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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.

Disclaimer
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Fluoguide – Illuminating Cancer
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• FluoGuide’s proprietary, uPAR-targeting imaging agents intraoperatively delineate tumour margins

• Lead asset FG001 has shown outstanding tolerability and signs of clinical utility in high-grade glioma patients

• Diversified pipeline with clinical programmes in high-grade glioma, NSCLC, meningioma and head & neck cancers 

FluoGuide – a leading 
light in precision surgical 

therapy for cancer

Surgery is a primary 
treatment option for 

most cancer types

• 80% of cancer patients undergo surgeries

• Prognosis correlates with degree of cancer resection

• The goal of curative surgery is complete removal of cancerous tissue

• Fluorescent Guided Surgery (FGS) enables real-time, cellular precision surgical guidance in a format compatible 
with existing operative workflows

• Increased precision in tumour removal leads to improved patient outcomes and health economic benefits

• Increasingly adopted by the scientific community – 50 publications/year (1995) to 500/year (2015)1

Intraoperative guidance 
is underserved

• Approximately 50% patients suffer local cancer recurrence following surgery across cancer types

• Current standard of care relies largely on visual localisation and palpation of tumours, leading to incomplete 
tumour removal

• Imaging alternatives are costly, impractical, space-inefficient or lack real-time capabilities

Fluorescence guided 
surgery – the next frontier

Towards precision surgical therapy for cancer

1) DSouza, A., Lin, H., Henderson, E., Samkoe, K., & Pogue, B. (2016). Review of fluorescence guided surgery systems: identification of key performance capabilities beyond 
indocyanine green imaging. Journal Of Biomedical Optics, 21(8), 080901. doi: 10.1117/1.jbo.21.8.080901



Technology highlights & Pipeline
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uPAR-targeted fluorescent probes light up cancer during surgery 

Fluorescent
probe

Injected prior to 
surgery

Binding to 
cancer

Precision guided
surgery

White light
Fluorescence 
Guidance by 

FG001

Provides visual guidance for precision surgery to reduce cancer recurrence and surgical sequalae

1 2 3 4

Source: FG001-CT-001 ,data on file
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Unique uPAR-targeting technology platform

1) Juhl, K., Christensen, A., Persson, M., Ploug, M., & Kjaer, A. (2016). Peptide-Based Optical uPAR Imaging for Surgery: In Vivo 

Testing of ICG-Glu-Glu-AE105. PLOS ONE, 11(2), e0147428. doi: 10.1371/journal.pone.0147428

uPAR plays a central role in cancer invasion >80% of solid cancers express uPAR

uPAR (urokinase-type Plasminogen activator receptor) is a cell 
membrane receptor that plays a key role in proteolytic activity

Expression is proportional to cancer aggressiveness

Expression in the invasive front of the tumour, enables precise 
removal of cancer tissue

Highly specific & extensively expressed in solid cancers, 
associated with poor prognosis and metastatic dissemination

Brain

Breast

Pancreas

Lung

Bladder Ovarian

Head & neck

Recognised target supported by a large scientific body1

Colorectal
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FG001 – a novel uPAR binding imaging agent

Sources NDA011525, FG001-CT-001, data on file, Juhl K et al  (2016) PLoS ONE 11(2)

FG001 technical features
1. FG001 binds 
specifically to 
uPAR

→ uPAR’s cancer specificity and low systemic expression ensures 
targeted tumour fluorescence

→ Binds to uPAR after i.v. administration

→ NIR excitation during surgery enables real-time margin 
delineation

Absorption ICG

Absorption FG001

Excitation ICG

Excitation FG001

Emission ICG

Emission FG001

2. FG001 and 
ICG share the 
same light 
properties

3. NIR leads to 
deeper tissue 
visibility

5-ALA: no 
cancer visible

FG001: cancer 
visible inside 
the tissue

FG001 consists of a uPAR binding peptide 
covalently bound to the fluorophore indocyanine 
green (ICG)

Excited and emits within the near-infrared (NIR) 
band of wavelengths (650-900 nm)

Deeper tissue penetration of 1-2 cm leading to a 
bright signal of ICG bound to uPAR

Based on well-known components – ICG is 
approved in US since 1959 with good safety data

4. Robust 
pre-clinical data 
demonstrated 
safety and 
feasibility

No-observed-adverse-effect-level dose (NOAEL) 
defined by feasibility, as no toxicity concerns 
were raised even in doses beyond optimal TBR

--- Glu1-Glu-Asp-Cha-Phe5-D-Ser-D-Arg-Tyr-Leu-Trp10-Ser-OH
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Advanced clinical pipeline with several near-term milestones

INDICATION PRE-CLINICAL PHASE I PHASE II PHASE III NEXT MILESTONE

FG001

High-grade glioma (HGG) 
(incl. Glioblastoma) 

Top-line results in H1 2023

Lung Cancer (NSCLC) Top-line results in H1 2023

Head & Neck (H&N) –
squamous cell carcinoma

First patient in Q4 2022
Top-line results H1 2023

Meningioma & 
low-grade glioma (LGG)

CTA submission in Q4 2022
Topline results in H2 2023

Follow-on pipeline

FG002

Undisclosed Indication
IND approval

Photothermal therapy 

Undisclosed Indication
IND approval

OngoingCompleted



FG001: Clinical Development
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Precise tumour resection improves patient outcomes in high-grade glioma 

1) Ostrom, Q., Gittleman, H., Liao, P., Rouse, C., Chen, Y., & Dowling, J. et al. (2014). CBTRUS Statistical Report: Primary Brain and Central Nervous 
System Tumors Diagnosed in the United States in 2007-2011. Neuro-Oncology, 16(suppl 4), iv1-iv63. doi: 10.1093/neuonc/nou223

Cavity post 
initial surgery -
cancer left?

Check with 
FG001

Post final 
removal

High-grade glioma patients suffer high recurrence & poor 
prognosis

High-grade glioma is the most common primary 
malignant brain tumour with an annual incidence of 
~ 3.6/100,0001

Despite efforts in surgical and oncological 
treatments, prognosis remains poor with a high rate 
of recurrence after initial resection

Extent of tumour resection and preservation of 
functional normal tissue are critical for patient 
outcomes

Unique uPAR 
targeting MoA 

enables clear 
delineation and 

deep visibility

uPAR has been found to be overexpressed in high-
grade glioma, particularly at the outer layers of the 
tumour
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Phase 1/2a trial demonstrates clinical utility & outstanding tolerability

Trial design Outstanding safety profile

Serious related AEs0

Related mild AEs4 Grade 1: n=3
Grade 2: n=1

No Dose Limiting Toxicities

Clinical data confirm outstanding tolerability 
profile shown in pre-clinical testing

Optimal dose with 36 mg FG001 Histopathology confirmed results

100%
Specificity

(CI 59-100%)

79%
Sensitivity

(CI 58-93%)

* N= 33, excluding 2 samples from necrotic tumour core

8 mg

48 mg

36 mg

Consistent visualisation 
starting from 8 mg

Optimal TBR identified at 36 mg 
No DLTs observed

High contrast images across 
imaging equipment at 36 mg 

Open-label, non-randomised, dose-
escalation, single-centre>
40 patients with suspected high-
grade glioma scheduled for 
neurosurgery>
Single-dose i.v. bolus 
administration prior to surgery>
Visualisation determined by 
tumour-to-background ratio (TBR)>

Source: Presented by Skjøth-Rasmussen at 68th Scandinavian Neurosurgical Society (SNS) Congress held 14-16 May 2022, in 

Bergen, Norway; and FG001-CT-001, data on file

“All tissue samples 
lighting up contain 
cancer”

“Only few (21%) 
tissue samples 
containing cancer 
did not illuminate”
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Results highlighted on 
front cover of medical 

journal Acta 
Neurochirurgica

(Vol. 164, Jan. 2022)

Case study – FG001 demonstrates signs of efficacy in fibrous meningioma

Source: Skjøth-Rasmussen et al, Acta Neurochir, 2022 Jan;164(1):267-271. 

Both 5-ALA and FG001 
were administered 6h 
prior to surgery

5-ALA
• Oral suspension
• Excitation 

wavelength 410nm

FG001 (8mg)
• Intravenous 

administration
• Excitation NIR light

High fluorescence signal from FG001 compared 
to white light and 5-ALA using the same camera

FG001 delineates the tumour both on the surface and in the 
cavity to help remove dural attachment safely

Small dural attachment No tumour remnant

Potential utility in meningioma motivates subsequent clinical trials in a larger patient sample

A 67y female patient was 
recruited in the Ph1/2a trial 
on suspicion of malignant 
glioma, later confirmed to 
be a fibrous meningioma 
WHO grade 1 by histology

Fibrous meningioma is a 
benign brain lesion with a 
significant share of patients 
experiencing recurrence (20-
39%) within 10 years after 
surgery, while many 
experience serious surgical 
side effects

White light 5-ALA FG001
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Top-line results from Phase 2b trial expected for H1 2023 

Trial design

Top-line Phase 3 pivotal results expected in 2024

Current SoC as 
study control arm

Primary endpoint 
selected for pivotal 

trial design

Aim to inform 
pivotal trial design 

& power calculation

• Efficacy endpoint 
aligns with FDA’s 
opinion as well as a 
recently approved 
fluorescent agent 
for surgical 
guidance 
(CYTALUX)

• 5-ALA is the only 
imaging agent 
approved for high-
grade glioma 
surgery 

• Limited by blue 
light filter (US), 
unspecific healthy 
tissue illumination, 
risk of vomiting, 
risk of skin 
sensitisation, etc.

• Part B trial results 
expected to be 
announced in H1 
2023 

• To be followed by a 
pivotal trial 
conducted in both 
US and EU 
populations

Two-arms, multicentre (Denmark & Sweden)>
24 patients with high-grade glioma scheduled 
for neurosurgery>

Intervention: FG001 (intravenous)
Control: White light and 5-ALA (oral suspension)>

Primary endpoint1: ”Proportion of patients with 
relevant change in surgical strategy” – measured 
by histopathological examination of additional 
tissue removed

>

1) The proportion of patients with at least one undetermined tissue or unexpected fluorescent tissue at the End of Surgery (EOS), where FG001-
or 5-ALA-induced fluorescence is consistent with the histology
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Top-line results from Phase 2b trial expected for H1 2023 

Inclusion (n=24) Randomisation Surgery – with light

5-ALA,  n = 12
→ Oral suspension

FG001 (36mg),  n = 12
→ Intravenous 

administration

Blue light

NIR light

Check of cavity

”Proportion of patients with 
relevant change in surgical 

strategy” – measured by 
histopathological confirmation 
of additional cancer removed

Check by pathologist

Suspected high grade 
glioma patients 

undergoing surgery
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Ongoing Phase 2a trial in lung (NSCLC) with positive interim results

Lung cancer is the No.1 cause of cancer death

Top-line Phase 2a results expected in H1 2023

Lung cancer is the second most common and the 
deadliest among all cancer types

Selected as second indication due to high unmet 
medical need, high number of patients and high 
equipment penetration

Evidence has shown that uPAR is overexpressed in 
lung cancer

Trial design

Explorative, open-label, non-randomised, single 
dose, dose-finding, single centre (Denmark) 
with interim analyses>
Up to 24 patients with non-small cell lung cancer 
(NSCLC) scheduled for surgery>
Intervention: FG001 (intravenous)
Primary endpoint: Sensitivity>
Positive interim result after first patients – well 
tolerated. Light in 5:7 patients with NSCLC and 
1:1 patients  with metastases from bladder 
cancer

>

Source: Data on file
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Phase 2a trial in head & neck squamous cell carcinoma to commence in 2022

Trial design

Single arm, single centre (Denmark)>
Up to 16 patients with head & neck squamous 
cell carcinoma scheduled for neurosurgery>
Intervention: FG001 (intravenous)>
Primary endpoint: Sensitivity for detection of oral 
and oropharyngeal cancer verified by histology>

1) Christensen et al, Oncology Reports 48: 147, 2022

Phase 2a results expected in 2023

Extending FG001’s benefits to head & neck cancer patients

Oral and oropharyngeal squamous cell carcinoma 
as the initial focus in head & neck cancer

Rapid development with short clinical trial time

A study with 93 patients demonstrated extensive 
tumour-specific expression of uPAR in head & neck 
cancer1
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Phase 2a trial in meningioma & low-grade glioma to commence in 2023

Trial design

Single arm, single centre (Denmark)>
Patients with meningioma or low-grade glioma 
scheduled for neurosurgery>
Intervention: FG001 (intravenous)>
Primary endpoint: Sensitivity for detection of  
cancer verified by histology>

Phase 2a results expected in 2023

Less aggressive but high recurrence brain tumours

Precise surgical excision is key to lower recurrence 
rate post surgery

Rapid development with short clinical trial time

Potential utility already shown in a case study of 
meningioma



Preclinical programmes
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FG002 – second uPAR-targeting probe for use in gastrointestinal tumours

FG001 FG002

Development 
stage

Phase 2b Preclinical

uPAR binding 
molecule

AE105 AE344

Dye ICG IRDye800CW

Safety support 
for dye

>50 years on the 
market

Has been tested in 
multiple clinical trials

Equipment All digital solutions
IRDye800 compatible 
equipment, incl. OTL38

Brightness ++ +++

Elimination 
/Excretion

Liver Kidney

Lead indication Glioblastoma
Gastrointestinal 
tumours

uPAR-targeting probe with a novel fluorophore

Clinical trials expected to commence in 2024

A preclinical study has shown that FG002 
illuminates cancer in an orthotopic xenograft model 
using human glioblastoma cells

FG002 is excreted through kidneys, indicating 
potential utility in gastrointestinal tumours, such as 
colorectal cancer

FG002 utilises a novel fluorophore - IRDye® 800CW 
infrared dyes, which have potentially superior 
brightness and deep tissue targeting
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FG001 + PTT

ICG + PTT

Water + PTT

FG001

-

Photothermal treatment – uPAR based therapeutic applications

Source: Simón et al, Oncotarget, 2021 Jul 6;12(14):1366-1376

FG001 binds 
to uPAR

FG001 is excited 
with light of specific 
wavelength

Upon excitation, 
FG001 releases 
energy in the form 
of heat and induces 
cancer cell death

321

Shown to prolong survival in a xenograft glioblastoma model 

Temperature in cancer cells

FG001 + Light

ICG + Light

Water + Light

FG001

-

Photothermal therapy is a cancer treatment that induces cancer cell death 
by heat generated in tumour tissue exposed to near-infrared light

FG001 has the potential to act as a near-infrared light absorbent to 
facilitate efficient and targeted cancer cell heat destruction



Market & Milestones
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Imaging agents & equipment for surgical guidance are gaining momentum

≈ 2000 
Surgical robots

≈1990 
Minimally invasive 

surgery

2021
Olympus acquired 

Quest Photonic 
Devices

2018
Medtronic acquired 
Visionsense camera

2021
First targeted 
imaging drug 

approved (Cytalux)

2007
First imaging drug 
approved (Gliolan)

2022
Getinge acquired 

Fluoptics

2017
Stryker acquired 

NOVADAQ

Precision surgery - a rapidly growing segment

Improved visualisation for better surgical outcomes 

Fluorescent agents further advance visualisation to the cellular level

A niche market with significant impact potential
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Well-positioned in fluorescence-guided surgery 

1) Source: GLOBOCAN 2020 

Company Breast Lung Colorectal
Gastro-

intestinal
Prostate

Head & 
Neck

Bladder Pancreatic Melanoma Ovarian Brain
Malignant 

Glioma
Sarcoma

Compatible with 
existing systems

Phase 2a Phase 2a Phase 2a Phase 2b √

Approved (√)

Phase 3 Phase 2 Approved (√)

Phase 3 Phase 2a (√)

Phase 3

Phase 1 Phase 1 Phase 1 Phase 3 (√)

Phase 3 Phase 1 Phase 1 Phase 1 Phase 1 Phase 1

Approved (√)

Phase 2a Phase 2a Phase 2a Phase 1 Phase 2a Phase 2a Phase 2a √

Annual cumulative incidence of cancers1

Lead indication focuses on the 
underserved malignant glioma segment

Portfolio targeting indications 
with an estimated 3.5 million 
patients annually 

Compatibility with existing 
imaging systems offers large 
clinical potential

2.26 m 2.21 m
1.93 m

1.69 m
1.41 m

0.93 m

0.57 m 0.50 m
0.32 m 0.31 m 0.31 m

0.06 m 0.03 m
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Typically used in: 
Brain, H&D

Typically used in: 
Oesophagus, 

stomach, 
colon, lung, MIS

Typically used in: 
Oesophagus, 

stomach, 
colon, lung, MIS

Endoscope
Flexible for visualisation 
and operation inside 
the body

Robot 
Allow multiple arms and 
remote control 

Microscope
Visualisation of small 
structures, e.g. brain 
and head & neck 

Compatibility with existing systems enables fast adoption by clinical practice

Compatible with existing imaging systems Potential partnerships
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Plan for US

Regulatory
Pre-IND - End of phase II - NDA

Clinical development – Brain cancer
KOL engagement - Phase III heavy US centric

Commercial - other indications / geography
Partnering

Commercial – Brain cancer
Reimbursement assessment - Own sales - Collaborative partnering  
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H2 2022 2023 2024

Brain

Lung, 
H&N

Upcoming clinical milestones & newsflow

Ph2a interim 
data (NSCLC)

Start of Ph2b
(HGG)

CTA for Ph2a 
(meningioma & 

LGG)

Start of Ph2b/3 
(NSCLC)

Ph2a top-line 
(meningioma 
& LGG)

Start of Ph3 
pivotal trial (HGG)

Ph2a top-line 
(NSCLC)

Ph2b top-line
(HGG)

Start of 
Ph2a (H&N)

Ph2a top-line 
(H&N)

Start of Ph2b 
(H&N)

Start of Ph2a 
(meningioma 
& LGG)

Established 
in 2018

✓ Fast path to the market

✓ Short clinical trials (48 hours)

✓ Relatively few patients needed

Listed in 
2019

First patient 
treated in 2020
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Management & Board of Directors

Management Team

Board of Directors

PETER MØRCH ERIKSEN
Chairman of the board

MATS THORÈN
Vice Chairman of the board

MICAELA SJÖKVIST
Member of the board

SHOMIT GHOSE
Member of the board

MORTEN ALBRECHTSEN

CEO
HENRIK HANG

CFO
DORTHE GRØNNEGAARD MEJER

VP Clinical Development
GRETHE NØRSKOV RASMUSSEN

CDO

ANDREAS KJAER
Member of the board

ANDREAS KJAER
CSO & CMO
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FluoGuide – maximizing surgical outcomes 

> Fluoguide is developing imaging agents for fluorescence-guided surgery

> Proprietary uPAR-targeting technology delineates margins with high precision intra-operatively

> Target with broader applicability across multiple cancer types and short development & clinical trial time

FluoGuide

Enabling fluorescent guided 

precision surgery

> FG001 has demonstrated outstanding tolerability and signs of clinical utility in high-grade glioma patients

> Histology confirmed precision: 100% Specificity and 79% Sensitivity

> Imaging equipment agnostic

> Ongoing Phase 2b trial in high-grade glioma with top-line results expected in H1 2023

FG001

Phase 2 clinical lead in 

high-grade glioma

> Diversified pipeline with clinical programmes in 4 cancer indications

> Ongoing Phase 2a trial in NSCLC with interim results expected in Q4 2022

> Phase 2a trials in meningioma & low-grade glioma to commence in 2022

> Phase 2a trials in head & neck squamous cell cancers to commence in 2022

Indication expansion

Advancing FG001 in 

brain & lung cancer


