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Investor Presentation, March 10th, 2010

Agreement with Novartis to Develop the 
TG4010 Franchise



2

Cautionary note regarding forward-looking statement s

This presentation contains forward-looking statements referring to the anticipated development and 
commercialisation of one of Transgene’s therapeutic product candidates pursuant to a recently entered into 
option agreement, as well as to future payments and other matters provided for under the agreement. 
Except for the US$10m option grant payment, all other payments to Transgene by Novartis under the 
agreement are subject to (i) the exercise by Novartis of the option to license the product, which will be 
decided upon following the release of the results from the phase IIb part of the phase IIb/III trial currently 
expected in the first quarter of 2012,  and (ii) the occurrence of certain events that are dependent on 
regulatory approvals, demonstrated product efficacy and success in broad clinical studies, and effective 
commercialisation, market demand and sales levels, none of which can be assured at this time.  Clinical 
testing and successful product development depend on a variety of factors, including the timing and 
success of future patient enrolment and the risk of unanticipated adverse patient reactions. Results from 
future studies with more data may show less favorable outcomes than prior studies, and there is no 
certainty that product candidates will ever demonstrate adequate therapeutic efficacy or achieve regulatory 
approval or broad commercial use. For further information on the technical, regulatory and competitive risks 
and uncertainties involved in the development and commercialisation of product candidates, see 
Transgene's Document de référence on file with the French Autorité des marchés financiers at 
http://www.amf-france.org and Transgene’s website at www.transgene.fr.
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DEAL TERMS - OUTLINE

A World Class Agreement with
� Novartis acquires an option to the exclusive world wide rights to the TG4010 

(MVA-MUC1-IL2) franchise
� The option agreement gives Novartis the right to develop and commercialise

TG4010 for NSCLC and other potential cancer indications
� Transgene will receive a US$10m (€7.4m) non refundable option fee
� Transgene will control and fund the initial stage of the upcoming phase IIb/III 

pivotal trial. Joint working group established to oversee development plan
� Transgene will maintain co-promotion rights in France and other European 

countries, as well as in China
� Under the terms of the agreement, Transgene is eligible to receive, after 

exercise of the option, up to €700m upon the achievement of development, 
regulatory and commercial milestones, together with royalties on global sales

� Novartis can exercise its option anytime during the 90 days following receipt of 
interim phase IIb/III clinical results for TG4010 (Q1 2012)

� Transgene retains primary manufacturing rights
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Phase IIa Phase IIb Phase III Registration Commercialization

Progressive escalating royalties on sales

Commercial supply of product to Novartis

Non-refundable
license fee

Signature March 2010,
$10m option payment

2010 Q1 2012 Registration/Commercialization

Co-promotion rights in France and 
other European markets + in China

DEAL TERMS - FINANCIALS

Development

Option is ExercisedNovartis Acquires call Option

Payment  of additional 
development milestones 

Further payments contingent on 
achievement of global  sales-
based events 

Up to €700m in 
NSCLC & other 
indications
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PLANNED TG4010 CLINICAL 
DEVELOPMENT IN NSCLC

2010
Q4

2011
Q3/Q4

• End of recruitment 
150 patients

• IDMC Safety  
Assessment

• Phase III part begins 
with further 
recruitment of patients

Study : 

Pivotal, global, controlled and seamless phase IIb/III
clinical trial of TG4010 in some 1,000 patients affected 
with advanced NSCLC

• Transgene
launches phase IIb
part of a phase III 
clinical trial

• Begins 
recruitment of 150 
patients

2012
Q1

TRANSGENE FUNDED

• Interim Analysis of 
Progression-Free Survival on 
phase IIb patients

• Novartis decides on exercise 
of its option 

• Novartis assumes control 
and funding of all ongoing & 
further development 

• Transgene is reimbursed of 
costs associated with initial 
recruitment of patients for the 
phase III trial

• Phase II launch in 2nd and 
3rd indication

NOVARTIS FUNDED

2013
Q1/Q2

• End of recruitment 

2013
Q4

• Final analysis phase III 
in NSCLC (OS)
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TG4010 PHASE IIb/III 
STUDY DESIGN

� Recruitment of some 1,000 patients with advanced NSCLC (stage IV)

� MUC 1 positive 

� Further selection criteria: Patients with normal levels of activated NK cells 
at baseline

� Pivotal, global and controlled clinical trial studying TG4010 in combination 
with standard of care (SOC) versus standard of care alone

� Phase III primary end point is overall survival (OS)

� Secondary end points are safety, time to progression (TTP), response 
rate (RR), immunomonitoring….

� First patient in: Q4 2010

� Final results expected before end of 2013



7

• Leading pharmaceutical 
group with sales of €31bn

• Oncology largest 
franchise with some 
€6.5bn in sales

• Ranks No 2 in sales of 
oncology products world-
wide

• Main products include 
Gleevec/Glivec, Zometa, 
Femara and Sandostatin

• A wealth of experience in 
late stage clinical 
development

• Access to top KOL’s and 
CRO’s

• Global marketing and 
sales

• Unique experience in 
active immunotherapeutics
development

• A leading product  
TG4010 which has 
obtained very promising 
clinical results to date

• An industry expertise in 
biomarkers that allows for 
the most relevant patient 
stratification

• A unique multi-product 
manufacturing facility

& =

A Partnership on 
TG4010 that Delivers 

Maximum Value 
• Transgene keeps control of 
next development step

• Acceleration of time to market 

• Transgene can comfortably 
finance the phase IIb part of the 
program

• Joint working group to steer 
development 

• Consistent with Transgene’s
goal to become a full bioPharma
player (co-commercialization 
and product supply)

A DEAL THAT BRINGS  
MORE THAN CASH……..
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OUR STRATEGY IS TO BECOME A 
FULL BIOPHARMA PLAYER ……

…….we will increasingly assume the late stage developm ent, registration and commercialisation of our 
products as well as their commercial manufacture. Th e deal with Novartis allows for long-term investment  
in 3 critical areas that will transform Transgene into a fully integrated bioPharma company …….

• Development of commercial bio-
manufacturing capacity to meet 
commercial co-manufacturing 
rights for TG4010

1. Production 2. Late Stage Clinical Development 3. Commercial Operations

• We gain expertise in managing 
a phase III trial 

• We benefit from our partner’s 
network of global KOL’s and 
CRO’s

• We obtain global market 
access, sales intelligence and 
know-how from Novartis

• We will develop an in-house 
marketing & sales force in 
specific territories

Our goal is to further enlarge and deepen our immun otherapy franchise …….
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WHERE WE HAVE COME FROM 
AND WHERE WE WANT TO BE…… .
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� Positive end of phase II meeting with the FDA (May 2009 ) 
í
í
í
í

� Fast Track development designation (December 2009) 
í
í
í
í

� Clinical development update:
• Preparation of SPA package ongoing
• Off line discussion with the FDA ongoing
• Preparation of EMEA Scientific Advice ongoing
• Biomarker validation studies ongoing
• CDRH discussions ongoing
• Initiation of TG4010 pivotal trial planned late 2010

………all in close collaboration with our new partner

TG4010 Clinical Development 
Update
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• Market Positioning

• MUC 1

• Previous Clinical Results

APPENDIX
FOCUS ON TG4010 (MVA-MUC1-IL2)
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Global NSCLC Incidence: ~ 1.3 M 
People

NSCLC Incidence data (ww) - 2008

223

233

67

829

US

Europe

Japan

Other

� NSCLC: the cancer with the highest incidence: >1.3 million
� Developed countries represent ~40% of global incide nce

Source : Globocan, National Cancer Institute, L.E.K. interviews & analysis

Developed 
countries 
~40% of 
global  

incidence

Developed 
countries 
~40% of 
global  

incidence

12
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TG4010: Competitive Product Positioning
by Therapeutic Intervention Points (TIPs) 
in NSCLC

� There are a number of therapeutic vaccines under de velopment

NSCLCNSCLC

Recurrence

Stage IAStage IA Stage IIStage II Stage IIIAStage IIIA Stage IIIBStage IIIB

SurgerySurgery Chemoradiation

Return to Tx pathReturn to Tx path
YesNo

TIP 1

2nd Line Treatment
(Tarceva, Alimta, Taxotere)

Platinum-based Chemotherapy + bevacizumab
(~30-40% of patients eligible for bevacizumab )SurgerySurgerySurgerySurgery

Platinum-based Adjuvant Chemotherapy + Radiation

Observation with follow-upObservation with follow-up

Recurrence Supportive/
Palliative Care

Supportive/
Palliative Care

YesNo

Observation with follow-upObservation with follow-up

TIP 3

Resectable CancerResectable Cancer Unresectable CancerUnresectable Cancer

3rd Line Treatment
(Tarceva, Taxotere)

TIP 5

TIP 2

Stage IBStage IB

SurgerySurgery

TIP 4

Stage IVStage IV

Performance Status = 0-
2

Performance Status = 0-
2

Performance Status = 3-
4

Performance Status = 3-
4

Targeted 
therapies / 

Add-on

Targeted 
therapies / 

Add-on

Therapeutic 
vaccines & 

Immunotherapy
products

Therapeutic 
vaccines & 

Immunotherapy
products

TG4010 
Transgene

bevacizumab / 
Roche

cetuximab / 
Merck

AS404 / 
Novartis

Talactoferin
Agennix

Stimuvax
MerckGaA

MAGE3          
GSK

13
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Paclitaxel/carboplatin or 
gemcitabine/cisplatin;

gefitinib (patients with 
mutated EGFR-TK)

Paclitaxel/carboplatin; pemetrexed/cisplatin
+/-bevacizumab (for eligible patients);

gefitinib (patients with mutated EGFR-TK)

Source :NCI, NCCN, Medline, SG Cowen, American Cancer Society, L.E.K. analysis

NSCLCNSCLC

Recurrence

Stage IAStage IA Stage IIStage II Stage IIIStage III

SurgerySurgery Chemoradiation

Return to Tx 
path

Return to Tx 
path

YesNo

2nd Line Treatment
(pemetrexed , docetaxel, erlotinib)

SurgerySurgerySurgerySurgery

Platinum-based Adjuvant 
Chemotherapy + Radiation

Observation with follow-upObservation with follow-up

Supportive/
Palliative Care
Supportive/

Palliative Care

Resectable 
Cancer

Resectable 
Cancer

Unresectable 
Cancer

Unresectable 
Cancer

3rd Line Treatment
depending on performance status (erlotinib)

Stage IBStage IB

SurgerySurgery

Stage IVStage IV

Performance 
Status = 0-2

Performance 
Status = 0-2

Performance 
Status = 3-4

Performance 
Status = 3-4

Non Squamous
carcinoma

Non Squamous
carcinoma

Squamous
carcinoma

Squamous
carcinoma

Pemetrexed as maintenance 
therapy ofr responder patients 

2nd Line Treatment
(pemetrexed, erlotinib)

MAGE A3
Stimuvax

ASA404

Talacto-
ferrine

ASA404
cetuximab
erlotinib

NOV-002
Talacto-
ferrine

NSCLC – Products
in Late Stage Development

Lucanix
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TG4010: A Large Range of 
Potential Indications 

High~ 30-50 000Pancreatic Cancer -
Advanced

Moderate~ 70-90 000
Colorectal Cancer �

Advanced
Stage IV

High~ 100-160 000
Breast Cancer �

Advanced

Moderate~ 50 000NSCLC IIIA unresectable

Disease burden, recent drug 
approvals

Annual incidence
(EU / US / Japan)

Selection of potential sub-
indications

Moderate

Low

High

High

Unmet Need

~ 300-350 000

~ 350-400 000

~ 100-120 000

~ 280 000

Addressable 
Population

Prostate Cancer � Early 

Stage I & II

Prostate Cancer �
Hormone Refractory

Breast Cancer � Early

Stage 0, I, II

NSCLC IIIB/IV

Source : Globocan, National Cancer Institute, Cancer Research UK, NCDB, Commission on Cancer, L.E.K. interviews & analysis 15
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Immunotherapy Product 
Features & Assessments

������
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��
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1. Targeted population: patients stage IIIB / IV
2. Efficacy: + 6 months median OS (phase IIb)
3. Targeted efficacy: > 4 months median OS (phase III)
4. Safety: good safety, rare side effects
5. Status: phase IIb completed

1. Targeted population: adjuvant for completely resected patients who have not 
received any chemotherapy

2. Efficacy: no statistical increase of DFS
3. Safety: good safety, rare side effects
4. Status: phase III (MAGRIT), 2270 patients, adjuvant therapy

1. Targeted population: stage III un-resectable patients responder or stable 
after chemo first line therapy 

2. Efficacy: efficacy not statistically demonstrated in phase IIb (IIIB)
3. Safety: good safety, rare side effects limited to mild-to-moderate flu-like 

symptoms, GI disturbances
4. Status: phase III (START), 1322 patients, end 2010, IIIA un-resectable & IIIB

� MAGE A3 and Stimuvax have to date demonstrated favor able results 
� Not directly competing with TG4010 because position ed in earlier stages 

of disease 16
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Targeted Therapies/Add-on 
Features & Assessments

��������

1. Targeted population: medium targeting, Adeno K patients
2. Efficacy: + 2 months median OS
3. Safety: medium safety, lower than TG4010 & cetuximab, some side

effects (bleeding, …)
4. Time to Market: already in the market in EU / US
5. Pricing: average price (~22K€ in EU /  42KUSD in the US)

�����
�
��������	��

1. Targeted population: all NSCLC, Skin rash patients
2. Efficacy: + 1.2 months median OS, + 6 months OS on rash population
3. Safety: good safety, similar to TG4010, marginal side effects
4. Time to Market: 2010 US, 2010 EU, favorable time to market
5. Pricing: high (~24K€ in EU / 63KUSD in the US)

���
���
��
���	��

1. Targeted population: stage IIIb/IV NSCLC patients
2. Efficacy: + 5 months in OS in phase II (NS)
3. Safety: good safety, some side effects (haematological toxicity)
4. Status: phase III start mid 2008

���������	
����


� Bevacizumab & Cetuximab have demonstrated slightly hi gher efficacy 
versus chemotherapies stand alone

� Efficacy differential offers substantial scope for improvement
17
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Products in Late Phase Development
for Advanced NSCLC (1/2)

• Product: small molecule, tumor-vascular disrupting agent 
• Indication : combination with first line/second line chemotherapy
• Status : phase III in first line: end anticipated 2010; phase III in second 
line: end anticipated in 2011
• Company : Novartis

�����
���
• Product : mAb to EGFR
• Indication : combined with first line chemotherapy
• Status : approval process ongoing
• Company : Merck

�����������
�

• Product: recombinant form of human lactoferrin, novel targeted dendritic
cell recruiter and activator
• Targeted population: 1/combination with first line chemotherapy
2/third line therapy in association with best supportive care

• Status: two phase III ongoing, first line trial: end anticipated 2013, 
maintenance trial: end anticipated 2010
• Company : Agennix AG 
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• Product : 25mer peptide from MUC1 tandem repeat in liposome 
• Indication : stage III patients with unresectable NSCLC who have 

demonstrated either stable disease or objective response after chemo, 
radiotherapy

• Status : phase III ongoing, end anticipated in 2014
• Company : Merck KGaA

NSCLC – Products in Late Stage
Development for Non-Advanced
Stages of NSCLC (2/2)

• Product : recombinant protein+ adjuvant
• Indication : stage IB, II and III patient, as adjuvant after surgery
• Status : phase III ongoing, end anticipated in 2015
• Company : GSK

�����
�

• Product : tumor cell-based therapeutic vaccine
• Indication : maintenance for responder/stable patients after first line
chemotherapy

• Status : phase III ongoing, end anticipated 2011
• Company : NovaRx Corp.
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• Market Positioning

• MUC 1

• Previous Clinical Results

APPENDIX
FOCUS ON TG4010 (MVA-MUC1-IL2)
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Estimated MUC1 
Expression in Major Cancers
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• Market Positioning

• MUC 1

• Previous Clinical Results

APPENDIX
FOCUS ON TG4010 (MVA-MUC1-IL2)
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Phase Disease / Setting Results

I All Tumors Good tolerance, signs of immunological and clinical activ ity

IIa BREAST Metastatic
Progressive Disease

Stabilizations

IIa PROSTATE PSA 
elevation only

Biological activity: increase in PSA-DT
especially with weekly administrations

IIa RENAL CELL 
CARCINOMA

Metastatic Progressive 
Disease

Stabilizations in monotherapy and in combination with
cytokines 

Good median survival (19 m)

IIa LUNG (NSCLC) Stage 
IIIb/IV

Good response rate (37%) in combination with
chemotherapy and median survival (13.7 m)

IIb LUNG (NSCLC) Stage 
IIIb/IV

Primary endpoint met (6m-PFS > 40%)
Identification of a predictive biomarker (activated  NK cells) 

Median OS= 17m (vs 11.3m) 23

TG4010 Clinical Development 
Overview
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HR: 0.88 [95%CI: 0.60-1.30]10.3 months10.7 monthsWhole study population

Median Survival HR: 0.58 [95%CI: 0.35-0.94]
Large biomarker program ongoing
aimed at defining mode of action, and
contribute to phase III design

11.3 months17.1 months
Patients with normal level of
activated NK cells at baseline*

Not statistically significant difference
(p= 0.06)

38%56%
Patients with normal level of
activated NK cells at baseline*

Not statistically significant difference 
(p=0.08)

28%42%Whole study population

Response Rate

HR: 0.58 [95%CI: 0.38-0.88] – (p=0.007)
4.7 months6.3 monthsPatients with normal level of

activated NK cells at baseline*

HR: 0.72 [95%CI: 0.51-1.03] – (p=0.08)5.2 months5.9 monthsWhole study population
Time to 
Progression

Statistically significant difference (p=0.008)28%54%
Patients with normal level of
activated NK cells at baseline*

Primary end point met35%43%Whole study populationProgression Free
Survival
at 6 months

Classical vaccination reactions.
Quality of Life not statistically different
between arms

N/A
Good (most related adverse
events are injection site 
reaction and asthenia)

Safety

CommentsControl Arm
(chemo) n=74

Experimental Arm
(TG4010 + chemo) n=74

Safety & Efficacy

09/03/2010

24

TG4010
Phase IIb Results

*Patients with normal level of activated Natural Kill Cells at baseline represent 101 
of the 138 patients evaluable for immunology analysis with respectively 48 in the 
experimental arm and 53 in the control arm



25

TG4010: Overall Survival Curve for 
Total and Normal aNK Population 
with Latest Cut-Off (Jan 10)
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 ARM1:TG4010+CHEMO
 ARM2: CHEMO ALONE

n=101
HR: 0.63 [95% CI : 0.41 - 0.97] 
Log-rank stratified, p=0.0636

med=17.1 m 95%CI: [ 9.8 - 24.9]
n=48

med=11.3 m, 95%CI [ 8.4 - 12.5]
n=53

Complete  Censored

TG4010.09: All population
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 ARM1:TG4010+CHEMO
 ARM2: CHEMO ALONE

n=148
HR: 0.88, 95%CI [0.62-1.25]
Log-rank stratified: p=0.6016

Complete  Censored

med=10.7 m, 95%CI: [ 8.4 - 18.1] 
n=74

med=10.3 m, 95%CI: [ 8.4 - 12.5] 
n=74

• Transgene’s Biomarker program enables the most relev ant patient stratification

• The levels of activated NK cells have to date prove n to be predictive in determining the   
overall survival of patients treated with TG4010

+6m
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TG4010: A UNIQUE BIOMARKER 
PROGRAM¹

� �������	�
���� 
���� �
�� ��
���� 
���� �������
� Prognostic biomarkers

– Signatures (markers or patterns of several markers) that can
be detected prior to therapy and reflect the natural evolution
of the disease

� Predictive biomarkers
� Signatures (markers or patterns of several markers), which 

correlate with clinical response to a particular therapy

¹ Transgene’s Biomarker Program is partly financed by an OSEO grant as part of the ADNA program 
(Advanced Diagnostics for New Therapeutic Approache s)
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SHAREHOLDING STRUCTURE PARTNERSHIPS PORTFOLIO

� Strong pipeline with 5 products 
in advanced clinical development 

� 3 products in phase II

� 2 products in phase I

� Number of products in preclinical
HPV Franchise

(TG4001/R3484)

55%      Institut Mérieux 
27%      Institutional Shareholders
14%      Retail

4%      Misc. and other

INNOVATIVE TECHNOLOGY PLATFORM

� Proprietary gene transfer technology

� Protected by over 200 patents in the US/EU     

� 2 families of viral vectors: Modified Vaccinia
Ankara virus (MVA) & new generation adenovirus

� GMP compliant manufacturing facility

FINANCES 

� €72.9m cash on hand (Sept 30, 09)

� Cash burn guidance around €22m 
(2009)

� Market cap: around €460m

COMPANY: KEY FACTS

� Biopharmaceutical company developing
immunotherapeutic vaccines to treat
cancer and chronic infectious diseases

� Employs 240 people

� Quoted on NYSE Euronext Paris (TNG)

NSCLC & Other 
Solid Tumors 

(TG4010)
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Contacts

� Philippe Archinard, CEO

� Philippe Poncet, CFO

� Elisabetta Castelli, Director IR


