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Disclaimer
This document (the “Presentation”) has been produced by PCI Biotech Holding ASA (the “Company”). The Presentation and its contents are strictly confidential and may not be reproduced or redistributed, 

in whole or in part, to any other person. The Presentation is for information purposes only. The information contained in this Presentation does not constitute or form part of, and should not be construed 

as, an offer or invitation to subscribe for or purchase the securities of the Company in any jurisdiction. Neither this Presentation nor any part of it shall form the basis of, or be relied upon in connection with 

any offer, or act as an inducement to enter into any contract or commitment whatsoever.

This Presentation contains certain forward-looking statements relating to the business, financial performance and results of the Company and/or the industry in which it 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 this 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. None of the Company or any of its subsidiary undertakings or any such person’s officers or 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 this 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 our actual results.

No representation or warranty (express or implied) is made as to the accuracy or completeness of any information contained herein, and it should not be relied upon as such. None of the Company or its 

subsidiary undertakings or any such person’s officers, employees or advisors shall have any liability whatsoever arising directly or indirectly from the use of this Presentation. By attending the presentation 

you acknowledge that you will be solely responsible for your own assessment of the Company, 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 content of this Presentation are not to be construed as legal, business, investment or tax 

advice. Each recipient should consult with its own professional advisors for any such matters and advice. 

The Presentation has not been reviewed or registered with, or approved by, any public authority, stock exchange or regulated market place. The distribution of this Presentation, as well as any purchase, 

sale or transfer of securities issued by the Company, may be restricted by law in certain jurisdictions, and persons into whose possession this Presentation comes should inform themselves about, and 

observe, any such restriction. Any failure to comply with such restrictions may constitute a violation of the laws of any such jurisdiction. None of the Company or its subsidiary undertakings or any such 

person’s officers, employees or advisors shall have any responsibility for any such violations. 

This Presentation and the information contained herein do not constitute an offer of securities for sale in the United States and are not for publication or distribution to U.S. persons (within the meaning of 

Regulation S under the U.S. Securities Act of 1933, as amended (the “Securities Act”)). The securities of the Company have not been and will not be registered under the Securities Act and may not be 

offered or sold in the United States or to U.S. persons except pursuant to an exemption from the registration requirements of the Securities Act.

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 the date of this Presentation.

This Presentation is subject to Norwegian law, and any dispute arising in respect of this Presentation is subject to the exclusive jurisdiction of the Norwegian courts.
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Photochemical Internalisation – a new 
technology for localised cancer treatment

• Light-induced chemistry for local enhancement of the effect of various drugs, using a unique and 

patented photosensitiser, Amphinex® to induce the enhancement

• First clinical study with the generic cytotoxic drug bleomycin at University College Hospital in London

• Included patients with some of the most difficult 

tumours to treat; osteosarcoma and squamos cell 

carcinoma of the head and neck, and skin 

metastases from breast cancer

• So far, all evaluable treated tumours have 

disappeared within few weeks of the treatment, 

without serious drug-related adverse reactions
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Significantly enhancing the local effect of 
cancer drugs

Inject Amphinex ®

Amphinex® taken up 
by tumour cells

Inject drug*

Drug taken up
by tumour cells

Light exposure

Drug activated only 
in illuminated cells

tumour

Days** Hours**

Amphinex®: patented molecule (photosensitiser) making cells sensitive to light

*  PCI Biotech currently focus on generic drugs, such as bleomycin
** The optimal timing of injections and light exposure may vary with the drug to be delivered
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Enabling drugs to reach intracellular 
therapeutic targets

1 4

Amphinex® (S) and the 
drug (D) are injected 
into the body and 
carried by the blood 
stream to the cancer 
cell 

2

Amphinex® and the 
drug are taken up by 
the cell, but the drug is 
unable to reach the 
target (T), as it is 
encapsulated in an 
endosome

3

Light activates 
Amphinex® in the 
membrane of the 
endosome. The 
membrane is 
destroyed and the 
drug is released

The drug can now bind 
to its target and initiate 
the therapeutic 
response 

PCI induces endosomal drug delivery through light expos ure



7

Releasing molecules from the endosomes

Before photochemical internalisation

siRNA reaches its target inside the cell

Microscopy images of cells with endocytosed molecules tagged with a fluorescent label, before and after treatment with 
photochemical internalisation (PCI). The molecules are trapped in endosomes after uptake by endocytosis (left image). 
PCI treatment releases the molecules from the endosomes so they can diffuse throughout the entire cell (right image).

After photochemical internalisation
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• Potentiating the localised effect of drugs on the m arket

• The cytotoxicity of bleomycin is substantially enhanced by PCI

• Complete regression in ~60% of animals after a single treatment with photochemical 

internalisation (PCI) of bleomycin

• In vitro screening suggest that >20% of relevant cancer drugs on the market today can be 

potentiated by PCI

• Designing specific drugs for photochemical internal isation

• Effective delivery of protein toxins and targeted immunotoxins

• PCI of a locally injected protein toxin that had no effect alone, resulted in complete 

regression in ~70% of animals

• PCI of a systemically injected targeted immunotoxin that had no effect alone, resulted in 

complete regression in 33% of the animals

• Delivering the promise of gene therapies for locali sed treatment

• Effective delivery of oligonucleotides and plasmids for gene therapy

• PCI of siRNA enhanced gene silencing from <30% to 80-90% both in vitro and in vivo

• PCI of a plasmid p53 gene induced complete regression in 80% of animals (nude mice) with 

xenografts of human head & neck tumours

PCI may enhance the effect of a wide 
range of different cancer drugs

*Berg, K. et al. (2005) Clin. Cancer Res. 11, 8476
**Selbo, et al. (2009).  PLoS ONE, 4, e6691

***Ndoye, A. et al. (2006). Mol. Ther. 13, 1154

*

**

***
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Day 15

Excellent cosmetic outcome

Day 0 Day 60

• PCI was combined with local injection of a protein toxin that had no effect on its own 

• PCI of the protein toxin resulted in complete regression in about 70% of the animals* 

• Good tissue regeneration was observed

Selbo, et al. (2001).  Int. J. Cancer, 92, 761-766) 

*animals followed for 9 months

PCI effectively eradicates tumours with an excellen t cosmetic outcome
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Strong IP protection combining the key 
products, procedures and application areas

• Strategic focus on continuing to build a strong pat ent platform, based initially on the PCI 
technology and procedure patent

– Broad PCI technology and procedure patent (2015)

– Substance patent on the photosensitiser Amphinex® (2022)

– Use patent for PCI in gene therapy (2020)

– 2 patent applications for use of PCI in delivery of oligonucleotides, including siRNA, are pending (2025)

• Patents filed in all important markets, ~80 patents  granted

• Schematic overview of the patent coverage (               )

Product Methodology

Photosensitiser TPCS

Drug

Light source

PCI procedures and 
application areas

Patent 
coverage

Therapeutic effect
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Platform technology applicable to several 
types of cancer

• Platform technology with a large range of potential 

application areas

• A thorough disease area analysis and drug screening have 

highlighted a significant unmet need in cancer treatment 

and enhancement potential of a range of relevant cancer 

drugs

• Initially focusing on Head & Neck cancer and Bladder 

cancer , both diseases with significant medical unmet need in 

localised treatment

• Technology could potentially solve unmet need in local 

treatment of several other cancers – PCI Biotech will identify 

the most promising areas and aim to initiate additional 

clinical Proof of Concept studies
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Regulatory combination route opens up 
multiproduct opportunities

Conceptually a new product modality

• Close contact with regulatory authorities through early discussions on applicable regulatory guidelines and development requirements

• Positive early feedback on regulatory pathway – combination product route opens up PCI-based multiproduct opportunities

Scientific advice meetings for Bladder cancer devel opment

• Meeting held with European Medicines Agency, Innovation Task Force

• Meetings held with National Health Authorities (SE, NL, GB)

– Consistent feedback across Health Authorities

– Positive feedback on combination pack approach

– General agreement on non-clinical and clinical development requirements

– General feedback considered valid for other cancer indications

The two first PCI combination products based on the  proprietary photosensitiser Amphinex®

• PC-A11 is a bleomycin based product currently being tested in a range of cancers in the Amphinex® Phase I/II study, with head & neck 

cancer as the primary indication

• PC-A22 is an epirubicin based product in preclinical evaluation for bladder cancer
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Initial focus on indications with 
significant unmet medical need

Head & Neck Cancer

(PC-A11) 

Bladder Cancer

(PC-A22)

• Globally >640,000 new cases annually, 
and >140,000 in Europe*

• Often not diagnosed until at advanced 
stage

• Current treatments expensive, and often 
associated with functional and cosmetic 
impairments

• Recurrence is common (20-30%) and 
problematic, as prior treatments often 
compromise treatment of recurrences

• 3 yr overall survival rate in patients with 
advanced cancer is ~30%

• Globally >350,000 new cases annually*
• Estimated to be ~2,7m patients 

globally**
• Diagnosed early, local disease
• High recurrence (~80%), costly 

surveillance and long survival
• Highest average per-patient life-time 

cost of all cancers
• Current chemotherapies reduce 

recurrences with ~15%
• Treated by intravesical instillation

PCI has the potential to solve 
localised treatment challenges

PCI has the potential to 
reduce recurrence and cost

*  GLOBOCAN (www-dep.iarc.fr, accessed March 2010)
** Ploeg et al  (2009)  World J Urol 27:289-293
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Initial target population
Head & Neck cancer

Stage I Stage II Stage III

Surgery and/or
radiotherapy

alone

Stage IV

60% complete
remission

>50%

Recurrence

Resectable

Surgery and/or
radiotherapy

alone

80% complete
remission

Combined stage III and IV

<50%

Unresectable

Distant metastases

Other
treatments

Surgery and
radiotherapy

50%

66% of patients33% of patients

30%

Bladder cancer

Muscle invasive Non muscle invasive

Bladder
resection

50%

1 year
recurrence

Low riskConserv. Tx

30%

TURB
+

chemo

High risk
Intermediate

risk

15%

75% of patients25% of patients

20%

TURB
+

BCG

TURB
+

chemo

1 year
recurrence

1 year
recurrence

>30% >60%

Source: Datamonitor Stakeholder Opinions: Head and Neck Cancer (2004),
GLOBOCAN (www-dep.iarc.fr, accessed March 2010)

Source: Prof. JA Witjes (2009), Max Burger (2009), EAU Guideline (2006),
GLOBOCAN (www-dep.iarc.fr, accessed March 2010)

Incidence:
Europe: 140,000

North America: 50,000

Incidence:
Europe: 130,000

North America: 70,000
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Very positive preliminary clinical results 
with PC-A11

• Performed at the University College Hospital, Londo n

– Dose escalation study of Amphinex® used for PCI of bleomycin (PC-A11) for local tumour treatment

– Primary focus on the safety profile of Amphinex ®

– Secondary endpoints include efficacy in a range of cancers , including Head & Neck and Breast cancer

– Patients with local recurrence or advanced/metastatic, cutaneous or sub-cutaneous malignancies

• Preliminary results

– The three first dose groups (0.25, 0.5 and 1.0 mg/kg) have been completed – sarcoma (1) and squamous cell 
carcinoma (7) of the head & neck region, and adenocarcinoma of the breast (3), 11 pts in total included so far

– Complete clinical regression of all evaluable* tumours treated so far and no serious product-related 
adverse events recorded

– Apparent high specificity for cancer cells; healthy tissue underneath the tumours are largely unaffected and 
one patient with a tumour under the skin was effectively treated with superficial illumination without ulceration of 
the skin

– Three serious adverse events have been recorded; however these are not deemed drug-related by the 
investigator

– Skin photosensitivity is tested systematically in all patients and is so far not a problem

– Eighteen days half life in blood and prolonged skin retention, but without apparent biological significance

– Completion of the study is expected within 2010

* One patient died of underlying disease before complete clinical regression was achieved
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Head & Neck (PC-A11)

• Ongoing Phase I/II study at University College Hospital in London 

• Phase II study within selected indication to be started 2H 2010 or 1H 2011
• Aim to identify indication that could justify filing based on Phase II data

• I.e. an indication without current treatment options, which could justify orphan status

• Work to identify indication commenced – ongoing Key Opinion Leader discussions

• Aim to initiate regulatory advice process in parallel

• Aim to apply for Marketing Authorisation if Phase II results are sufficiently positive

• Size, comparator, timing, etc to be determined depending on indication and regulatory discussions

• Potential licensing deal after filing for Marketing Authorisation 

• Light source: Medical lasers currently available in EU, new laser needed for US

Aiming to obtain marketing authorisation
for PC-A11 after Phase II

File MAA
Potential 
licensing deal

Phase IIPhase I/IIPre-clinical

Current status
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Bladder (PC-A22)

• Why bladder? 
• Disease detected early – local treatment
• Local application – systemic adverse events (photosensitivity) not an issue
• Current chemotherapeutic regime has limited effect on recurrence
• Some currently used chemotherapies may be potentiated by PCI
• Tissue with very active endocytosis – mechanistic fit
• Thin light penetration area – low effect light device required

• Preclinical studies ongoing at NTNU in Norway and at Radboud University Nijmegen, Holland. Results 
expected within 1H 2010 

• Phase I/II study (Proof of Concept) expected to start 2H 2010 or 1H 2011, provided positive preclinical 
results

• Potential licensing deal after Proof of Concept – Phase II/III together with partner

• Light source: Develop small, simple and inexpensive device – either alone or in collaboration with 
medical device manufacturer

Aiming for licensing deal for PC-A22 after 
Proof of Concept study

Filing by partner
Phase III with 
partner

Phase II with 
partner

Phase I/II PoC
Potential 
licensing deal

Pre-clinical

Current status
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First clinical study yields promise for clinical 
success in additional indications

• Phase I/II data so far indicate good effect across cancers

• Aim to initiate further Proof of Concept studies wi th selected PCI combination products in 

interesting disease areas

• Open up for investigator initiated studies

• Identify most promising indications and initiate additional 

sponsored Proof of Concept studies

• Third cancer indication to be decided based on predetermined 

indication selection criteria, including:

– Locally treated disease

– Unmet medical need

– Access with light

– Products potentiated by PCI

– Time to Proof of Concept

– Market and regulatory considerations
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Future milestones

– Preclinical bladder cancer evaluation 
finished (PC-A22)

– Ongoing Phase I/II finished (PC-A11)

– Phase II head & neck cancer initiated 
(PC-A11)

– Phase II PoC bladder cancer study 
initiated

– Phase II PoC third indication study 
initiated

– Phase II PoC fourth indication study initiated

– Phase II PoC bladder cancer study finished

– Phase II head & neck cancer finished (PC-

A11)

– Phase II PoC third indication study finished

– 1-3 licensing deals signed

* MAA: Marketing Authorisation Application

2010 - 2011 2012 - 2013

Head & neck cancer (PC-A11)

Product & Indication Pre-clinical Phase I/II Phase II P hase III Filing

Bladder cancer (PC-A22)

Potential out-license

Potential MAA*

Product & Indication
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Lean organisation with core competence 
in-house

• Nine employees

– A lean strong organisation, with a core of highly competent and experienced people, and 
partnerships with international expert consultants / Key Opinion Leaders

– Experienced management team, with an average of ~15 years pharmaceutical industry 
experience

• Board of Directors

– Strong competence within Biotech, Pharma, Finance, Legal and Investor Relations

Core Team Core Competence Outsourced Competence
CEO
CFO / BD Director
Chief Scientific Officer
Pharmaceutical Director
Project Director

Pre-Clinical leadership 
Clinical leadership

IP strategy
Regulatory strategy

Finance / Leadership
Business development

Pre-clinical development
Clinical development

Patent filing & Maintenance
Manufacturing

Regulatory Affairs
Drug Safety

Light Source Development
Etc.
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An experienced management team

� PhD from the Institute 
of Biology at University 
of Oslo 

� Previously held the 
position of Global Head 
of Project Management 
at GE Healthcare

� 20 years of senior 
management 
experience in 
pharmaceutical industry

� Experienced in 
pharmaceutical 
development, from 
preclinical research to 
registration and 
commercialization of 
new products

� Extensive international 
network and thorough 
understanding of critical 
success factors in drug 
development

� PhD from the 
Institute of 
Biochemistry at the 
University of Oslo

� > 10 years 
experience with 
academic research at 
the University of Oslo 
(Medical Faculty) and 
The Norwegian 
Radium Hospital

� > 10 years Industrial 
experience from 
Nycomed and PCI 
Biotech, as Senior 
Scientist, Project 
Leader, Research 
Director and CEO 
(PCI Biotech)

� Co-author on some 
60 scientific papers 
and 9 patents/patent 
applications.

� PhD from Institute of 
Pharmacy, University 
of Oslo

� >5 years experience 
with academic 
research in the area 
of photochemistry at 
the Institute of 
Pharmacy, University 
of Oslo

� >10 years experience 
with pharmaceutical 
development and 
production, as Dept 
Director of 
Biopharmaceutical 
Production at 
National Institute for 
Public Health, 
Qualified Person at 
Nycomed Pharma, 
and Director GxP
projects QA R&D at 
GE Healthcare

Per Walday Anders Høgset Karin Nord

CEO CSO Pharmaceutical 
Director

� MSc from the 
Institute of Pharmacy, 
University of Oslo

� Previously held the 
positions as VP 
Business Operations 
at Alertis Medical and 
Global Project 
Director at GE 
Healthcare

� 20 years of 
experience in 
pharmaceutical and 
medical device 
industry

� Experienced in 
project management, 
and development and 
registration of both 
pharmaceuticals and 
medical devices, and 
combination products

Kristin Eivindvik

Project 
Director

� Master of Business and 
Economics from the 
Norwegian School of 
Management 

� Previously held the 
position as CFO in 
Navamedic (a OSE-
listed company) for 3 
years and acting CEO 
in Navamedic for 6 
months

� Finance Manager and 
Marketing Manager in 
Norwegian Ski 
Federation

� Auditor and Business 
Controller in 
Pricewaterhouse-
Coopers

� > 10 years experience 
within finance, 
Business controlling 
and Business 
Development 

Bernt-Olav 
Røttingsnes

CFO
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Erling Øverland, MBE, Chairman
• Elected President & Chairman, Confederation of Norwegian Enterprise (2004-2008)
• Acting CEO of Statoil (2004)
• Corporate leadership positions, Statoil (2000-2008)
• Chief Financial Officer (CFO), Statoil (1995-2000)
• President, Statoil Norge AS (1992-1994)
• Chairman of Næringslivets NOx-Fond and the Control Committee of Veritas
• Vice Chairman of Norges Varemesse
• Board member of Sparebank 1 SR-Bank and Sparebank 1 Livsforsikring AS

Else Krüger Hagen, M.D., Ph.D.
• Nordic Medical Advisor, Oncology, Novartis (2004-)
• Vice President, Medical Research, TechnoInn (2002-2004)
• Senior Medical Advisor, Nycomed Imaging (1994-2002)

Flemming Ørnskov, M.D., MBA
• Global President, Bausch & Lomb Pharmaceuticals (2008-)
• President & CEO, Lifecycle Pharma, Denmark (2006-2008)
• Several Executive Positions, Novartis, Switzerland (2001-2005)
• Several Leading positions in Marketing & Sales, Merck, USA (1994-2001) 
• Chairman of Santaris Pharma and Astion Pharma (2005-)

Professor Kjetil Tasken, M.D., Ph.D.
• Director of Biotechnology Centre of Oslo (2003-)
• Professor in Medicine, University of Oslo, (2001-)
• Vice President R&D, Lauras (2001-)

Theresa Comiskey Olsen, B.A., J.D.
• Attorney-at-Law/Independent advisor (2007-)
• General Councel and Company Secretary Nycomed Group (1990-2007)

Board of Directors with extensive network
and broad experience
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Financial key figures 2009 and 2008

P&L (TNOK) 2009 2008

Grants 8 612 7 367

Research and development costs 19 319 14 323

General and administrative costs 6 979 5 182

Total operating costs 26 298 19 505

Operating results -17 686 -12 138

Profit before tax -15 015 -11 375

Cash flow (TNOK)

Net cash flow from operations -14 206 -8 481

Net cash flow from investments -113 -122

Net cash flow from financials 0 55 046

Net cash flow -14 319 46 443

Balance (TNOK) 31.12.2009 31.12.2008

Fixed assets 181 196

Short term receivables 5 017 4 236

Cash & cash equivalents 35 823 50 142

Equity 35 077 49 301

Long term debt 0 0

Short term debt 5 944 5 275

• A healthy net cash position of MNOK 36

• Grants of 16 MNOK received over the last two 
years

• Total 2009 operating cost amounted to 26 MNOK

• Depending on the future R&D activities this may 
increase
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PCI Biotech is well positioned for several 
attractive development opportunities
• Initial results from the first clinical study suggest that PCI is a safe technology with good 

effect across several cancers

• Two identified indications that could potentially give high yield returns within few years

• Translatable pre-clinical results for additional indications with attractive development 
prospects

• Discussions with several Health Authorities have confirmed the combination product route, 
opening up for PCI-based multiproduct opportunities – a well-defined regulatory pathway

• Broad and solid patented technology platform base with many development opportunities

• A flexible and efficient organisation with a management with long pharmaceutical industry 
experience, global development expertise
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Enquiries

PCI Biotech Holding ASA

CEO Per Walday

Cell phone: +47 91 79 34 29

Telephone: +47 67 11 54 02
E-mail: pw@pcibiotech.no

CFO Bernt-Olav Røttingsnes
Cell phone: +47 91 34 70 21

Telephone: +47 67 11 54 03

E-mail: bor@pcibiotech.no

www.pcibiotech.com


