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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”). In accessing the Information, you agree to be
bound by the following terms and conditions.
The Information is confidential and may not be reproduced, redistributed, published or passed on to any other person, directly or indirectly, in whole or in part, for any purpose. This document may
not be removed from the premises. If this document has been received in error it must be returned immediately to the Company.
The Information is not intended for potential investors and does not constitute or form part of, and should not be construed as an offer or the solicitation of an offer to subscribe for or purchase
securities of the Company, and nothing contained therein shall form the basis of or be relied on in connection with any contract or commitment whatsoever. This document and its contents may not
be viewed by persons within the United States or “U.S. Persons” (as defined in Regulation S under the Securities Act of 1933, as amended (the “Securities Act”) unless they are qualified institutional
buyers “QIBs” as defined in Rule 144A under the Securities Act. By accessing the Information, you represent that you are (i): a non-U.S. person that is outside the United States or (ii) a QIB. This
document and its contents may not be viewed by persons within the United Kingdom unless they are persons with professional experience in matters relating to investments falling within Article
19(5) of the Financial Services and Markets Act 2000 (Financial Promotion) Order 2005 as amended (the “Order”), or high net worth entities falling within Article 49(2)(a) to (d) of the Order (each a
“Relevant Person”). By accessing the Information, you represent that you are: (i) outside the United Kingdom or (ii) a Relevant Person.
The Information has been prepared by the Company, and no other party accepts any responsibility whatsoever, or makes any representation or warranty, express or implied, for the contents of the
Information, including its accuracy, completeness or verification or for any other statement made or purported to be made in connection with the Company and nothing in this document or at this
presentation shall be relied upon as a promise or representation in this respect, whether as to the past or the future.
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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Oncopeptides at a glance
•

•

•

•

•

Develops targeted cancer treatments
̶

Proprietary peptidase-enhanced compounds
̶

Lead compound Melflufen a peptide conjugated alkylator

Initial focus on Multiple Myeloma
̶

Significant market opportunity in orphan indication
̶

Melflufen Phase 2 showed the best MM survival data to date

Phase 3 expected to be fully enrolled in Q1 2020
̶

Approximately 450 patients at 140 sites
̶

Three additional supporting trials ongoing, additional Phase 3 to be started 2019

Listed on NASDAQ Stockholm, strong financial position
̶

Market cap: ~$700 M
̶

Cash position Dec. 31, 2018: $40 M, raised an additional $55 M in January

New indications and NCEs in development
̶

Clinical trials expected to start in 2019
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Data to date provides high conviction for success in
pivotal trial OCEAN

N=450
Lenalidomide-refractory
multiple myeloma
patients

Randomisation

Melflufen +
dexamethasone

Pomalidomide +
dexamethason

Primary
endpoint:
PFS
Secondary
endpoint:
ORR, OS

RRMM data from pomalidomide FDA label and O-12-M1 study
Treatment

ORR

CBR

Median PFS

Median DOR

Median OS

Melflufen +
Dexamethasone

31%

49%

5.7 months

8.8 months

20.7 months

Pomalidomide +
Dexamethasone

24%

NR

3.6 months

7.0 months

12.4 months
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Pomalidomide shares resistance mechanism with lenalidomide
No assumption has been made in OCEAN power calculation about this factor

Dimopoulos research supporting an IMiD free period
Start of treatment
with pomalidomide
-20 months

-10 months

+10 months

Treatment 1 Treatment 2 Treatment 3
If lenalidomide
in treatment

If lenalidomide in treatment

If lenalidomide in treatment

+20 months

Median Overall Survival
10 months
15 months
20 months

Source: Pomalidomide with Low Dose Dexamethasone Is Effective Irrespective of Primary or Secondary Resistance to Lenalidomide but the IMiD-Free Interval Is Important
(Dimopoulos et. al. ASH poster 2016).

50% reduction in
efficacy if patient
recently failed on
lenalidomide suggests significant
resistance overlap
between
lenalidomide and
pomalidomide
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OCEAN recruitment update – new timelines
• Last patient in (LPI) estimated for Q1 2020 (6-9 months delay) – complete study going from
roughly 24 months (first to last patient) to roughly 30 months
• The growing use of pomalidomide as a 2nd line treatment option is a strong positive for the
value of OCEAN but at the same time a patient recruitment challenge
• Roughly 50% more hospitals have and still are being been added to the study
• High degree of variability between recruitment months with the added complexity of a
growing number of hospitals meant it took time to create a new forecast
• Process and time-line from last patient in to top-line results:
FPI
June 2017
Patient recruitment

LPI
Q1 2020

Top-line results
communicated

PFS event accrual –
need 339 out of 450

Quality control of
database

1-3 months

Time depends on quality
of data-base when
unblinded to us
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Overview of our clinical development program in multiple myeloma
New timelines as of 24th of April
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Upcoming discussion with the FDA with regard to HORIZON data
before summer
• HORIZON is a study in myeloma patients with no or limited treatment options

• Potential for accelerated approval path in the USA – but not certain

• ODAC meeting regarding selinexor (a competitor) on February 26th confirmed the target
population and efficacy hurdle in late-stage myeloma (i.e. triple-class refractory myeloma
patients)

• FDA meeting has been scheduled before the summer regarding the HORIZON data and will
guide Oncopeptides for the possibility to apply for accelerated approval
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Approved

Competitive landscape in multiple myeloma
Less competition than what meets the eye

In development

IMiDs

Thalidomide

Lenalidomide

Pomnalidomide

Cellmods

PIs

Bortezomib

Carfilzomib

Ixazomib

New ones?

Anti-CD38

Daratumumab

Sub-cut. dara

Isatuximab

Anti-BCL2

Venetoclax

Anti-BCMA

bb2121(7)

GSK916

AMG420

Nuclear Pore inh.

Selinexor

Check-point inh.

Nivolumab

Legend/J&J CAR-T

Pembrolizumab
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Upcoming newsflow – highly exciting year ahead of us

Data from
ANCHOR and
HORIZON at
AACR
Updated data
from ANCHOR
and HORIZON at
EHA
FDA meeting on
HORIZON
O-12-M1
publication
H1 2019

FPI Amyloidosis
Trial
FPI LIGHTHOUSE
LPI HORIZON

LPI OCEAN

LPI BRIDGE
Updated Data
from HORIZON,
ANCHOR and
BRIDGE at ASH
H2 2019

LPI ANCHOR
Top-line results
OCEAN
H1 2020

18

In Summary
• Last-patient-in in OCEAN delayed by 6-9 months compared to plan
– Main reason being that pomalidomide is used in earlier lines of therapy which is positive in terms of
the value of OCEAN but a challenge for patient recruitment

• All other studies on plan or above plan in terms of patient recruitment

• Recent developments in the competetive landscape strongly postitive for melflufen
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