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Important notice
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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 The Information is not for publication, release or distribution in the United States, Australia, Canada or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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Agenda

Introduction – Fostrox and HCC

Dr Pia Baumann, Chief Medical Officer, Medivir AB

Fostrox + Lenvatinib in second line HCC
 Results & experience from phase 1b/2a study
 Data in the context of current clinical practice in 

second line HCC

Dr. Hong Jae Chon, CHA Bundang Hospital, Seoul, Korea

Fostrox + Lenvatinib moving forward

Dr Pia Baumann, Chief Medical Officer, Medivir AB
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Dr. Hong Jae Chon

CHA Bundang Hospital,
Seoul, Korea

Today’s presenters

Dr. Pia Baumann

CMO, Medivir
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Liver cancer – a rapidly growing cancer type in dire need of 
new treatment alternatives
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Large unmet need in fast growing population Growth driven by lifestyle & Fatty Liver Disease

3rd
leading cause of cancer death worldwide1

+122%
HCC expected to increase +122% in the US and +82% in 
China2 by 2030, caused by fatty liver disease

Fastest growing cause of death
HCC is the fastest growing cause of cancer death in the 
US, incidence rate more than doubling in 20 years3

1Rumguy et al., Journal of Hepatology 2022
2Huang et al., Nature Reviews, Gastroenterology & Hepatology, Vol 18, 2021
3Bello et al., J Magn Reason Imaging. 2022 Mar; 55(3): 681-697 

 Fastest growing cancer in the USA
 Fatty Liver Disease is the fastest 

growing cause of HCC

 >25% of US adults have Fatty Liver 
Disease

 >90% of patients with alcoholism 
having Fatty Liver Disease 

 > 2/3 of US adults are overweight 
or obese

 >10% of US population over 12 
years suffer from alcoholism

Alcohol / 
Obesity / Viral

Fatty Liver
Disease/ 
Cirrhosis

Liver Cancer
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 IO combinations Standard of Care

1st line treatment

Improved outcome in liver cancer with IO combinations in 1st

line but no effective treatments approved in 2nd line 

6

Advanced Liver cancer (hepatocellular carcinoma, HCC) Treatment Algorithm

1. Only ~10% of patients respond to best available 
treatments

2. Few ongoing 2nd line clinical trials investigate non-IO 
mechanism to overcome resistance in 1st line

3. Fostrox + Lenvatinib, unique combination at the forefront
2nd line

 No approved treatment options post IO
 Clinical trials recommended

 TKI monotherapy if no clinical trial

2nd line treatment



Slide

Targeted treatment approach critical in liver cancer (HCC)

1 

2 
Senthilnathan et al., Hepatology, 2012 May; 55(5): 1432-1442
Llovet et al., Nature Reviews Gastroenterology & Hepatology, 

Vol 20, Aug 2023, 487-503 7

 ~80% of patients have underlying liver disease1,2

 Tumor growth primarily occurs locally in the liver1

 Critical to achieve a selective targeting of tumor 
cells in the liver while sparing healthy cells
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Fostrox – designed to target the liver with selectivity for tumor cells 
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Achieves liver-targeting 
with same approach used 

in HCV1

Prodrug Active substance 
troxacitabine

1Bethell, R. et al P-035, ILCA 2016
2Kukhanova, M et al J Biol Chem 1995
3Albertella, M. et al EASL Summit P01-05, 2018
4Öberg F. et al, EASL PO-221, 2022

Fostrox Lenvatinib

Targets 2nd line Liver cancer in 
combination with complementary 

& synergistic TKI  

Induces DNA damage mainly 
in tumor cells, preserving 
normal liver function2,3,4

Normal liver 
tissue

Tumor 
tissue
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Key questions for the combination
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1. Safety and Tolerability: are the two drugs 
possible to combine?

2. Efficacy: Does the combination provide 
meaningful clinical benefit?

3. Contribution of component: Indication that 
Fostrox + Lenvatinib is better than Lenvatinib 
alone?

Fostrox Lenvatinib
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Fostrox plus lenvatinib in patients 
with locally advanced unresectable 
or metastatic HCC progressed on 
immunotherapy combinations 

Results from a multi-center phase 
1b/2a study

Dr Hong Jae Chon, CHA Bundang Hospital, 
Seoul, Korea 
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Fostrox + lenvatinib phase 1b/2a study
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Patients were enrolled at 15 sites in the UK, Spain and South Korea. Imaging assessments (CT & MRI) every 6 weeks.

• Adv/inop HCC
• 2L/3L
• ≥ 18 y
• ECOG ≤ 1
• Child-Pugh A

Fostrox + LEN*
20 mg
(n=3)

Fostrox + LEN
RP2D – 30 mg (n=15)

Treatment until PD

Primary Endpoint:
Safety

Key  Secondary 
Endpoints: ORR, DCR, 

TTP/PFS

Fostrox + LEN
30 mg
(n=3)

Fostrox: Oral QD 
5 days in 21 days cycles

LEN: Oral QD continuous (8 
or 12 mg)

One cycle 21 days

*LEN = lenvatinib
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Korea
6 centres

Spain
5 centres

UK
3 centres

Global phase 1b/2a study with fostrox + lenvatinib (TKI)

Key study features

 Fostrox + lenvatinib in second and third 
line advanced HCC

 15 sites in South Korea, Spain and UK

 Median follow-up 10.5 months

12
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ESMO GI: Liver pharmacodynamics confirm fostrox tumor 
selectivity and efficacy1

1313

1Chon et al., ESMO GI 2024, Poster 176.
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ESMO GI: Fostrox tumor selectivity spares normal liver function1

ALT change over duration of 
treatment 

AST change over duration of 
treatment 
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1Chon et al., ESMO GI 2024, Poster 176.
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ESMO: Patient demographics and characteristics 
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*HepB-81% and HepC-19%; **AFP- NA for 1 pt; ***Active treatment ≤ 12 weeks. Data NA for 3 patients  

Patient characteristics N = 21

Mean age (range) 62 yrs (42 - 82)

Gender, Female / Male (%) 24 / 76

ECOG Performance status 0/1 (%) 71 / 29

Child-Pugh A (%) 100

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

Extra hepatic lesion(s) Y/N (%)​ 67 / 33

AFP ≥400 ng/mL at baseline Y/N (%)**​ 45 / 55

Region, Asia / Europ (%) 67 / 33

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

Prior atezolizumab/bevacizumab in 1L (%)​ 86

Prior local therapy (TACE, RFA etc)​ 70

PD on prior treatment (%) 100

Primary refractory on prior therapy (%)***​ 24

Starting dose fostrox, 20mg / 30mg (%)​ 14 / 86
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ESMO: Combination was safe and tolerable with no 
unexpected adverse events
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Adverse Events*
TEAE

any grade 
No of pts (%)

TEAE
Grade ≥ 3

No of pts (%)

Fostrox
TRAE Grade ≥ 3

No of pts (%)

LEN 
TRAE Grade ≥ 3

No of pts (%)
Any AE 21 (100) 17 (81) 11 (52) 14 (67)

Hematologic AE
Thrombocytopenia 13 (62) 6 (29) 5 (24) 6 (29)

Neutropenia (no febrile) 10 (48) 8 (38) 8 (38) 6 (29)
Anaemia 7 (33) 3 (14) 3 (14) 3 (14)

Leukocyte decrease 5 (24) 1 (5) 1 (5) 1 (5)

Other AE
Hypothyroidism 12 (57)

Diarrhoea 10 (48) 1 (5) 1 (5)
Hand-foot syndrome 10 (48) 1 (5) 1 (5)

Fatigue 9 (43)
Asthenia 8 (38) 3 (14) 1 (5) 2 (10)

Decreased appetite 8 (38)
Proteinuria 7 (33) 1 (5) 1 (5)

Hypertension 6 (29) 2 (10) 2 (10)
Cough 5 (24)

Pruritus 5 (24)

• No unexpected adverse events

• Hematological AEs were transient with grade ≥ 
3 in 11 patients (52%) 

• 31 events in total, 7 events resulting in 
dose delay or discontinuation

• Grade 4 events were seen in 4 patients
• No patients with febrile neutropenia or 

low platelet count with bleeding 

• No fostrox related deaths

• 15 SAE events in total in 8 pts: 
• No fostrox related SAEs
• 8 LEN possible related/related SAEs in 6 

pts (asthenia, ischemic stroke, renal 
failure, hepatic encephalopathy, diarrhea)
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ESMO: Absolute neutrophile count showed a cyclic pattern 
with recovery before Day 1 in the next cycle1

1717

1Chon et al., ESMO GI 2024, Poster 176.

Longitudinal neutrophil count, at all time points measured

≥ Grade 3, 
CTCAE v.5
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ESMO: Similar cyclic pattern for platelet count, with recovery 
before Day 1 in the next cycle1
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1Chon et al., ESMO GI 2024, Poster 176.

Longitudinal platelet count, at all time points measured
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ESMO: No negative impact on the continued treatment dose or 
duration of fostrox in majority of patients1

1919

1Chon et al., ESMO 2024, Poster 986.

Dose reduction and discontinuation due to adverse events

0 2 4 6 8 10 12 14 16 18 20 22 24

Patient 17
Patient 5
Patient 2
Patient 3

Patient 10
Patient 18
Patient 11

Patient 4
Patient 9
Patient 8

Patient 16
Patient 12
Patient 21
Patient 19
Patient 20
Patient 13
Patient 14
Patient 15

Patient 7
Patient 6
Patient 1

Months on treatment

Fostrox dose reduction
LEN dose reduction
Fostrox dose hold due to grade ≥3 neutrophil count 
decrease and/or platelet count decrease
LEN discontinuation
Patient remaining on treatment

• Fostrox dose reduction due to AEs was 
seen in 29% (6 pts) and 5% (1 pt) 
discontinued due to AEs. 

• LEN dose reduction due to AEs was 
seen in 57% (12 pts) and 10% (2 pts) 
discontinued due to AEs. 

• LEN dose modifications in line with LEN 
monotherapy in HCC
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ESMO: Median TTP 10.9 months, indicating improved 
efficacy to what is expected with lenvatinib in 2nd line1

2020

Median time to progression (TTP) with fostrox + LEN – investigator review, RECISTv1.1

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

• Median time to progression 10.9 months 

• Median follow-up of 10.5 months

• Longest running patient still on treatment > 2 
years

• 3 patients remaining on treatment at time of 
data cut (Aug 19, 2024)

1Chon et al., ESMO 2024, Poster 986.

Fostrox + LEN (n =21)1

Median TTP, mo
95% CI

10.9
(4.1 – 18.1)
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ESMO: Encouraging tumor control with overall response 24% 
and median duration of response 7 months1

2121
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Disease control on prior therapy
Primary refractory on prior therapy​

1Chon et al., ESMO 2024, Poster 986.

Best percentage change in target lesion size related to treatment response in first line

 Overall Response 24% with 
median Duration of Response 7.0 
months

 >75% of patients experiencing 
tumor shrinkage in target lesions

 Patients benefitting from 
treatment independent of outcome 
in previous line of therapy
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Patient case from fostrox + 
Lenvatinib study
Dr Hong Jae Chon, CHA Bundag Hospital, 
Seoul, Korea

22



Case 1, M/67 – Fostrox + Lenvatinib Tx

#HCC (HBV) – S7/8 with PVTT

First-line treatment:
• Nivolumab + Regorafenib (2021.01.21- 2022.11.24) – RENOBATE study
• Achieved partial response (PR) before progressing (PD) and leaving the study

Second-line treatment:
• Fostrox + lenvatinib (2023.1.13 - 2024.7.4) – Fostrox phase 1b/2a study
• Achieved partial response (PR) before progressing (PD) and leaving after 18 months in the 

study

Third-line treatment:
• Pembrolizumab + Q702   (2024.8.12- ) – QRNT008 

#DM #HTN 

Case 1, M/67 



Case 1, M/67 – after Fostrox + Lenvatinib Tx

2022.12 2024.02

PIVKA-II = 499.0 mAU/mL AFP = 47.3 ng/mL

Case 1, M/67 
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ALT change over duration of 
treatment 

AST change over duration of 
treatment 

ALBI score change over duration of 
treatment 

Liver function was stable without change in ALBI score 
during 1.5 years of treatment1  

Case 1, M/67 
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≥ Grade 3, 
CTCAE v.5

≥ Grade 3, 
CTCAE v.5

Longitudinal platelet count, at all time points measured Longitudinal neutrophil count, at all time points measured

Platelet & neutrophil counts stable over 18 months, showing 
a cyclic pattern with recovery before Day 1 in the next cycle1
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Sorafenib vs. Lenvatinib in 
advanced hepatocellular
carcinoma after 
atezolizumab/bevacizumab
failure: A real-world study
Chon et al., Clinical and Molecular Hepatology, 
2024 Mar 12 

27



Patients were enrolled at 2 sites in Korea between August 2019 and December 
2022. Imaging assessments every 8 to 12 weeks using RECIST v1.1.

• Advanced HCC 
treated with 
Atezo/Bev in 1L

• Discontinued 
due to disease 
progression & 
received 2L 
systemic 
therapy

Lenvatinib 8 or 12 mg QD
(n=40)

Treatment until PD, 
unacceptable toxicity or 

death

Sorafenib 400 mg BiD
(n=86)

1Chon et al., Clinical and Molecular Hepatology, 2024 Mar 12.

Retrospective study with lenvatinib or sorafentib in 2nd line 
after progression on Atezo/Bev 

Data for this 
presentation will 
focus on the 
lenvatinib data
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1Chon et al., Clinical and Molecular Hepatology, 2024 Mar 12.

Data presented will focus on the unmatched 
lenvatinib cohort

Lenvatinib population with Child-Pugh A liver function in 93% 
and 73% extra hepatic disease1
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Lenvatinib response rate 7.5% and disease control rate 68% 
with RECISTv1.11

1Chon et al., Clinical and Molecular Hepatology, 2024 Mar 12.
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1Chon et al., Clinical and Molecular Hepatology, 2024 Mar 12.

Lenvatinib median PFS 3.5 months and median OS 10.3 months1
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1Chon et al., Clinical and Molecular Hepatology, 2024 Mar 12.

Lenvatinib safety profile

 Most common grade ≥ 3 adverse events: 
AST elevation, proteinuria and GI bleeding

 Most common all grade adverse events: 
proteinuria, AST elevation, 
thrombocytopenia

 AEs leading to discontinuation in 30% of 
patients

 There were no grade 5 AEs

Lenvatininb was tolerable with 35% treatment related grade ≥ 3 
Adverse Events and 30% discontinuation rate1
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Lenvatinib in 2L HCC1 – Korea Fostrox + Lenvatinib2

Median PFS/TTP 3.5 mo 10.8 mo

ORR 7.5% 24%

DCR 67.5% 81%

1Chon et al. Clinical and Molecular Hepatology 2024 Mar 12
2Chon et al., ESMO 2024, Poster 986.

Fostrox + Lenvatinib study data compared with retrospective 
lenvatinib data indicate improved efficacy for the combination



Slide

Fostrox future development 
in Liver cancer
Dr. Pia Baumann, CMO Medivir
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Key questions for the combination

35

1. Safety and Tolerability: are the two drugs  
possible to combine?

2. Efficacy: Does the combination provide 
meaningful clinical benefit?

3. Contribution of component: Indication that 
Fostrox + Lenvatinib is better than Lenvatinib 
alone?

Fostrox Lenvatinib
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Next step: randomized phase 2b with dose optimization run-in

36

Placebo + 
lenvatinib

Fostrox dose A + 
lenvatinib

Advanced HCC 
post one prior 
IO treatment

Primary Endpoint:
• ORR

Secondary 
Endpoints:
• PFS
• DoR
• DCR
• Safety
• QoL 
• OS

Fostrox dose B + 
lenvatinib

Fostrox dose A or 
B + lenvatinib

Placebo + 
lenvatinib

1:1:1

1:1



Slide

Fostrox – potential to improve second line HCC therapy
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Unique, targeted mechanism Long-term tolerabilityEncouraging efficacy

Selectively killing cancer 
cells locally in the liver

Safety profile enables long-
term benefit

10.9
months until tumor

progression
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Thank You!
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