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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



Strong increase 
in patenting of 
ultrasound and 
microbubbles 
for therapeutics

Targeted ultrasound – an emerging treatment modality

• Enhancing targeted delivery represents a significant 
unmet need at critical junction for future therapies

• Ultrasound is gaining momentum as a new promising 
treatment and drug delivery modality, with pharma 
VCs and other key players entering the stage

• Targeted ultrasound is noninvasive and can potentially 
be used for a range of treatment applications

• The Acoustic Cluster Therapy (ACT®) platform 
technology is specifically designed to enhance the 
clinical benefit of targeted ultrasound
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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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Ultrasound
Microbubble

Microdroplet

PS101

Standard of care therapy

i.v. injection

The versatile ACT platform concept

Source: Company information

• Spin-out from the ultrasound leader GE Healthcare
• A precision health platform with a broad set of potential uses
• ACT treatment is given concomitant with standard of care therapy



ACT achieves therapeutic benefit through a
2-step ultrasound process
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› › ›

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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Ultrasound targeted 
activation of ACT 

induce uptake of co-
administered drug

Significantly enhanced uptake 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)



Proof-of-concept 
model

9

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 



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



ACTIVATE Phase I study 
– Innovative assessment of anticancer activity

Insonation

Sum of diameters and volume of selected liver metastases
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Baseline
Week 8 follow up

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



ACTIVATE Phase I study
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
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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
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% change
sum of 
diameters

Cohort 20 µl/kg Cohort 40 µl/kg

-30%

Chemotherapy
ACT + chemotherapy

ACTIVATE Phase I study
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



ACT for pancreatic cancer – strong preclinical data and 
prominent KOL support

Prof Daniel Von Hoff’s clinical trial work has led to the approval of 3 of the 4 drug combinations
for treatment of pancreatic cancer patients. The ACT study by his group was done in a
pancreatic cancer model in mice with patient derived material, that largely retain the stromal
content of the originating tumour.

Dr. Daniel Von Hoff, Distinguished Prof & national lead expert in pancreatic cancer

“Pancreatic cancer is notoriously resistant to treatment. The results are
some of the most encouraging ones we have seen, and we look forward to 
being involved in the further development of this promising technology“

Dr. Haiyong Han, Prof. TGen’s Molecular Medicine Division & study senior author

“…ACT treatment resulted in in a significant increase in tumour 
growth inhibition and a 7.2 times higher probability of having a 
complete remission of the tumour…” 

Advisory board established with US and EU KOLs in pancreatic cancer
15

*

* The ultrasound procedure with a standard diagnostic microbubble



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
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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
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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



Spin-out of GE 
Healthcare – listed on 
Euronext Growth, July 

2020:

Solid Shareholder 
base: 
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Collaboration 
partners:

Significant grants 
awarded by:

Selected international 
and national research 

partners:

Source: Company information



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 
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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
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Upcoming catalysts 2024

• Well funded to reach key clinical and preclinical catalysts

• Read-out of ACTIVATE dose expansion

• Pre-IND meeting with the FDA for ENACT

• ACT® platform expansion – glioblastoma

• ACT® platform expansion – CNS (BBB)

• ACT® platform expansion – Immuno-oncology



Q&A
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