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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 has not been, 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 business, financial

condition and results of operations. 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 realised. 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, technology changes and new

products in the Company’s potential market and industry, the ability to develop new products and enhance existing products, 

the impact of competition, changes in general economy and industry conditions and legislative, regulatory and political factors.

While we always intend to express our best judgment when we make statements about what we believe will occur in the future, 

and although we base these statements on assumptions that we believe to be reasonable when made, these forward-looking 

statements are not a guarantee of our performance, and you should not place undue reliance on such statements. Forward-

looking statements are subject to many risks, uncertainties and other variable circumstances. Such risks and uncertainties may 

cause the statements to be inaccurate and readers are cautioned not to place undue reliance on such statements. Many of 

these risks are outside of our control and could cause our actual results to differ materially from those we thought would occur. 

The forward-looking statements included in this presentation are made only as of the date hereof. We do 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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Major events since the beginning of 2017

Clinical trial authorization application (CTA) submitted for Medigene's 

first clinical trial with T cell receptor (TCR)-modified T cells, MDG1011

€20.7 m raised through placement of new shares at institutional 

investors in the US and Europe and capital increase through 

contribution in kind to settle third milestone payment for Trianta 

acquisition

Automated high throughput screening (HTS) platform for the

identification of T cell receptors and its application to identify

neoantigens presented at scientific conferences

Preclinical data presented on Medigene’s first clinical TCR candidate for 

MDG1011 at AACR Annual Meeting, USA

“Cancer Research” paper published on a method to enhance adoptive T 

cell therapies through co-stimulation

Expanded Supervisory Board and new Scientific Advisory Board
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bluebird bio collaboration progressing as

planned

Progress with bluebird bio is advancing according to plan

Collaboration is designed to identify up to four T cell receptors 

against target antigens selected by bluebird bio as clinical 

development candidates

Active experimental exchange ongoing with designated scientific 

teams of both companies in antigen and TCR selection processes

Initial revenues for R&D work generated

Currently working on non-clinical characterization of multiple TCR 

sequences for bluebird
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Presentations on  HTS platform and

neoantigens at scientific conferences

CRI-CIMT-EATI-AACR Conference in Mainz, Germany, two posters: 

First poster reported of a semi-automated method for the isolation and initial 

characterization of neoantigen-specific T cell receptors (TCRs)

Second poster described Medigene’s PRAME-specific TCR for adoptive T cell 

immunotherapy of cancer

Immuno-Oncology Summit in Boston, USA, presentation:

Approaches for improving selection of neoantigens for use in immunotherapy of 

cancer

Automated in vitro testing could reveal better neoantigens that activate more 

effective killer T cell responses

CAR-TCR Summit in Boston, USA, presentation: 

Demonstration of Medigene’s automated high throughput screening (HTS) platform 

for identifying T cell receptors (TCRs)
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Progress of immunotherapy pipeline

PROJECT INDICATION 

(TARGET)

PRECLINICAL PHASE I PHASE II

DC vaccine                  Acute myeloid leukemia (WT-1 / PRAME)

TCR clinical trial 1       AML, MDS*, MM** (PRAME)

TCR clinical trial 2       Undisclosed

TCR-IIT ***                     Multiple myeloma (MAGE-A1)

TABs                            T cell leukemias  + new applications

* Myelodysplastic syndromes

** Multiple myeloma 

*** Investigator-initiated trial (IIT) of a publicly funded collaboration between MDC, Charité and Medigene.

Additional IITs utilizing Medigene’s DC vaccine technology are ongoing at 

LMU Munich (Phase I/II in AML)  and Oslo University Hospital (Phase II in prostate cancer)

CTA submitted

Start H2 2018e

CTA submitted
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Planned phase I/II trial with TCR 

immunotherapy MDG1011

Medigene expects to run one of the first German clinical trials of T cell 

receptor (TCR)-modified T cells

Three blood cancer indications are included: acute myeloid leukemia (AML), 

myelodysplastic syndrome (MDS) and multiple myeloma (MM)

CTA submitted on July 10 to the German authority  – the Paul-Ehrlich-Institute 

(PEI)

GMP-compliant manufacturing license: ongoing

Final study design will be made available after CTA approval by PEI

Medigene expects to start this trial by year end 2017
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MDG1011 Phase I/II study
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Target: 

PRAME (Preferentially Expressed 

Antigen in Melanoma) 

PRAME is a well characterized 

tumor antigen overexpressed in 

multiple hematological and solid 

tumor indications

MDG1011:

T cells expressing a HLA-A2:01 

restricted T-cell receptor (TCR) 

specific for PRAME

Has demonstrated favorable 

preclinical safety and efficacy

Clinical trial outline, pending regulatory discussion and approval:

Planned is a combined Phase I/II safety and feasibility

Disease indications are acute myeloid leukemia (AML), 

myelodysplastic syndrome (MDS), multiple myeloma (MM); all in advanced stages

Phase I part: dose escalation, testing up to 4 dose cohorts in a 3+3 design

Phase II part: will expand the dose cohort from Phase I and include a prospective 

control group of HLA-02:01 negative subjects



DC trial in AML: Phase II part ongoing

Trial design:

Phase I/II: open-label, prospective, non-randomized trial

20 AML patients: 6 phase I + 14 phase II, complete remission after 

chemotherapy, not eligible for allo-transplantation

Patients selected with AML expressing the vaccine antigens: 

WT-1 with or without PRAME

Continuous vaccination for 2 years or until progression/ death

Primary objectives: feasibility and safety

Secondary objectives: overall survival (OS), progression free survival 

(PFS), control of minimal residual disease (MRD), time to progression 

(TTP), induction of immune responses

Medigene expects to complete recruitment for this study soon in 2017

Final read-out of clinical data expected in 2019

10



11



Issuance of new shares to complete Trianta/ 

Medigene Immunotherapies GmbH acquisition

CTA submission on 10 July triggered third and final milestone payment of 

€2m for Trianta/Medigene Immunotherapies GmbH acquisition (total 

purchase price € 9.7m)

Payment to former contributing shareholders of Trianta

Medigene issued 182,335 new shares on 7 September 2017 from authorized 

capital (approx. 0.8% of the share capital) to settle this payment

The number of these new shares was calculated on the basis of the volume-

weighted average price (VWAP) of Medigene shares in the 30-day period 

prior to and the 30-day period from 10 July 2017. The calculated VWAP was 

EUR 10.97

The subscribers of the new shares agreed to a lockup period of 14 months
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Financial overview for the first 9 months of 2017
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Revenues in line with last 

year, despite one-time 

effect from EndoTAG® sale 

in 2016

Confirmation of financial 

guidance 2017

Increase in R&D expenses 

due to progress in clinical 

programs$15 m +39%

+43%

Increase in EBITDA loss 

as planned due to one-time 

effect EndoTAG® sale in 2016 

and increased R&D expenses 


€ 7.2m

€ -10.1m

€ 3.4m
Growing revenues from 

immunotherapies 

(bluebird bio)

Cash & cash equivalents

after successful capital raise

in May 2017
€ 55.4 m
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First revenues from core business immunotherapies

Revenue of €3.4 m from bluebird bio (9m 2016: €0)

Total revenue reflecting immunotherapies and non-core business: 

Last year’s sale of EndoTAG® (€2.4 m)

Decreased Veregen® revenues (-20%)

2.4

2.5

2.0

2.2

1.8

3.4

9M-2016 9M-2017

Total revenue 
Immunotherapies revenue

Veregen® revenue

Other operating income

Gain on sale EndoTAG®
7.1

in m €

7.2



4.4 4.5

3.3
1.8

9M-2016 9M-2017

SG&A costs
G&A costs

Selling costs

Increase in R&D expenses by 39% due to 

progress in clinical programs

Preparation of clinical TCR study, 

establishment of GMP-compliant 

manufacturing process at CMO, achieving 

general clinical readiness for MDG1011 

study

Completion of expansion of TCR 

discovery platform
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in m €

7.7

6.3

in m €

Lower selling costs for Veregen

8.0

11.0

9M-2016 9M-2017

R&D expenses



Intensified R&D activities led to increased 

EBITDA loss
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Differences EBITDA to previous period

Lower revenues from non-core business 

Partially compensated by bluebird revenues

Increase of operating costs (mainly in R&D)

Difference net result to previous period

Mainly due to sale of financial assets in 

2016 (net gain €4.2 m) 

-9.1
-10.1

9M-2016 9M-2017

EBITDA

in m €

-5.7

-10.7

9M-2016 9M-2017

Net result of the period
in m €



2016 9M 2017 GUIDANCE 2017

Total revenue € 9.7m € 7.2m € 8-10m

R&D expenses € 11.5m € 11.0m € 16-18m

EBITDA loss € 12.3m € 10.1m € 16-18m

Cash usage € 16.6m € 23-27m

Financial guidance for 2017 confirmed
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Cash & cash equivalents as of September 30, 2017: €55.4 m

Sufficient financial resources beyond the forecast horizon of two years and to the 

time points that data from DC trial and TCR trials become available



Next steps
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MDG1011, Medigene’s first TCR trial:

Clinical trial authorization

Study start

TCR IIT, Berlin:

Clinical trial authorization

Study start

DC trial in AML, Oslo: 

Completion of enrollment

Final read-out in 2019

Progress in bluebird collaboration
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