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PCI Biotech
Important notice 
and disclaimer

This presentation may contain certain forward-looking
statements and forecasts based on uncertainty, since they
relate to events and depend on circumstances that will occur in
the future and which, by their nature, will have an impact on PCI
Biotech’s business, financial condition and results of operations.
The terms “anticipates”, “assumes”, “believes”, “can”, “could”,
“estimates”, “expects”, “forecasts”, “intends”, “may”, “might”,
“plans”, “should”, “projects”, “programmes”, “will”, “would” or, in
each case, their negative, or other variations or comparable
terminology are used to identify forward-looking statement.
There are a number of factors that could cause actual results
and developments to differ materially from those expressed or
implied in a forward-looking statement or affect the extent to
which a particular projection is realised.

Factors that could cause these differences include, but are not limited to,
implementation of PCI Biotech’s strategy and its ability to further grow, risks associated
with the development and/or approval of PCI Biotech’s products candidates, ongoing
clinical trials and expected trial results, the ability to commercialise fimaporfin
(Amphinex®), technology changes and new products in PCI Biotech’s potential market
and industry, the ability to develop new products and enhance existing products, the
impact of competition, changes in general economy and industry conditions and
legislative, regulatory and political factors. No assurance can be given that such
expectations will prove to have been correct. PCI Biotech disclaims any obligation to
update or revise any forward-looking statements, whether as a result of new information,
future events or otherwise.

The reservation is also made that inaccuracies or mistakes may occur in this information
given about current status of the Company or its business. Any reliance on the
information is at the risk of the reader, and PCI Biotech disclaims any and all liability in
this respect.
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PCI BIOTECH IN BRIEF
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PCI Biotech is an innovation-driven company with an oncology-focused pipeline

Our vision is to develop and commercialise novel therapeutic solutions to address unmet medical needs for patients

Our photochemical internalisation (PCI) technology platform enables drugs to reach intracellular therapeutic targets

PCI Biotech’s lead programme fimaVACC applies a unique mode of action to enhance the essential cytotoxic 
effect of therapeutic cancer vaccines to turn immune cold tumours hot

• Phase 2 study planned to initiate in Q1 2023 in Europe; results anticipated H1 2024
• Innovative and versatile platform for immunotherapy

fimaNAC provides intracellular delivery of nucleic acids, such as mRNA and siRNA therapeutics, thereby 
addressing one of the major bottlenecks facing this emerging and promising field

• Targeting applications suited to the specific strengths of the PCI technology
• Collaborative approach with key players 



A BROAD INNOVATION PLATFORM

 Enhances the 
therapeutic effect of 
nucleic acids

 Overcomes the 
challenge of endosomal 
escape in nucleic acid 
delivery

 Preclinical data includes 
mRNA, plasmids and 
oligonucleotides
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PCI technology

2) Fimaporfin and therapeutic molecules are endocytosed by the cell
and colocalise to endosomes and lysosomes 3) Non-invasive, local
light activation of fimaporfin triggers permeabilisation of the
endosomal and lysosomal membranes, releasing the therapeutic
molecules into the cytosol 4) Enhanced access of therapeutic
molecules to their intracellular targets results in increased efficacy

Target cell

1
Therapeutic 
molecules and 
fimaporfin

Unique MoA to enhance access of therapeutic molecules

 Enhances the essential 
cytotoxic effect of 
therapeutic cancer 
vaccines

 Generates more disease 
specific cytotoxic T-cells

 Strong anti-tumour 
responses

 Innovative and versatile 
platform for 
immunotherapy



PIPELINE LEVERAGING THE PCI TECHNOLOGY PLATFORM WITHIN
IMMUNOTHERAPY & NUCLEIC ACID THERAPEUTICS
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Programme Therapeutics Preclinical Phase 1 Phase 2
Planned next

milestone

fimaVACC Therapeutic cancer vaccines Initiate Phase 2,
head and neck cancer

fimaNAC Nucleic acid therapeutics
Enabling technology,

dermatology 
applications



PCI TECHNOLOGY
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 An innovative platform technology that enables intracellular delivery

 Compelling preclinical results

 Safety and encouraging immune response with peptide vaccine antigens 
demonstrated in a phase 1 study1

 Moving towards a phase 2 study

1 Otterhaug et al (2021) Frontiers In Immunology 11: 576756



fimaVACC

HARNESS THE POWER OF fimaVACC TO ENHANCE IMMUNOTHERAPY
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 PD-(L)1 checkpoint inhibitors are dominating the immunotherapy market
 Many patients have limited responses to checkpoint inhibitors
 Attractive opportunity space to leverage the fimaVACC platform

Effective trial design 
to maximise 

possibility to show 
anti-tumour activity 

and turn tumours 
sensitive to PD-(L)1 

drugs

Treatment concept 
established in Phase 2 

&
Ready for partnering

Indication with 
perceived high 

likelihood of 
response, high 

unmet medical need, 
& commercial 
opportunity

Solution Entry indication Enhanced efficacy Treatment concept Expand

Expand the clinically 
established fimaVACC
platform into follow-

on indications

Harness the power of 
fimaVACC to sensitise 

non-responding 
tumours to 

checkpoint inhibitors 
and thereby improve 

efficacy

 Strategy



fimaVACC

• CD8+ cytotoxic T-cells are the preferred immune cells 
for targeting cancer and require MHC Class I antigen 
presentation to be induced

• A major hurdle in cancer vaccination programmes have 
been to achieve MHC class I antigen presentation 

• fimaVACC platform overcomes this challenge by strongly 
enhancing MHC class I antigen presentation, activating 
and inducing infiltration of cytotoxic T-cells into the 
tumour, resulting in tumour cell killing
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Tumour site

T cell

Cancer 
cell

Immune
attack Tumour 

cell death

fimaVACC - UTILISING THE IMMUNE SYSTEM TO FIGHT CANCER

APCs carry the vaccine 
antigens to the lymph 
nodes for T-cell priming

APC Naive CD8+ T-cells

Lymph node

TCRMHC I

Activated cytotoxic T-cells 
migrates to tumour

Antigen presentation 
via MHC Class I by APC
activates cytotoxic T-
cells

Immune cell 
infiltration

T-cell mediated tumour cell 
killing9
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Antigen 
presenting 
cell (APC)

1
PCI vaccination with 
the photosensitiser 
fimaporfin & peptide 
antigens

MHC I

Unique fimaVACC MoA to enhance MHC I presentation

2 3 4
2) Fimaporfin and peptide vaccine antigens are taken up by APCs 3) Light activation
of fimaporfin triggers intracellular release of vaccine antigens 4) Enhanced access
to antigens results in increased MHC Class I antigen presentation



fimaVACC

PLANNED PHASE 2 STUDY: OVERALL STRATEGY
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 Safety and efficacy of PCI enhanced vaccination combined with immunomodulation for the treatment of R/M HNSCC that is 
resistant to immunotherapy

Approach Entry indication P2 PoC

fimaVACC increases cytotoxic T-cells 
and their infiltration into the tumour

Combination with 
immunomodulation, expected to 

convert cold tumours into hot 
tumours, thereby sensitise tumours 

to anti-PD-(L)1 drugs 

Study design optimised to explore 
efficacy of PCI vaccination combined 

with immunomodulation in the target 
population, sensitising tumours to 

anti-PD-(L)1

Proof-of-concept readout with a 
feasible budget and timeline

R/M HNSCC progressing on anti-PD-1 
therapy

~70% of R/M HNSCC receiving anti-
PD-1 therapy progress within 6 

months, cold tumours contribute to 
resistance

High unmet medical need



fimaVACC

PLANNED PHASE 2: STUDY DESIGN

10

 Safety and efficacy of PCIV-01 combined with immunomodulation for the treatment of R/M HNSCC that is resistant to 
immunotherapy; A multi-centre, open-label, non-randomised, phase 2 study

A phase 2 proof of concept study

Patient Populations – main eligibility
• Recurrent or metastatic HNSCC
• Progression on pembrolizumab or nivolumab within 

6 month of treatment (primary progression)
• History of pembrolizumab or nivolumab as 

monotherapy or with chemotherapy
• HPV negative

o International, multicenter study, ~8-12 clinical sites
o Core clinical investigators and external experts engaged with the program, including Prof. Kevin Harrington, Institute of Cancer 

Research, UK and Prof. Ezra Cohen, University of California, San Diego, US

Review of Accumulating data

Up to 20 patients
• PCIV-01 combined with Hiltonol, anti-PD-(L)1, 

and chemotherapy
• Treatment scheduled to maximise effect of 

components
• Main end points: 6-months PFS, ORR, safety, 

and immune response in tissue and blood

Up to 24 patients
Same treatment and schedule

Seamless expansion of population and region (US)
Conditional to partnering interest 



fimaVACC

TIMELINES AND POTENTIAL TIME POINTS FOR PARTNERING
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 Planned phase 2 study, expected upcoming catalysts & milestones

2022 2023 2024

Q4 Q1 H1

CTAA submission First patient enrolled Top line results

• Open treatment study enables news-flow as results accumulate
• Strong core clinical group of KOLs established to support study protocol development and effective study execution

Accumulating data

Asset ready for partnering



fimaVACC
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PLANNED PHASE 2 STUDY: FOCUSED OPPORTUNITY POSITIONED TO DRIVE VALUE

Solid foundation

Scientific rationale

Broad IP portfolio

Entry indication

Expertise

• Solid preclinical data including anti-tumour responses
• Strongly enhanced T-cell immune responses 
• Successful proof-of concept of immune response demonstrated in healthy subjects in Phase 1 study

• PCIV-01 vaccination expected to induce T-cells necessary for anti-PD-(L)1 to work
• Aim to turn cancers sensitive to anti-PD-(L)1 drugs by conversion of cold to hot tumours
• Trigger effective immune attack against tumour cells

• Patent for vaccine technology in combination with TLR agonists granted in key markets
• Patent on combination with checkpoint inhibitors granted in US, pending ROW
• IPs extend into 2036, facilitates the opportunity to develop own vaccination product and pipeline

• Perceived high likelihood of response to study treatment
• High unmet medical need
• Ample opportunity for value growth

• Deep expertise via internal clinical development team
• Close collaboration with core clinical experts
• Concept and clinical study endorsed by international, renowned KOLs



PCI PROVIDES EFFICIENT INTRACELLULAR DELIVERY OF NUCLEIC ACIDS
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Entry into the cell cytosol is necessary for nucleic acid based drugs to exert their therapeutic effect. This is a
major hurdle for these drugs, as they are not able to freely pass the cell membrane. Nucleic acids are taken up
into cells by endocytosis but are then trapped in endosomes within the cell.
The PCI technology can effectively release these drugs from the endosomes, thereby addressing one of the
major bottlenecks facing this emerging and promising field. This application can enhance nucleic acid delivery
to any target site that is accessible to illumination, with targeted delivery to the illuminated site only.

In the fimaVACC programme, the PCI technology is developed for intratumoural delivery of nucleic acids for 
immunotherapeutic purposes

• Evidence of strong enhancement of mRNA transfection without off-target delivery
• Compares beneficially to LNPs for this application (both wrt transfection and off-target effects)
• Systemic effects upon treating one tumour have been demonstrated with the PCI technology

fimaNAC provides intracellular delivery of nucleic acids, such as mRNA and siRNA therapeutics, for all other 
applications

• Targeting dermatology, an application suited to the specific strengths of the PCI technology
• Easy illumination access and potential for diseases with limited treatment options
• Plan to develop topical application and custom-made light device



Nucleic 
Acids

Intratumoural
immuno-
therapy

Dermatology 
applications

DEVELOPMENT PROGRAMMES– PCI ENHANCED NUCLEIC ACIDS DELIVERY

14- CONFIDENTIAL -

LNP tumour

PCI tumour

LNP liver

PCI liver

PBS

Enzymatic luciferase activity in skin samples
after intradermal injection of luciferase mRNA

fimaVACC fimaNAC

Efficient PCI-mediated delivery of nucleic acids in animal experiments

Luciferase expression in MC38 tumours and liver, and
intratumoural delivery of luciferase mRNA by LNPs or PCI



RESEARCH COLLABORATIONS
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 Offer valuable scientific knowhow, encouraging results and intellectual property

 Current collaborations spanning different classes of drugs and applications

 Pursuing new and value-adding collaborative opportunities



INVESTMENT HIGHLIGHTS
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Proprietary PCI platform technology with programmes targeting rapidly growing markets
Our vision is to bring innovation with impact for conditions with limited treatment optionsBroad innovation platform

Clinical evidence of increased immune responses and preclinical evidence of effective and durable anti-
tumour responses with fimaVACC vaccination technologyCompelling data

fimaVACC lead Phase II programme endorsed by KOLs in EU and US
Focused opportunity with efficient clinical translation and ample opportunity for value growth

Clinical development 
strategy

fimaVACC – a clinical stage vaccination technology with a novel mechanism of action
fimaNAC – a nucleic acids delivery solution with established preclinical research collaborationsPipeline opportunities

Experienced team in drug discovery, development and commercialisation across a range of medical
development and commercial areasStrong leadership

Clinical development plan
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For enquiries:

Per Walday, CEO
Mobile phone: +47 917 93 429
E-mail: pw@pcibiotech.com

Ronny Skuggedal, CFO
Mobile phone: +47 940 05 757
E-mail: rs@pcibiotech.com

PCI Biotech
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