonation

Sum of diameters and volume of selected liver metastases

15

Baseline
Week 8 follow up

Control Insonated
Comparing % change between 
baseline and Week 8 for 
insonated vs. control lesions 
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% change
sum of 
diameters

Cohort 20 µl/kg Cohort 40 µl/kg

-30%

Chemotherapy
ACT + chemotherapy

Encouraging initial anticancer activity

Source: Company information

• Assessment of insonated and control liver lesions at baseline and week 8
• Assessment by central reviewer, blinded to which lesion was insonated



PS101 20 μl/kg
+ ultrasound

FOLFOX or 
FOLFIRI

+

PS101 40 μl/kg
+ ultrasound

+ FOLFOX or 
FOLFIRI

Part 1a Dose escalation
3+3 design; Solid tumours with liver metastasis
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1:1
randomisation

PS101 20 μl/kg
+ ultrasound

PS101 40 μl/kg
+ ultrasound FOLFIRI+

FOLFIRI+

Part 1b Dose expansion
Randomised; CRC with liver metastasis

- Expansion of the 2 dose levels
- Protocol amendment approved July 2023
- Optimised ACT treatment regimen 
- Planned recruit 12 (up to 20) patients
- Blinded review of response data
- Recruitment started August 2023
- Study being expanded from 2 to 4 sites

Current stageCompleted

ACTIVATE study – dose expansion part started

Source: Company information

Generate more clinical data and establish recommended dose for Phase 2



Phase 2 study in first line treatment of locally advanced pancreatic cancer
in combination with Standard of Care chemotherapies

• Initiation 2H 2024

• Interim review 1H 2025

• Initial estimation: 40 - 60 patients

Support from advisory forum consisting 
of top US and EU experts in the field

18

Next study: Pancreatic cancer
High unmet medical need

Source: Company information; Note: LAPC – locally advanced pancreatic cancer 

Technical feasibility

__Good Access to pancreas with 
___existing ACT equipment

Rationale for use of ACT_

Enhanced delivery of therapies____ 
to cancer tissue______

Clinical and pre-clinical data

Demonstrated convincing responses 
in human liver metastases and 

relevant pancreatic cancer models

LAPC 
successful 

development



The ACT Technology
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Ultrasound
Microbubble

Microdroplet

PS101

Standard of care therapy

i.v. injection

The versatile ACT platform concept

Source: Company information

• A precision health platform with a broad set of potential uses
• ACT treatment is given concomitant with standard of care therapy
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PS101 – a highly engineered ultrasound-activated 
prodrug

Source: Company information

• Commercial scale GMP supply of PS101 established

• PS101 consists of small clusters of gas bubbles and oil droplets 

• The clusters are free-flowing after injection into the blood, which means 
they can reach any tissue in the body

• Can be co-administered with drugs without any need for drug 
reformulation 

• Ultrasound exposure converts the oil to gas, transforming the clusters to 
larger ACT bubbles that are temporarily trapped in capillaries

• The ACT bubbles can then be manipulated with targeted ultrasound to 
induce drug delivery  

• The gas in the ACT bubbles dissolve into blood over time and are released 
from the capillaries within 5-15 minutes 



ACT achieves therapeutic benefit through a
2-step ultrasound process

22

› › ›

Resulting in phase shift 
and formation of ACT 
bubbles trapped in 
capillaries

HF ultrasound is applied 
for Activation of free-
floating microclusters

Oscillation of ACT bubbles 
provides prolonged 
targeted delivery of 
therapeutics

LF ultrasound is applied 
for Enhancement by 
oscillating ACT bubbles

Step 2: Enhancement with low frequency (LF)Step 1: Activation with high frequency (HF)

A simple and non-invasive treatment process

Source: Company information
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Activated deposited ACT 
bubbles in tumour

Oscillation of activated bubbles induce uptake of co-administered drug

Ultrasound imaging showing 
ACT bubbles (green) in tumour 

Significantly enhanced uptake of model drug into 
tumour

Source: Prof. Davies, NTNU, Trondheim, Norway, “Acoustic Cluster Therapy (ACT) – pre-clinical proof of principle for local drug delivery and enhanced uptake” – ScienceDirect (2016)



Company overview
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Dr Per Walday, CEO
• 30+ years developing pharmaceuticals from preclinical to 

commercialization, including drug-device combinations
• Former CEO, PCI Biotech; Global Head, Proj. Mgmt new pharma 

GEHC
• PhD

Board of Directors Management team

Dr Masha Strømme, Vice Chair
• Early stage investor Lifesciences
• Former Investment banker (Morgan Stanley & Altium Cap) w/ Life 

science/ Healthcare focus
• D.Phil, Rhodes Scholar

John M. Edminson, CFO
• Former CFO Questback. Experience from various CFO/FM roles 

including PatientSky, KPMG Boston, Kistefos, AC Nielsen
• MFin

Sir William (Bill) Castell, Board member
• Former CEO of GE Healthcare; Vice Chair GE; CEO of Amersham 

plc; Director BP plc; Chairman of the Wellcome Trust
• LVO FMed Sci.

Dr Amir Snapir, CMO
• Extensive experience in global clinical development of novel 

therapeutics and combination products, from early clinical 
translation to regulatory approval and marketing authorization

• MD PhD

Ann-Tove Kongsnes, Board Member
• Investment professional & Head of International Affairs at 

Investinor
• MBA

Dr Svein Kvåle, COO & Co-founder
• 25+ years’ experience from pharma R&D; Nycomed

Imaging/Amersham Health/GE Healthcare
• Inventor in diagnostics cancer therapeutics
• PhD

Anders Wold, Chairman
• 40 yrs from start-up to industrial success in Ultrasound & Med 

Tech 
• Former President & CEO, GEHC CCS & Ultrasound
• BSc & MBA

A global leadership team with extensive industry 
experience

Source: Company information



Listed on Euronext 
Growth, July 2020:

Solid Shareholder 
base: 

26

Collaboration 
partners:

Significant grants 
awarded by:

Selected international 
and national research 

partners:

Source: Company information



Financials
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Cash and liquidity
• mNOK 39.1 in cash by end of H1 2023
• Cash runway through the dose expansion part of the study
Net result
• Operating loss of mNOK 22.3 for H1 2023
• Change compared to last year due to organizational build-up and increased FTEs, 

increased clinical / pre-clinical activities, finalized probe development project

Financials - Overview

Source: Company information

NOK Millions H1 2023 H1 2022 FY 2022
Revenue 0.0 0.0 0.5 
Total operating expenses 22.3 26.3 41.2 
Operating result -22.3 -26.3 -40.8 
Net financial items -0.5 -0.6 1.0 
Total comprehensive income -22.8 -26.9 -40.1 
Earnings per share -0.8 -0.9 -1.3 
Number of employees 11 8 10 

Cash and cash equivalents, end of period 39.1 78.8 69.4 
Net change in cash, cash deposits and equivalents -30.3 -24.9 -34,3
Equity % 85 % 83 % 79 %



Q&A



Unique platform technology

Strong scientific rationale

Attractive competitive position

Straight commercial adoption

Ultrasound guided targeted therapeutic 
enhancement using proprietary micro-

bubbles for effective, drug agnostic delivery

Extensive preclinical safety documentation 
and preclinical efficacy data with SoC cancer 

therapies

First mover (clinical stage) with ultrasound 
market leader collaboration and commercial 
scale GMP manufacturing

Customised ultrasound probe compatible 
with a vast installed base globally

Management and board with broad and 
relevant experience and network

Competent experienced leadership

Source: Company information
Note: SoC - Standard of Care, GMP - Good Manufacturing Practice

EXACT Therapeutics – highlights 

30

Robust Development strategy

Targeting high value markets with 
significant unmet medical needs

Encouraging initial clinical data

Ongoing multinational clinical program, with 
established infrastructure for expansion



Enquiries:

Dr Per Walday John M. Edminson
Chief Executive Officer Chief Financial Officer
E: per.walday@exact-tx.com E: john.edminson@exact-tx.com

www.exact-tx.com

mailto:per.walday@exact-tx.com
mailto:john.edminson@exact-tx.com
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