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DISCLAIMER
IMPORTANT: You must read the following before continuing. The following applies to this document, the oral presentation of the information
in this document by Oncopeptides AB (the “Company”) or any person on behalf of the Company, and any question-and-answer session that
follows the oral presentation (collectively, the “Information”).
The Company has filed a New Drug Application with the US FDA seeking approval for melphalan flufenamide in combination with
dexamethasone for the treatment of adult patients with multiple myeloma whose disease is refractory to at least one proteasome inhibitor,
one immunomodulatory agent, and one anti-CD-38 monoclonal antibody. The safety and efficacy have not been established. It has not been
approved for use by any regulatory agency.
Melflufen is an abbreviated form of the international non-proprietary name (INN) melphalan flufenamide
The Information contains forward-looking statements. All statements other than statements of historical fact included in the Information are
forward-looking statements. Forward-looking statements give the Company’s current expectations and projections relating to its financial
condition, results of operations, plans, objectives, future performance and business. These statements may include, without limitation, any
statements preceded by, followed by or including words such as “target,” “believe,” “expect,” “aim,” “intend,” “may,” “anticipate,” “estimate,”
“plan,” “project,” “will,” “can have,” “likely,” “should,” “would,” “could” and other words and terms of similar meaning or the negative thereof.
Such forward-looking statements involve known and unknown risks, uncertainties and other important factors beyond the Company’s control
that could cause the Company’s actual results, performance or achievements to be materially different from the expected results, performance
or achievements expressed or implied by such forward-looking statements. Such forward-looking statements are based on numerous
assumptions regarding the Company’s present and future business strategies and the environment in which it will operate in the future.
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 therein. The Information has not been independently verified and
will not be updated. The Information, including but not limited to forward-looking statements, applies only as of the date of this document
and is not intended to give any assurances as to future results. The Company expressly disclaims any obligation or undertaking to disseminate
any updates or revisions to the Information, including any financial data or forward-looking statements, and will not publicly release any
revisions it may make to the Information that may result from any change in the Company’s expectations, any change in events, conditions or
circumstances on which these forward-looking statements are based, or other events or circumstances arising after the date of this document.
Market data used in the Information not attributed to a specific source are estimates of the Company and have not been independently
verified.
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Introduction
Marty J Duvall
Chief Executive Officer, CEO

3

A SUCCESSFUL ASH MEETING FOR MELFLUFEN AND ONCOPEPTIDES
WE PRESENTED A BROAD RANGE OF DATA
Seven clinical presentations
• Oral presentation from the phase 2 ANCHOR study
•

Updated from the abstract book

• Six poster presentations from the pivotal HORIZON study including:
•
•
•
•
•
•

Patients with prior alkylator therapy
Elderly patients (75 years and older)
High-risk cytogenetics patients
Extra Medullary Disease patients
Health-related QoL analysis
AEs and hospitalization

Four pre-clinical presentations
• Pre-clinical support for activity of melflufen in multi-resistant multiple myeloma models
•
•
•

Effect of ABCB1 multidrug resistance protein
Efficacy of melfufen in bortezomib-resistant myeloma models
Efficacy in samples from patients with high-risk MM including plasma cell leukemia

• Pre-clinical support for activity of melflufen with regard to bone pain
•
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Inhibition of RANKL Osteoclastogenesis

ANCHOR data at ASH
Klaas Bakker
Chief Medical Officer, CMO
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ANCHOR STUDY
STATUS AND STUDY DESIGN
• Data cut for data presented at ASH was done October 19, 2020

• The bortezomib arm include 13 patients and recruitment continues
• The daratumumab arm is fully recruited and include 33 patients
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MELFLUFEN PLUS DEXAMETHASONE WITH DARATUMUMAB
OVERALL RESPONSE (N=33)

Best Confirmed Response,
Patients, n
Subgroup

>CR VGPR

Patients, %

PR

MR

SD

PD

NA

ORR

CBR

Melflufen
30 mg (n=6)

0

4

1

0

0

0

1a

83

83

Melflufen
40 mg (n=27)

2

6

11

1

2

1

4b

70

74

Total (N=33)

2

aOne
bFour

10

12

1

2

1

5

73

• ORR in patients was similar for
both cohorts
–

30 mg: 83%

–

40 mg: 70%

–

30 + 40 mg: 73%

76

patient had an unconfirmed PD in 30-mg dose cohort.
patients had unconfirmed responses in the 40-mg dose cohort: 2 PD, 1 SD, and 1 PR.

Data cutoff date: 19 October 2020.
CBR, clinical benefit rate; CR, complete response; MR, minor response; NA, not assessed; NR, not reached; ORR, overall response rate;
PD, progressive disease; PR, partial response; SD, stable disease; VGPR, very good PR.
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MELFLUFEN PLUS DEXAMETHASONE WITH DARATUMUMAB
SWIMMER PLOT AND PROGRESSION FREE SURVIVAL (N=33)
N=33
Events, n (%)

23 (70)

Median, mo

12.9

95% CI

7.7-15.4

• Median DOR was 12.6 months (95% CI, 7.6-24.2), with 5 of
33 patients still ongoing at the time of data cutoff (2 patients
on melflufen 30 mg and 3 patients on melflufen 40 mg)
• At a median follow-up of 18.9 months, median PFS was 12.9
months (95% CI, 7.7-15.4)
Data cutoff date: 19 October 2020.
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• The OS data were immature at the median follow-up
of 18.4 months

CR, complete response; DOR, duration of response; MR, minor response; OS, overall survival;
PFS, progression-free survival; PR, partial response; sCR, stringent CR; SD, stable disease;
VGPR, very good PR.

MELFLUFEN PLUS DEXAMETHASONE WITH BORTEZOMIB
PATIENTS AND EFFICACY OUTCOMES (N=13)
Best Confirmed Response,
Patients, n

Patients, %

• Median treatment duration was 8.7 months (range,
1.4-29.0)
• At a median follow-up time of 12.0 months, PFS
data were not yet mature

>CR

VGPR

PR

MR

SD

PD

NA

ORR

CBR

Melflufen 30
mg (n=6)

0

1

2

0

2

0

1a

50

50

Melflufen
40 mg (n=7)

1

3

1

0

1

0

1b

71

71

Total (N=13)

1

4

3

0

3

0

2

62

62

Subgroup

aOne
bOne

patient had an unconfirmed MR in the 30-mg dose cohort.
patient had an unconfirmed SD in the 40-mg dose cohort.

Data cutoff date: 19 October 2020.
CBR, clinical benefit rate; CR, complete response; MR, minor response; NA, not assessed;
ORR, overall response rate; PD, progressive disease; PFS, progression-free survival; PR, partial response;
SD, stable disease; VGPR, very good PR.
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MELFLUFEN COMPARES WELL TO OTHER COMBINATION DATA IN
RRMM
ANCHOR
Melflufen + Dara
ORR: 73%
mPFS: 12.9m
mOS: NR

ANCHOR
Melflufen + Vel
ORR: 62%
mPFS: NR
mOS: NR

Refractory Status
CASTOR
Dara + Vel
ORR: 85 %
mPFS: 16.7 m
mOS: NR
CANDOR
Dara + Kar
ORR: 84 %
mPFS: NR
mOS: NR

OPTIMISMM
Vel + Pom
ORR: 82 %
mPFS: 11.2m
mOS: NR

ELOQUENT-3
Elo + Pom
ORR: 53%
mPFS: 10.3m
mOS: NR
APOLLO
Dara + Pom
ORR: 69%
mPFS: 12.4m
mOS: NR

Phase 1b/2
Kar + Pom
ORR: 50%
mPFS: 7.2m
mOS: NR

ICARIA-MM
Isa + Pom
ORR: 60%
mPFS: 11.5m
mOS: NR

HORIZON Data at ASH
Jakob Lindberg
Chief Scientific Officer, CSO
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MULTIPLE FACETS OF HORIZON DATA SET PRESENTED
Elderly Patients

High-Risk Cytogenetics Patients
(Poster: 3237)

Quality of Life Measurements
(Poster: 3477)

AEs and Hospitalization
(Poster: 2564)
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(Poster: 2293)

HORIZON DATA
SET
N=157

Alkylator Exposed and Refractory
Patients (Poster: 2321)

Extra Medullary Disease Patients
(Poster: 3214)

PATIENT ALKYLATOR REFRACTORY STATUS IS COMPLEX
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ALKYLATOR REFRACTORY DATA
HIGHLIGHTS DIFFERENTIATED MODE OF ACTION
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ALKYLATOR REFRACTORY DATA
HIGHLIGHTS DIFFERENTIATED MODE OF ACTION
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PLENTY OF UPDATES WITH NO SURPRISES
• ASH 2020 rich on updates regarding multiple myeloma
• Main areas of interest:

• Daratumumab continues to impress, including subcutaneous formulation
• Selinexor continues to provide updates. Non-hematological toxicities continue to be a challenge
• Belantamab showed several studies including long-term follow-up from DREAMM-2. Keratopathy
continues to be a challenge

• Anti-BCMA Car-Ts continue to show good results but with practical challenges. JnJ platform seemingly
resulting in less cytokine release syndrome symptoms that could potentially allow for out-patient
utilization
• Bispecific anti-CD3/anti-BCMA continues to show promise. Strong data-set from Pfizer not present at ASH
since they presented the data in investor meetings during Autumn
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NEWS FLOW
VALUE DRIVERS AND MAJOR MILESTONES
Q3 2020

Q4 2020

Q1 2021

Q2 2021

H2 2021 / H1 2022

First patient in PORT
study

Expanded Access
Program (US) opened

First patient in
LIGHTHOUSE

EU-submission
conditional approval

Potential conditional
approval in EU

First patient in
Amyloidosis study

Intent to file for EU
conditional approval

First patient in OPD5

Top-line results
OCEAN

Final results ANCHOR

FDA Feedback
PDUFA date

Loan agreement with
EIB for € 40 M

Results from PORT

EHA data update

Results
BRIDGE

OCEAN patient
enrollment completed

IND filing OPD5

Potential accelerated
approval in US

Last patient in
ANCHOR

Last patient in
LIGHTHOUSE

ASH abstract including
ANCHOR data

Commercial launch in
the US

Last patient in
BRIDGE

Potential sNDA
submission OCEAN

Virtual CMD
ANCHOR presentation
at ASH

HORIZON publication
Journal Clin Onc
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Extension of EU
indication on OCEAN

Q/A
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