Maximizing Surgical Outcome
by Intelligent Targeting
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Forward looking statements
This presentation contains forward-looking statements that provide FluoGuide’s expectations or
forecasts of future events such as new product developments, regulatory approvals and financial
performance. Such forward looking statements are subject to risks, uncertainties and may be impacted
by inaccurate assumptions. This may cause actual results to differ materially from expectations and it
may cause any or all of FluoGuide’s forward-looking statements here or in other publications to be
wrong. Factors that may affect future results include currency exchange rate fluctuations, delay or
failure of development projects, loss or expiry of patents, production problems, breaches or
terminations of contracts, government-mandated or market driven price decreases, introduction of
competing products, exposure to product liability claims and other lawsuits, changes in reimbursement
rules, changes of laws regulations or interpretation thereof, and unexpected cost increases. FluoGuide
undertakes no obligation to update forward looking statements.
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Key investment highlights
15 million patients having cancer every year
over 80% will need surgery
Cancer recur locally post surgery in more than
50% of patients

Recurrence rate (%)

FluoGuide’s approach –
uPAR targeted lightening
up cancer
FluoGuide at a glance:
• uPAR targeted guidance of cancer surgery, a novel
supportive medical technology

Glioblastoma
Ovarian
Bladder

• Experienced team

Pancreas
Prostate

• Clear unmet medical need in glioblastoma where FG001
has demonstrated effect in a mouse clinical trial
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• Vast market potential in guiding cancer surgery with uPAR
targeted products
• Publicly listed on Spotlight Stock Market (FLUO)
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*)

for FG001’s first target indications

FluoGuide – introduction video
Brief introduction to FluoGuide and its technology
(https://youtu.be/2q-R5nPKP8s)
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Surgery is a cornerstone in early cancer treatment
• Precise removal of cancer tissue is essential to cure
patient from cancer and spare normal tissue
• Cancer recurrence has severe consequences on
• Patients’ survival and quality of life,
• Hospitals’ resources and costs
• Societies’ health care cost
• Surgeons’ track record

• The surgeon makes a series of important decisions
during cancer surgery
• Precise cancer surgery is complex and time-consuming
• Enhancing precision and speed are major benefits for
the hospitals, surgeons and patients
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Accurate guidance enhances surgical
outcome – regardless of technique used
Open:

(e.g. breast cancer)

Laparoscopic:
(e.g. lung cancer)

Microscopic:

(e.g. brain cancer)

Robot
Assisted:
(e.g. head &
neck cancer)

Simple procedure with profound impact
1. Intravenous injection
of FG001

2. Turn on fluorescence
light

3. Surgeons can easier
visualize cancer and local
metastases

Remove all cancer in one go
Increased chance of survive
and fewer side effects
€

Less costs for hospitals and
healthcare systems
Less stress for patients

Increases speed and quality
FG001 binds to uPAR on
cancer cells within 30 min
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Cancer "lights up"

Surgeon can precisely
remove all the cancer and
spare normal tissue

uPAR is an outstanding target to guide surgery
• uPAR is a protein extensively expressed in
most solid cancer cells
• The particular expression in the aggressive
invasive front of the cancer makes uPAR
outstanding to guide delineation of the cancer
and enable a precise removal of all cancer
tissue
• A large body of scientific work supports uPAR
as an outstanding target
• Several human cancer types have been tested
pre-clinically and demonstrated proof-ofconcept in vivo
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Source: Natali L. et al., 2018, Nature, Scientific Reports and Juhl, K, 2016, PLoS ONE

FluoGuide’s first compound FG001 effectively
illuminates local islands of tumor tissue

FG001 prepared for human proof-of-concept study
ü FG001 has demonstrated effect in mouse clinical trial:
• Glioblastoma x2
• Head and neck cancer
• Pancreatic cancer

ü Manufacturing of FG001
• Supply chain established
• Synthesis process developed and upscaled to early commercialization (compassionate use)
• Formulation developed for clinical testing

ü High likelihood of good tolerability of FG001 in humans - both the targeting
molecule and the fluorophore have been demonstrated to be well tolerated
ü The first studies in the pre-clinical safety program for FG001 have been initiated
• Species qualification results in Q4
• Prove FG001 binds to species specific uPAR prior to doing the main study, different delivery
times on different species
•
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Slots reserved

Source: Christensen, A. et al (2017), Oncotarget; Juhl, K. et al (2016) PLoS ONE; Juhl, K. et al (2019), Oncotarget; Juhl, K. et al (2019), poster at WMIC,

FG001 lights up human cancer in mice
FG001 was injected
into the vein
before surgery

FG001 binds to cancer
cells expressing the
uPAR protein

Before surgery
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Source: Juhl, K. et al (2019)

Image from the da
Vinci robot using
normal light

Image from the da
Vinci robot using
fluorescent light planning the surgery

During surgery

Image from the da
Vinci robot using
fluorescent light –
checking the surgery

Benefit of FG001 is proven in mouse clinical trial
• FG001 has been tested in pre-clinically using a study
design like what is required for the approval study
(phase IIb/III)

Subjects with metastases found
with white and fluorescent
light, respectively (n=8)

• Human cancer (pancreatic)
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• Operated by human surgeon

• FG001 helped to identify and remove local additional
metastases in 50% of the subjects that were
overlooked during the standard white light procedure
• Using standard equipment already available at
hospital clinics
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6
# subjects

• Using robotic surgery with a da Vinci surgical
system

Fluorescent light
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Source: Karina Juhl et al., Oncotarget, 2019, “Improved surgical resection of metastatic pancreatic cancer using uPAR targeted in vivo fluorescent guidance:

Glioblastoma – huge unmet medical need
Five-year survival rates for
various cancer targets
9/10

9/10

6.5/10

Leukemia

Breast cancer

Colorectal
cancer

• Almost no improvement in survival the last
decades
• Local recurrence nearly 100% - precise removal
of brain cancer is difficult
• Approx. 60.000 patients are diagnosed annually
with glioblastoma annually in EU & US - qualifies

2/10

0.5/10
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Lung cancer

Glioblastoma

for orphan drug designation
• Approx. 8-12% are children

FG001 has a short path to the market
FG001 is classified as an imaging
agent within the medicinal product
regulation

Phase I/IIa
10-20 pts

Priority indication (glioblastoma)
qualifies for orphan drug
designation
Few patients and simple clinical
studies needed to support approval

2020

Phase I/IIa:
Phase IIb/III
§ Demonstrate safety
150 pts
§ Optimal dose
§ Confirmation of
performance in humans

Phase IIb/III:
§ Statistical proven
performance (150 pts)
§ Enough safety to support
broad commercial use (150500 pts)

2021-22

Approval

2023-24

• No competitive treatments: Easy to enroll
patients
• Clear endpoint: At least one additional local
cancer lesion detected
• No/small placebo arm: Fewer patients needed
• Short time frame: Enrollment to surgery
• Single blind: First result known after the first
few patients
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Design of the clinical studies like the proof-of-concept mouse study
1. Inclusion

2. Surgery done
under white light

3. Switch on
fluorescent light

4. Result
available

uPAR products have potential beyond glioblastoma
• uPAR is extensively expressed in most solid
cancers
• Three of the four most frequently occurring
cancers:

Incidence of cancer
Glioblastoma
Brain,nervoussystem

• Breast cancer
• Colorectal cancer
• Lung cancer

• Only expressed in aggressive prostate cancer
• Other cancers, e.g.:
• Head and neck cancer
• Pancreas cancer
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Head and ne ck
Pancreas
Breast
Colorectum
Lung
0

500.000

1.000.000

1.500.000

Incidence in high and upper middle income

2.000.000

Excellent value proposition for all stakeholders
Everyone benefits

FG001
1. Improve
efficiency

Diagnosis

Surgery

2. Reduce
patient stress

Near term
follow-up (e.g.
histology)
Cancer cells in
margin?

YES
4. Reduce risk

Long term
follow-up (e.g.
imaging)
Local recurrence ?

NO

5. Reduce costs

Re-operation and/or other treatment
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YES

NO

3. Improve
chance of
survival

Patient cured

• Patients: Reduce stress and
side-effects, and increase
change of surviving
• Hospitals: Increase speed
and efficiency, decrease
costs
• Surgeons: Increase speed,
improve track record and
decrease risk of errors
• Equipment manufactures:
Enhance equipment
functionality and clinical
value creation

Go-To-Market model aims at reaching high value
customers directly

Clinical trials, KOL relations,
compassionate use sales

1,000,000
Surgeons

Surgeons

Commercial partnerships
Direct sales /
Distributors

12,000
Hospitals

Hospitals

Examples of partners:
Partners
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Source: Mukhopadhyay, S.et al (2019). The global neurosurgical workforce: a mixed-methods assessment of density and growth. Journal of Neurosurgery, 1–7.;
Pataky, R. et al. (2016). REOPERATION COSTS IN ATTEMPTED BREAST-CONSERVING SURGERY, Reoperation costs in attempted breast-conserving surgery: a decision analysis. Current Oncology, 23(5), 314–321.

20+
Global Partners

Our initial
customer base
The initial customer
base for FG001 is 50,000
neurosurgeons and
specialised neurosurgery
departments

Proof-of-sales is first
“sweet-spot” for exit

Strong protection
• Data protection (Regulatory exclusivity)
• Orphan drug designation likely

• Patent protection (WO2016041558A1):
• ”uPAR targeting peptide for use in peroperative optical imaging of invasive cancer”
• Priority: 17-SEP-2014
• Issued in USA
• Owned by FluoGuide A/S

• New patent applications being prepared
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Strong and incentivized leadership
Management
Morten Albrechtsen – CEO

Andreas Kjaer – Founder, CSO, BoD

• MD, BBA

•

MD, PhD, DMSc, MBA

• Seasoned life sciences entrepreneur,
executive and non-executive

•

Professor at the University of Copenhagen and chief
physician at Rigshospitalet, the National University
Hospital of Denmark

•

Research is focused on molecular imaging with PET,
PET/MRI and optical and targeted radionuclide
therapies (theranostics) in cancer

•

Minerva Imaging and CuraSight

• Lead launch and implementation of new
treatments and technologies internationally
• Boehringer Ingelheim, Nycomed, Nanovi,
RetiPharma, Enkam and many others

Grethe Rasmussen – CDO
•

MSc, PhD

•

Seasoned leader in life science with strong
development record. Latest Senior VP
Development, Ascendis.

•

Advanced seven projects from research to
clinical development (protein, peptide,
small molecule)

•

Ascendis Pharma, Maxygen, Novo Nordisk

Board of directors
Arne Ferstad – Chair
• Broad experience from
biotech, pharma and
medtech, including
business development,
international marketing
and development
• Strong experience from
the Swedish public
market
• Baxter, Pharmacia and
others

Shomit Ghose
• Venture partner, Onset Ventures
• AB of UC Berkeley College of
Engineering’s Sutardja Center,
Innovation Center Denmark’s
ScaleIT program, and Lundbeck
Foundation Clinical Research
Fellowship Program.
• Tumbleweed Communications,
BroadVision, Sun Microsystems,
Truviso
• Instrumental in several IPOs

Micaela Sjökvist
•

Head of Investor Relations at
Securitas AB

•

CEO of BioPorto
(Public, BIOPOR)

•

More than 20 years experience
in communications and
investor relations in listed
international companies.

•

•

Previous experience from
companies such as
Grayling/Sund Kommunikation
AB and TeliaSonera AB

More than 20 years of
experience within
medtech/life science
in Denmark and
abroad

•

Medtronic (US and
DK), Sense A/S, B&K
A/S

Board and management strongly incentivized to create shareholder value
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Peter M Eriksen

Several near-term value inflection points
Approx. MDKK 20 will provide resources for a clinical phase I/II proof-of-concept for FG001 and
establish a commercial basis for FG001 as well as a prioritized research pipeline
2019
FG001

Production and toxicity

2020

2021

CMC and Regulatory advice and first approval
Phase I/II

First result

Commercial

Compassionate use sales initiated
Partnering preparation

Research pipeline

Research – Innovation Fund Denmark, Grand Solution project
FG002
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Partnering

2022

2023/4

Strong news flow
Milestones communicated at IPO
2019
H1

✓
✓

Prepare toxicity testing on FG001

✓

CMC production partner decided

✓

Production process for FG001 established

✓

Formulation of FG001 developed
Define FG002

✓

2019
H2

Initiate partnering discussions

Key news next 15 months
• Commercial supply chain
• Result of first regulatory meeting
• Submission of clinical trial application
• Clinical proof-of-concept in glioblastoma

✓
☻

Upscaled and transfer to GMP vendors

☻
☻

(Dec/Jan) Safety of FG001 confirmed in toxicity studies

2020
H1

☻
☻

Initiate clinical proof-of-concept Phase I/IIa study on FG001

• First compassionate use sales

(Q2-3) First result for proof-of-concept Phase I/IIa study on FG001 in first
indication

• First commercial partnership

2020
H2

☻
☻

Initiate phase III production in commercial scale of FG001

☻

Establish compassionate use sales and/or partnering agreement of FG001

☻

Establish first commercial partnerships

☻

Initiate pre-clinical development of FG002
DefineFG003

☻
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Initiate regulatory discussions with national, European and/or US
regulatory health care authority (e.g. EMA, FDA or DMA) on FG001
Prepare clinical trial application for proof-of- concept Phase I/IIa study on
FG001

Initiate planning of the Phase IIb/III study

• Additional patent (/applications)
submitted and granted
• Warrant issue

Key investment highlights
• 15 million people are diagnosed with cancer every year and more than 80% need surgery
• Cancer frequently recur locally post surgery
• FG001 lights up the cancer - uPAR targeted fluorophore
• Focus on obtaining clinical proof-of-concept in glioblastoma - high unmet medical need indication
• De-risked by benefit proven in mouse clinical trial, manufacturing successfully scaled and FG001 made
of well tolerated building blocks
• Short path to commercialization
• Strong news flow
• Experienced team
• Shares traded at Spotlight Stock Marker (FLUO)
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Intelligent surgical targeting
- light up cancer and increase
surgical precision
IPO prior to listing at Spotlight Stock Market
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Investor meeting
Copenhagen, 28 March 2018
Morten Albrechtsen
Andreas Kjær

