
Improving life for advanced liver cancer (HCC) patients
Displacing chemotherapy with the first oral, liver-activated inhibitor of DNA replication
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You must read the following before continuing. The following applies to this document and the information provided in this presentation by Medivir AB (publ) (the “Company”) or any person on behalf
of the Company and any other material distributed or statements made in connection with such presentation (the “Information”), and you are therefore advised to carefully read the statements below
before reading, accessing or making any other use of the Information. In accessing the Information, you agree to be bound by the following terms and conditions.

The Information does not constitute or form part of, and should not be construed as, an offer of invitation to subscribe for, underwrite or otherwise acquire, any securities of the Company or a
successor entity or any existing or future subsidiary or affiliate of the Company, nor should it or any part of it form the basis of, or be relied on in connection with, any contract to purchase or
subscribe for any securities of the Company or any of such subsidiaries or affiliates nor shall it or any part of it form the basis of or be relied on in connection with any contract or commitment
whatsoever. Specifically, this presentation does not constitute a “prospectus” within the meaning of the U.S. Securities Act of 1933, as amended.

The Information may not be reproduced, redistributed, published or passed on to any other person, directly or in directly, in whole or in part, for any purpose. The Information is not directed to, or
intended for distribution to or use by, any person or entity that is a citizen or resident of, or located in, any locality, state, country or other jurisdiction where such distribution or use would be contrary
to law or regulation or which would require any registration or licensing within such jurisdiction. The Information is not for publication, release or distribution in the United States, Australia, Canada or
Japan, or any other jurisdiction in which the distribution or release would be unlawful.

All of the Information herein has been prepared by the Company solely for use in this presentation. The Information contained in this presentation has not been independently verified. No
representation, warranty or undertaking, express or implied, is made as to, and no reliance should be placed on, the fairness, accuracy, completeness or correctness of the Information or the opinions
contained herein. The Information contained in this presentation should be considered in the context of the circumstances prevailing at that time and will not be updated to reflect material
developments which may occur after the date of the presentation. The Company may alter, modify or otherwise change in any manner the content of this presentation, without obligation to notify
any person of such revision or changes.
This presentation may contain certain forward-looking statements and forecasts which relate to events and depend on circumstances that will occur in the future and which, by their nature, will have
an impact on the Company’s operations, financial position and earnings. The terms “anticipates”, “assumes”, “believes”, “can”, “could”, “estimates”, “expects”, “forecasts”, “intends”, “may”, “might”,
“plans”, “should”, “projects”, “will”, “would” or, in each case, their negative, or other variations or comparable terminology are used to identify forward-looking statements. 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 realized.
Factors that could cause these differences include, but are not limited to, implementation of the Company’s strategy and its ability to further grow, risks associated with the development and/or
approval of the Company’s products candidates, ongoing clinical trials and expected trial results, the ability to commercialize existing and any future products, technology changes and new products
in the Company’s potential market and industry, the ability to develop new products, the impact of competition, changes in general economy and industry conditions and legislative, regulatory and
political factors. While the Company always intends to express its best judgment when making statements about what it believes will occur in the future, and although the Company bases these
statements on assumptions that it believe to be reasonable when made, these forward-looking statements are not a guarantee of its performance, and you should not place undue reliance on such
statements. Forward-looking statements are subject to many risks, uncertainties and other variable circumstances. Many of these risks are outside of the Company’s control and could cause its
actual results to differ materially from those it thought would occur. The forward-looking statements included in this presentation are made only as of the date hereof. The Company does not
undertake, and specifically decline, any obligation to update any such statements or to publicly announce the results of any revisions to any of such statements to reflect future events or
developments.
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Right’s issue enables rapid generation of 
randomized, comparative data to confirm 
benefit of fostrox combination with Lenvima

Design of planned phase 2 study 
strengthened by latest data in advanced HCC

Remetinostat out-license generates 
significant potential value upside

Q3 Highlights



Slide

CEO
Jens Lindberg

Today’s presenters

CMO
Pia Baumann

CFO
Magnus Christensen

CSO
Fredrik Öberg

4



Slide 5

Phase 2 study enables rapid generation of 
randomized, comparative data to confirm benefit of 
fostrox combination with Lenvima
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Latest data in HCC presented at ESMO highlights continued 
significant unmet medical need in second-line

• Absence of second line data in liver cancer 
• High unmet medical need without any real new 

options
• Potential promising options (CAR-T, ADC 

etc) in other tumour types is so far not 
applicable in HCC 

• Continued high interest in fostrox post 
immunotherapy among investigators

• Latest data reinforces immunotherapy in 1st 
line HCC
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ESMO 2025: Tecentriq/Avastin entrenched as 1st line SOC in HCC

• Global, randomized Phase 3 in 1st line advanced HCC 
(IMbrave152/SKYSCRAPER-14)  with TIGIT + Tecentriq + 
Avastin vs Tecentriq + Avastin

• 669 pats randomized 1:1
• PFS curves superimposed – no difference in PFS
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Recently announced data in earlier stage HCC strengthens the 
positioning of fostrox + Lenvima in 2nd line advanced HCC

1Llovet et al, ESMO 2024, Presidential session
2Merck & Eisai press release on October 29, 2025  

Oct 2025: No OS benefit with addition of Keytruda + 
Lenvima to TACE (LEAP-012)2

ESMO 2024: Positive PFS with Keytruda + Lenvima + 
TACE vs TACE in intermediate stage HCC (LEAP-012)1

 KEYTRUDA plus LENVIMA in addition to TACE did not 
provide significant OS benefit, one of the study’s 
primary endpoints

 As a result, the study will be closed

 The results from LEAP-012 further reinforces 
immunotherapy combinations to be used in 1st line 
advanced stages of HCC

 The outcome also strengthens the strategic 
positioning of fostrox + Lenvima in 2nd line HCC
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Randomized, comparative phase 2 study to strengthen evidence for 
fostrox +  Lenvima combination in 2nd line HCC

Fostrox 30 mg + 
Lenvima SD*

N=40

Inclusion criteria

• 2L advanced HCC

• One prior IO 
regimen

• Child-Pugh A

• ECOG PS 0-1
Lenvima SD* 

N=40

Primary endpoint:
• ORR (BICR)

Secondary 
endpoints: 
• DoR
• PFS
• OS
• Safety

1:1

9

20272026 Study design:
• 80 pts randomized: Fostrox + Lenvima vs 

Lenvima
• 8 sites in Korean Cancer Study Group
• Enrolment: 12 months
• Primary endpoint FU: 3-6 months
• Efficacy evaluated by Blinded Independent 

Central Review (BICR)

Key benefits:
• Generates robust comparative efficacy and 

safety data in collaboration with 
established research consortium

• Enables rapid data read out 
• Strengthens design of registrational study

Response assessments every 6 week with CT or MRI

*standard weight based dose in HCC
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Korean Cancer Study Group prospective study data with Lenvima 
post Tecentriq + Avastin, aligns with other 2nd line outcome data

1Kim et al., Journal of Hepatology, Sept 04 2025
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Similar patient characteristics across the Lenvima monotherapy 
study and the Phase 1b/2a fostrox + Lenvima study 

1111

*HepB-81% and HepC-19%; **AFP- NA for 1 pt  

Patient characteristics
N = 50

Lenvima monotherapy
13 sites in Korea1

N = 212

Fostrox + Lenvima
15 sites in Korea, UK & Spain2

Mean age (range) 66 (32-86) 62 yrs (42 - 82)

Gender, Female / Male (%) 18 / 82 24 / 76

Child-Pugh A (%) 100 100

BCLC stage A/B or C (%) 12 / 88 0 / 100

Viral/Non-viral (%) 72 / 28 76* / 24

AFP ≥400 ng/mL at baseline Y/N (%)**​ 44 / 56 48 / 52

Region, Asia / Europe (%) 100 / 0 67 / 33

Prior treatment lines; 2nd line/3rd line (%)​ 100 / 0 81 /19

Prior atezolizumab/bevacizumab in 1st line (%)​ 100 86

Prior TACE therapy​ (%) 58 70

1Kim et al., Journal of Hepatology, Sept 04 2025
2Chon et al., ESMO 2024, Poster 986
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Fostrox + Lenvima phase 1b/2a data showed substantially better 
outcome data compared to the Lenvima montherapy study

1Kim et al., Journal of Hepatology, Sept 04 2025
2Chon et al., ESMO 2024, Poster 986

Median TTP – Fostrox + Lenvima2Median PFS – Lenvima monotherapy1

At risk – All pts 21 16 14 10 9 7 3 2 2 2 1 0

Fostrox + Lenvima (n =21)2

Median TTP, mo
95% CI

10.9
(4.1 – 18.1)

ORR 24%

Median OS, mo 13.7

Lenvima (n =50)1

Median PFS, mo
95% CI

5.4
(4.2 – 7.1)

ORR 14%

Median OS, mo 9.8



Slide 13

Remetinostat out-license generates significant 
potential value upside
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Medivir enters exclusive licensing agreement with Biossil, Inc. 
for remetinostat

14

Total, potential milestone payments of 
approximately USD 60 million
Mid-single digit royalties on future net 
sales & sub-licensing revenue share.

Global, exclusive, licensing agreement to 
develop and commercialize remetinostat

Positive phase 2 data in basal cell 
carcinoma (BCC) and cutaneous T-cell 
lymphoma (CTCL)
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Remetinostat – a unique, first-in-class, topical HDAC inhibitor

15

Topical HDAC inhibitor

Designed to minimize systemic exposure –
stable in skin but not in blood

• Proven clinical benefit in multiple cancers of the skin; 
CTCL, BCC and SCC

• Especially suitable for patients with multiple, recurring 
BCC skin lesions where surgery is less suitable

• Phase III ready (IND open) with potential for orphan 
drug designation in Gorlin Syndrome, a disease with no 
approved topical treatments
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Remetinostat – a unique, first-in-class, topical HDAC inhibitor
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Stable in skin but not in blood

• Designed to inhibit HDACs in skin 
cancers with minimal systemic 
exposure

• Translating to reduced risk of HDACi
class-associated toxicities

Potent topical HDAC inhibitor

• Inhibits HDAC 1, 3 and 6, but broken 
down to inactive primary metabolites 
SHP-100 and methylparaben by serum 
esterases in blood

6
0

0 30 90

Pharmacodynamic effect in skin cancer

• Biopsy data from CTCL phase 1 study 
demonstrates remetinostat (1%, BID) 
induced hyper-actetylation

HDAC inhibition was evaluated by IHC analysis of skin 
biopsies from CTCL tumors using an antibody directed 
against acetylated lysine (brown staining)
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What we already know from remetinostat in a clinical setting

1M. Duvic et al International Investigative Dermatology (IID) meeting presentation 2018. doi.org/10.1016/j.jid.2018.03.615 
2J. Kilgour et al, Clinical Cancer Research published online 6 August 2021. doi: 10.1158/1078-0432.CCR-21-0560
3J. Kilgour et al, JAMA Dermatology published online 17 November, 2021. doi:10.1001/jamadermatol.2021.4549

 Completed phase II open-label, dose-selection study (60 pts) in MF-CTCL with 40% CAILS Confirmed ORR & median 
duration of CAILS Confirmed Response of 7 months for chosen phase III dose1

 Tolerable AE profile with predominantly mild skin events and no signs of related systemic AEs 
CTCL

 Phase II open-label, single-arm study (30 pts) with clinically significant decrease in disease burden after six weeks of 
treatment, 58% reaching complete pathological resolution2

 No serious or systemic AEs reported, safety results in line with previous trials for CTCL
BCC

 Study terminated due to COVID outbreak but proof-of-principle demonstrated with 100% complete clinical and 
pathological resolution in 5 evaluable tumors3

 No serious adverse events observed
SCC

17
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Remetinostat is an effective topical treatment for reducing BCC 
disease burden in a clinically significant manner
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1J. Kilgour et al, Clinical Cancer Research published online 6 August 2021 

Superficial Nodular Infiltrative Micronodular

Nodular

70%

Overall response rate

55%

Complete pathological resolution

>50% of lesions achieving complete 
pathological resolution across full cohortEncouraging efficacy across all subtypes of BCC lesions
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Financial highlights Q3



Slide

Financial summary Q3, 2025
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• Net turnover for Q3 was SEK 0.9 million
• Operating loss for Q3 was SEK -13.6 million 
• Cash flow from operating activities for Q3 was SEK -14.1 million
• Cash balance end of Q3 was SEK 23.5 million

Consolidated Income Statement, summary
(SEK m) 2025 2024 2025 2024 2024
Net turnover 0.9 0.9 3.0 2.5 3.5
Other operating income 0.0 0.3 0.5 0.5 1.0
Total income 1.0 1.2 3.6 3.1 4.5
Other external expenses -8.1 -29.6 -31.2 -80.6 -101.3
Personnel costs -5.8 -6.3 -19.9 -20.4 -27.2
Depreciations and write-downs -0.7 -0.7 -2.0 -2.0 -2.7
Other operating expenses 0.0 -0.3 -0.5 -0.4 -0.6
Operating profit/loss -13.6 -35.7 -50.1 -100.4 -127.3
Net financial items -1.0 1.1 -1.1 3.8 4.0
Profit/loss after financial items -14.6 -34.6 -51.2 -96.7 -123.3
Tax - - - - -
Net profit/loss for the period -14.6 -34.6 -51.2 -96.7 -123.3

Full yearQ1 - Q3Q3
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 No 2nd line treatments approved in advanced HCC 

 Phase 2 designed to rapidly confirm comparative benefit of 
fostrox in combination with Lenvima

Absence of effective treatment options in 2nd line enables first-
to-market opportunity for fostrox + Lenvima

>$2.5bn

Market opportunity in 2nd line HCC >$2.5bn,
with significant upside potential 

2nd line HCC market by 2030, fastest 
growing cause of cancer death in US4

Significant upside in liver metastasis 
from other solid tumors

1Chon et al., ESMO, 2024, Poster 986
2Based on data from previous 2L phase 3 HCC studies with Stivarga, Cyramza & Cabometyx and investigator initiated prospective & retrospective 2L studies with Lenvatinib
3Evans et al ASCO GI, 2021
4Ma et al., Cancer, June 15, 2019; 2089-2098

No DNA damage in
healthy liver tissue

DNA damage in 
tumor tissue

Fostrox + LEN (n =21)1

Median TTP, mo 10.9

10.9 months time to progression, 
substantially better than SoC1,2

Oral, liver-activated small molecule inducing DNA 
damage in tumor cells, sparing healthy liver cells3
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Fostrox + 
Lenvima

Other 2nd line 
studies*

Unique, liver-targeted 
approach in HCC

Liver-guided 
delivery –
prodrug

Tumor-selective 
payload –

troxacitabine

22

Fostrox (fostroxacitabine bralpamide)
The first oral, liver-targeted treatment tailored for HCC

*see slide 20 for details regarding individual study data



Slide 23

Thank You!


	Placeholder agenda
	Important notice
	Placeholder agenda
	Today’s presenters
	Phase 2 study enables rapid generation of randomized, comparative data to confirm benefit of fostrox combination with Lenvima
	Latest data in HCC presented at ESMO highlights continued significant unmet medical need in second-line
	ESMO 2025: Tecentriq/Avastin entrenched as 1st line SOC in HCC
	Bildnummer 8
	Randomized, comparative phase 2 study to strengthen evidence for fostrox +  Lenvima combination in 2nd line HCC
	Bildnummer 10
	Similar patient characteristics across the Lenvima monotherapy study and the Phase 1b/2a fostrox + Lenvima study 
	Bildnummer 12
	Remetinostat out-license generates significant potential value upside
	Medivir enters exclusive licensing agreement with Biossil, Inc. for remetinostat
	Remetinostat – a unique, first-in-class, topical HDAC inhibitor
	Remetinostat – a unique, first-in-class, topical HDAC inhibitor
	What we already know from remetinostat in a clinical setting
	Remetinostat is an effective topical treatment for reducing BCC disease burden in a clinically significant manner
	Financial highlights Q3
	Financial summary Q3, 2025
	Q/A
	Fostrox (fostroxacitabine bralpamide)�The first oral, liver-targeted treatment tailored for HCC
	Thank You!

