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Disclaimer
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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.



A need for more effective cancer surgery

Source: Cancer worldwide market research report by Marketline, 20203

Cancer remains to the second most 
common cause of death globally

are diagnosed with cancer every 
year

18.1 million
new patients 80% of cancer patients 

will undergo surgery

Local recurrence of cancer following surgery is frequent 

Surgery is the primary treatment 
option for patients with localized 
cancer

50% of patients
have local recurrence

in surgical localization, which is prone to 
miss cancerous cells and remove too much 
healthy tissue 

Visualization and palpation
is largely the standard 



FluoGuide - Precision improves outcome of surgical treatment

Source: Cancer worldwide market research report by Marketline, 2020

FG001
from our unique

uPAR-targeting 
technology 

with 

dual benefit

Enhance precision surgery 
through illumination of cancer 
cells and guiding the surgeon

Photothermal properties 
offer opportunity to remove 

hard-to-reach cancer cells

• PoC in three clinical indications: 
Aggressive brain, head & neck and 
lung cancer

• Well tolerated in all patients
• Equipment agnostic

• PoC in pre-clinical model
• Photothermal therapy grant on 

€6.6m

Guided surgery Photothermal treatment



FluoGuide is a pioneer in surgical treatment of cancer 
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Advancing FG001 
toward market

Enhancing the benefit

Expanding the number 
of patients 

Prepare 
commercialization 

Proceed with regulatory review to 
confirm trial design for FG001 as 
imaging agent for brain cancer surgery

Evaluate and implement 
photothermal therapy into brain 

cancer development

Initiating a phase II trial of FG001 in head 
& neck cancer, with benefit endpoint(s)

Enter into partnership agreement(s) for FG001, 
in accordance with our partnership strategy 

Targets for 2024 and beyond:



Source: FG001-CT-001, data on file6

FluoGuide-powered precision surgery: Proprietary uPAR probe

Fluorescent Probe 
FG001

Injected prior
to surgery

Binding to
cancer

Guiding during
surgery



Sources NDA011525, FG001-CT-001, data on file, Juhl K et al  (2016) PLoS ONE 11(2)
*The fluorescent molecule is indocyanine green
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FG001 – a uPAR targeted imaging agent

FG001
A uPAR binding peptide
covalently bound to a 
fluorescent molecule*)

• Binds to uPAR after i.v.
administration

• uPAR’s cancer specificity and 
low systemic expression 
ensure targeted tumor 
fluorescence

1. FG001 binds to uPAR

Absorption ICG
Absorption FG001
Excitation ICG
Excitation FG001
Emission ICG
Emission FG001

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

• Well tolerated - No-observed-adverse-effect-level dose 
(NOAEL) defined by feasibility

2. generation
(FG001)
1-2 cm

1. generation 
(5-ALA) 
1-2 mm

4. Near-infrared light 
leads to deeper 
tissue visibility

2. Robust 
pre-clinical data 
demonstrated safety 
and feasibility

3. FG001 same 
spectral 
characteristics as
ICG (device agnostic)



FluoGuide illuminates cancer

Source: FG001-CT-001, data on file8



Unique uPAR-targeting technology platform

Source: Metrangolo V, Ploug M, Engelholm LH. The Urokinase Receptor (uPAR) as a "Trojan Horse" in Targeted Cancer Therapy: Challenges and Opportunities. Cancers (Basel). 2021 Oct 
27;13(21):5376. doi: 10.3390/cancers13215376. PMID: 34771541; PMCID: PMC8582577.
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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 tumor, 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 and neck

Recognised target supported by a large scientific body1

Colorectal



Source: International Academy of Oral Oncology (IAOO), 2023 Incheon, South Korea, Christensen, A et al

uPAR expression and FG001 binding to cancer

FG001

Fresh tissue Formalin fixed tissue

H&E uPAR

Micro imagingMacro imaging
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FG001 + PTT

ICG + PTT

Water + PTT

FG001

-

Therapeutic applications with uPAR targeted photothermal treatment (FG001)

Source: Simón et al, Oncotarget, 2021 Jul 6;12(14):1366-137611

FG001 binds 
to uPAR

FG001 is excited 
with light of specific 
wavelength

FG001 releases 
energy in the form 
of light emission 
and heat

321

Shown to prolong survival in a mouse 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 tumor 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



The surgeon’s dilemma: Balancing disability risk and cancer recurrence

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

12

The solution: More precise surgery 

Detect and remove additional cancer Spare critical functions

Non-malignant brain cancersMalignant brain cancers

The cavity after removal of obvious cancerous tissue

“Do I risk to remove too much and 
disable the patient?”

“Do I risk to leave cancer behind 
leading to recurrence of the cancer?”

• Cancer recures years after 
surgery (9% in 10 years)

• Adverse events from surgery 
persist thought out the life (20% 
has adverse events post surgery)

• Cancer recures months 
after surgery (approx. 
50% in 14 months)

• Adverse events from 
surgery impact post 
surgery treatment



Precise tumor resection improves patient outcomes in brain cancers

Source: (1) Miller KD et al. Brain and other central nervous system tumor statistics, 2021. CA Cancer J Clin. 2021 Sep;71(5):381-406 (2) Amsbaugh MJ et l. Brain Metastasis. 2023 Apr 3 
StatPearls Publishing; 2023 Jan (3) Holleczek B et al. Incidence, mortality and outcome of meningiomas: A population-based study from Germany. Cancer Epidemiol. 2019 Oct (4) Oya S et al. 
Nation-wide Brain Tumor Registry-based Study of Intracranial Meningioma in Japan. Neurol Med Chir (Tokyo). 2021 Feb 15;61(2):98-106

15%

15%

35%

35%

Malignant cancers

Primary cancers Secondary cancers

50%50%
High-grade
glioma
Others

Nonmalignant cancers

50%50%
Meningioma

Others

100%

Malignant cancers

Metastases, typically 
originating in the breast, 

lung or melanoma

Incidence per 100,000 New patients/year in US & EU

Malignant cancers 7.0 51,000

Nonmalignant cancers 17.0 120,000

Incidence per 100,000 New patients/year in US & EU

Metastases 30-52 200,000-375,000
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Number of patients
171,000

Number of patients
200,000-375,000



Aggressive brain cancer – positive results

Source: FG001-CT-001, data on file14

Phase I/II Phase II

Status Top line results presented

Inclusion Patients with suspected high-grade glioma 
undergoing surgery

# 40 24

Primary 
endpoint

Safety and 
tolerability of FG001 

and dose finding

Patients with at least 
one indeterminated
tissue or unexpected 
fluorescent tissue at 
the end of surgery

Drug

FG001 and 5-ALA 
were co-

administered in all 
patients

Randomization 1:1 
between FG001 or 

5-ALA (12 patient on 
each)

FG001 dose
Dose escalation 

from 1 mg to 48 mg 
per patient

36 mg per patient 
the evening before 

the surgery

Trial results (FG001-CT-001)

All patients receiving FG001 (12/12) had additional cancer detected showing FG001 was 
superior to white light. The result for 5-ALA was 12/12.

FG001 was safe and well tolerated in all patients with 2 related AEs (grade 1)
The result for 5-ALA was 10 related AEs (8 grade 1 and 2 grade 2). 

FG001 visualize tumor on dura prior to incision in 4/12 patients (deeper visualization).
The result for 5-ALA was 0/12.

FG001 5-ALA

3

2

1



FG001 demonstrated signs of clinical efficacy in meningioma

Source: Skjøth-Rasmussen et al, Acta Neurochir, 2022 Jan;164(1):267-271. 15

Both FG001 and 5-ALA were 
administered prior to surgery

Nothing
(“white light”)

5-ALA
(“blue light”)

FG001
(“NIR light”)

(8mg low dose)

Brain before surgery (cancer marked):

Cancer tissue after removal:

FG001’s potential in brain cancer goes potentially beyond high grade glioma aggressive brain cancer



Plans for FG001 in brain cancer 2024

Advance FG001 toward registration 
in brain cancer1 Regulatory evaluation to confirm design of 

registration trials as an imaging agent2
• Confirm design of registration trials as 

an imaging agent

• Assessing the potential of 
photothermal therapy (PTT) in 
aggressive brain cancer (HGG)

• Expand the label of FG001 expanding 
the commercial potential

• Expanding support for reimbursement

Evaluate inclusion of PTT in the label of FG001 
based on the result3

Expand documentation for safety and efficacy4
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Tonsil

Base of tongue

Oropharynx

Pharynx

“Near margin” 
cause re-surgery, 

chemo- and 
radiotherapy 

“Difficult to reach” 
cause chemo- and 

radiotherapy

The challenges in head and neck cancer surgery

Source: (1) Gal TJ et al. Treatment trends in oropharyngeal carcinoma: Surgical technology meets the epidemic. Oral Oncology, Vol 97, 2019, p 62-68 (2) Cramer JD et al. The changing 
therapeutic landscape of head and neck cancer. Nat. Rev. Clin. Oncol. 16, 669–683 (2019); *) Eligible defined by WHO reduced from 680,000 
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The solution: More precise surgery 

Check for margins during surgery Enable surgical removal by
minimal invasive surgery



Precise tumor resection enables close margins & reachability

Source: (1) Gal TJ et al. Treatment trends in oropharyngeal carcinoma: Surgical technology meets the epidemic. Oral Oncology, Vol 97, 2019, p 62-68 (2) Cramer JD et al. The changing 
therapeutic landscape of head and neck cancer. Nat. Rev. Clin. Oncol. 16, 669–683 (2019); *) Eligible defined by WHO reduced from 680,000
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45%

39%

12%
4%

Tonsil
Base of
tongue

Oropharynx
Pharynx

US & EU Rest of the world

≈13,000 ≈8,000

New patients pr year

Pharynx cancer

Tonsil cancer

Oroharynx cancer

Tongue cancer

US & EU Rest of the world

≈142,000 ≈94,000

New patients pr year

US & EU Rest of the world

≈37,000 ≈24,000

New patients pr year

US & EU Rest of the world

≈125,000 ≈82,000

New patients pr year



Head and neck – positive result

Source: FG003-CT-001, data on file19

Phase II

Status Top line result presented

Inclusion Oral and oropharyngeal squamous-cell 
carcinoma scheduled for surgery

# 16

Primary 
endpoint

Sensitivity (PoC)

Drug FG001

FG001 dose 4, 16, 36mg per patient the evening 
before the surgery

Trial results

FG001 shown relevant contrast (TBR) in all patients (16)

FG001 was safe and well tolerated in all patients

Normal image as the surgeon 
sees it when checking for local 

metastasis.



Head and neck – positive result

Source: FG003-CT-001, data on file20

Phase II

Status Top line result presented

Inclusion Oral and oropharyngeal squamous-cell 
carcinoma scheduled for surgery

# 16

Primary 
endpoint

Sensitivity (PoC)

Drug FG001

FG001 dose 4, 16, 36mg per patient the evening 
before the surgery

Trial results

After the near Infrared (NIR) light is 
switched on. A metastasis (lymph 

node) is clearly seen.

FG001 shown relevant contrast (TBR) in all patients (16)

FG001 was safe and well tolerated in all patients



A range of opportunities for the patients and hospitals

Source: Poster “Optical-Guided Surgery in Patients with Oral and Oropharyngeal Squamous Cell Carcinoma (OSCC & OPSCC) Using a Novel uPAR-targeting Near-Infrared Imaging Agent FG001: An Explorative Phase II 
Clinical Trial – a Case Example” (presenter: Dr. Amanda Øster Andersen, PI: Dr. Anders Christensen both from Rigshospitalet) presented at the World Molecular Imaging Congress (WMIC) 2023 in Prague

• Pre-operative planning of surgery: 
• Spare hospital time, 

• Spare tung and speech function and 

• Improve cosmetic result

• Reduce and/or immediately check margins for cancer 1)

• Avoid local recurrence of the cancer

• Spare hospital time

• Spare re-surgery and more aggressive post-surgery treatment 
(chemo- and radiotherapy)

• Find local metastasis 2)

• Identify local spread and positive lymph nodes during surgery

• Watchful waiting:
• Screening for oral cancers

• Enable surgical treatment of pharyngeal cancer:
• Enabling use of new equipment
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1) Resection Cavity

2)  Tumor metastasis during surgery

1) Back-table image of the tumor

Potential clinical benefits



Penetrated in 
e.g. brain surgery 

useful in other 
types of surgery

Penetrated in GI 
or lung surgery 
useful in other 

types of surgery

Penetrated in 
urological 

surgeries useful 
in other types of 

surgeries

Endoscope
Flexible for visualisation 
and operation inside the 
body

Robot 
Allows multiple arms and 
remote control 

Microscope and 
open field
Visualisation of small 
structures or superficial 
cancers

Head and neck cancer surgery offers multiple potential partnerships

22

Compatible with existing imaging systems Potential partnerships

Back table histology  
Allow fast feedback to 
surgeons

Several vendors' 
system are used 

broadly

Several vendors



Plans for FG001 in head & neck cancer in 2024

Explore different clinical end-points and 
regulatory evaluation2

Expanding commercial opportunities3

Expanding partnership opportunities 4

Advance FG001 toward registration in 
head & neck cancer1

• Initiate phase ll trial with benefit 
endpoint(s)

• Determine multiple positioning of 
FG001 in head & neck cancer

• Expanding possible partnership 
opportunities

• Expanding support for reimbursement

23



Clinical development
ü Demonstrated FG001 to be safe and well 

tolerated

ü Proof of concept in aggressive brain, head 
and neck (OPSCC), and lung (NSCLC) cancer

ü Clarification on clinical end-points for 
registration studies in aggressive brain 
cancer

ü Orphan drug designation on FG001 in US for 
aggressive brain cancer

ü Photothermal therapy grant on €6.6m

Upcoming clinical milestones and news flow
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Archived until end 2023 Anticipated in 2024 Anticipated in 2025

Business development & strategy

ü IPO in 2019
ü Listed on Nasdaq First North Stockholm

Clinical development

ØConfirm design of registration trials as an 
imaging agent

ØPhase ll trial in head & neck cancer

ØEvaluation of photothermal therapy in 
aggressive brain cancer

Business development & strategy

Ø Partner collaboration(s)

Clinical development

Ø Initiation of FG001 registration trial for 
aggressive brain cancer as imaging agent

Ø Results from phase ll trial in head & neck

Ø Clinical trial result on photothermal 
therapy for aggressive brain cancer

Business development & strategy

Ø Further partner collaborations
ØMarket access preparation

Peter Benson          Ronny Farnebäck          Björn Rydell

•0000 •

IPO-guiden sponsras av

Bästa notering
FluoGuide

I kategorin kursutveckling i klassen mikrobolag

Affärsvärldens IPO-guide granskar samtliga svenska börsnoteringar. 

2019 börsnoterades 42 bolag. Från teckningskurs och framåt har 

FluoGuides aktie stigit 353 procent mer än OMXS30-index. Det är bäst 

i klassen och överstiger vida den genomsnittliga IPO-avkastningen 

på 29 procent för mikrobolag.

Peter B
enson     

     
Ronny Farnebäck     

     
Björn Rydell
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IPO-guiden sponsras av

Utmärkt notering

FluoGuide

I kategorin
 kvalite

t i k
lassen m

ikrobolag

Affä
rsvärld

ens IPO-guide granskar samtlig
a svenska börsnoteringar. 

2019 börsnoterades 42 bolag. Bland de 13 m
ikrobolagen hitta

de 

IPO-guidens granskare i g
enomsnitt 

5,2 fl a
ggor. IP

O-guidens jury har 

funnit a
tt F

luoGuide utm
ärker sig genom att h

a färre
 fl a

ggor än 

nästan alla andra m
ikrobolag 2019. Juryn anser att d

en goda kvalite
ten 

förtjä
nar ett h

edersomnämnande.

Affärsvärlden’s 2019 IPO Guiden evaluated 42 Swedish IPOs – hereof 13 micro-cap companies: Best in micro-cap category and Honorary quality award. FBV Danish award for the best share 
price performance since IPO



Precision surgery improving outcome for cancer patients


