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LE DItEp (Drug Development Department)
CONTINUES TO WORK APACE

DITEP completed 2015 with a continuously increased activity. A total of 905 patients were participating 
in precision medicine or early trials (Figure 1). The number of new patients treated in phase 1 trials 
rose to 443. These figures have been increasing continuously since 2010, as can be seen in Figure 2.

This growth trend will now stabilise in 
accord with our General Direction’s re-
cent communications with DITEP.

Precision medicine trials comprise 
the other area of growth for DITEP. 
More than 400 patients were included 
in these in 2015 through continuing 
recruitment to the MOSCATO trial 
(MOlecular SCreening for Cancer 
Treatment Optimization) in collabora-
tion with the Indre et Loire ward of the 
Radiotherapy Department; and through 
the opening in 2015 of the MATCH-R 
trial which will be described in a future 
issue of this newsletter.

It should also be noted that the scale 
of immunotherapy trials has been dra-
matically extended with more than 
200 patients receiving treatment with 
very promising results. This trend will 
clearly accelerate with the initiation 
of second generation trials assessing 
combinations of immunotherapeutic 
agents directed against several im-
mune checkpoints and other targets: 
PD1, PDL1, OX40, IDO, CD40, etc.



Dr christophe MassarDpr Jean-charles sorIa

LE DItEp IS RENEWING
ITSELF

LE DItEp CONTINUES ITS 
TRANSFORMATION

Nelly Hainault joined DITEP in July 2015 as 
Coordinator of Scientific Affairs (“Chief Scien-
tific Officer”). The department established this 
new position to organise the planning of publi-
cation of early trials.

An engineer by training, she 
worked in the area of monito-
ring of science in the media with 
LexisNexis consultants. She 
was also responsible for scienti-
fic communication at L’Oréal for 
a period of almost 3 years before 
joining Gustave Roussy. nelly HaInaULt 

Guylène cHartIEr 

Guylène Chartier joined DITEP in January 2016. 
She has taken up the position of Head of the 
Clinical Operations for Early Trials (SOP2), re-
placing Dr. Nadia Amellal. We pay tribute here 
to the enormous contribution and tireless com-
mitment of the latter to the development of cli-
nical research at Gustave Roussy.

Guylène Chartier’s arrival will enable SOP2 
to maintain its industrial profile as a priority, 
so as to ensure the quality of its operational 
procedures in that sphere. Guylène has almost 
17 years of experience in clinical research. At 
an academic level this included work at the 
Montpellier Comprehensive Cancer Centre and 
University Hospital Centre, Saint Louis Hospi-
tal, GELARC (Adult Lymphoma Study Group, 
Clinical Research) and at the Ascopharm Cli-
nical Research Organisation. In 
the pharma sector she worked 
for Hoechst, Marion Roussel, 
Servier, LFB and, more recently, 
GSK France. The expertise she 
gained as one of the clinical re-
search leader at GSK will be in-
valuable at DITEP. 

The Drug Development Department works 
symbiotically and synergistically with the 150 
“Early Trials” Committee. This committee 
brings together all the medical specialties at 
the Institute which are key for the conduct and 
leadership of phase I/II trials.

The 150 Committee was established in 2007 
and is now chaired by Dr. Christophe Massard. 
This change has resulted, in particular, in a 
thorough renewal of the Committee’s weekly 
meeting. It has become more didactic and more 
structured, thus drawing contributions from va-
rious specialties.

Finally, the DITEP ISO 9001 certification pro-
cess is continuing in close collaboration 
with the Quality Control Division, which has 
assigned Pierre Augustin Noyelle (Quality 
Control Pharmacist) to the task. Within DITEP, 
Yasmine Sebbar, who is responsible for Quality 
Control, is directing this certification with the 
help of an external consultant. This rigorous 
process is currently enabling DITEP to review 
all of its operational procedures in detail.



ditep has been prominent in various areas of 
current research during the last six months. 
it contributed to specialised congresses 
in haematology (ash - american society for 
haematology) and phase i (tat – targeted anti-
cancer therapy). it has been involved in cross-
disciplinary and multidisciplinary work 
presented at the aacr (american association 
for cancer research) meeting.

oncoGEnEsIs anD sIGnaLLInG
At the ASH Congress (5-8 December 2015, 
Orlando), the importance of targeting certain 
pathways involved in oncogenesis was confir-
med. A first trial looking at a specific mu-
tation in multiple myeloma using the BRAF 
inhibitor vemurafenib was presented as a 
poster (see abstract). An extension phase 
trial studied the combination of ruxolitinib 
and panobinostat in myelofibrosis (see abs-
tract). Two posters were devoted to the PPM 
cc-122. These examined a new dosing regi-
men in diffuse large B-cell lymphoma (see 
abstract) and examined its immunomodula-
tory potential (see abstract). In the field of 
solid-organ tumours, at a plenary session 
of the TAT (21-23 March 2016, Washington), 
Dr. Massard reported promising results 
with the dual inhibitor of the FGFR/VEGFR 
pathways, oDM-203. The first-in-human trial 
with the Notch inhibitor, LY3039478, was re-
ported as a poster presentation at the AACR 
meeting (16-20 April 2016, Orlando).

epigenetics
Novel inhibitors in the field of epigene-
tics, currently being studied in several 
phase I trials, are yielding encouraging 
results in haematological and solid tu-
mours. These include: IDH1 and IDH2 inhi-
bitors, aG120 (see abstract; see poster) and 
aG-221 (see abstract; see presentation) pre-
sented at the ASH Congress; results with the 
EZH2 inhibitor, tazemetostat (see abstract; 
see presentation) and the phase II trial with 

abexinostat, an HDAC inhibitor (see abstract), 
presented by Dr. ribrag at the ASH Congress. 
professor soria’s oral presentation at TAT 
completed the results with tazemetostat in 
solid tumours (see abstract 07.3).

IMMUnotHErapY
New findings with the anti-PD1 agent, 
pembrolizumab, were reported at the ASH 
Congress. This had been evaluated in a cohort 
of patients with classical Hodgkin’s lympho-
ma who had received extensive pre-treatment 
(see abstract), and in a cohort of prima-
ry mediastinal large B-cell lymphoma pa-
tients (see abstract). A retrospective study by 
Dr. postel-Vinay was the subject of a poster 
at the TAT. This examined predictive factors 
for efficacy of immunotherapies in patients 
treated in phase I trials by PD-1/PD-L1 inhi-
bitors (see abstract P1.2).

pHasE I: DEVELopMEnt
At the TAT congress devoted to phase I trials, 
Dr. Hollebecque’s team presented data 
on the role of molecular triage in metasta-
tic biliary tract cancer in the context of the 
Moscato trial. Patients had biopsies taken 
and were then oriented to early trials accor-
ding to the molecular profile of their tumours 
(see abstract O11.5). A prospective study led 
by Dr. postel-Vinay was the subject of a pos-
ter presentation. This emphasised the im-
portance of taking account of the tolerability 
of adverse effects reported by patients when 
developing new anti-cancer agents (see abs-
tract P4.6). 

Dr Vincent rIBraG nelly HaInaULt 

tarGEtED tHErapIEs, EpIGEnEtIcs
anD IMMUnotHErapY IN EARLY TRIALS

CONGRESSES



publications

19  articles on early trials conducted by DItEp (including a case report and an ancillary study) 
published in international journals (including one article “in press”)

33 % of the publications have an Impact Factor above 10 
4 publications have an impact factor above 30

rEVIEW oF pUBLIcatIons IN 2015

nEW PUBLICATIONS

new publications by DItEp doctors on phase i trials and personalised medicine programmes 
during the first quarter of 2016.
Tacher V, Le Deley MC, Hollebecque a, Deschamps F, Vielh P, Hakime A, Ileana E, Abedi-Ardekani 
B, Charpy C, Massard c, Rosellini S, Gajda D, Celebic A, Ferte C, Ngo-Camus M, Gouissem S, 
Koubi-Pick V, Andre F, Vassal G, Deandreis D, Lacroix L, soria Jc, De Baere T. Factors associated 
with success of image-guided tumour biopsies: Results from a prospective molecular triage study 
(MOSCATO-01). Eur J Cancer. 2016;59:79-89. [Epub ahead of print]. see the article.
Awada A, Campone M, Varga a, Aftimos P, Frenel J-S, Bahleda r, Gombos A, Bourbouloux E, 
soria Jc. An open-label, dose-escalation study to evaluate the safety and pharmacokinetics of 
CEP-9722 (a PARP-1 and PARP-2 inhibitor) in combination with gemcitabine and cisplatin in 
patients with advanced solid tumors. Anti-Cancer Drugs. 2016;27(4):342-8. see the article.
McDermott DF, Sosman JA, Sznol M, Massard c, Gordon MS, Hamid O, Powderly JD, Infante JR, 
Fassò M, Wang YV, Zou W, Hegde PS, Fine GD, Powles T. Atezolizumab, an Anti–Programmed 
Death-Ligand 1 Antibody, in Metastatic Renal Cell Carcinoma: Long-Term Safety, Clinical 
Activity, and Immune Correlates From a Phase Ia Study. J Clin Oncol. 2016;34(8):833-42. 
see the article.
Jovelet C, Ileana E, Le Deley M-C, Motte N, Rosellini S, Romero A, Lefebvre C, Pedrero M, Pata-
Merci N, Droin N, Deloger M, Massard c, Hollebecque a, Ferte C, Boichard A, postel-Vinay s, 
Ngo-Camus M, De Baere T, Vielh P, Scoazec J-Y, Vassal G, Eggermont AM, Andre F, soria Jc, 
Lacroix L. Circulating cell-free tumor DNA (cfDNA) analysis of 50-genes by next-generation 
sequencing (NGS) in the prospective MOSCATO trial. Clin Cancer Res. 2016. [Epub ahead of print]. 
see the article.
Karlovich CA, Goldman J, Sun J-M, Mann E, Sequist LV, Konopa K, Wen W, Angenendt P, Horn L, 
Spigel DR, soria Jc, Solomon B, Camidge DR, Gadgeel SM, Paweletz CP, Wu L, Chien S, O’Donnell 
P, Matheny S, Despain D, Rolfe L, Raponi M, Allen AR, Park K, Wakelee HA. Assessment of EGFR 
mutation status in matched plasma and tumor tissue of NSCLC patients from a phase 1 study of 
rociletinib (CO-1686). Clin Cancer Res. 2016. [Epub ahead of print]. see the article.
Bahleda r, Baker J, Massard C, Gadgeel SM, Rogers JE, Izzedine H, Deutsch E, Garris JL, Khan 
A, Boelle E, Assadourian S, soria Jc, Ajani JA. Phase I Dose-Escalation and Pharmacokinetic 
Study of Intravenous Aflibercept in Combination with Docetaxel, Cisplatin, and 5-Fluorouracil in 
Patients with Advanced Solid Malignancies. Oncology.2016;90(1):10-20. see the article.

Distribution of 2015 publications 
according to Impact factor (IF)Number of publications:

growth 2010-2015



prospects
For some years precision medicine has been 
in the forefront of therapeutic developments in 
advanced breast cancer, with Gustave  Roussy 
being a leader in this area both nationally and 
internationally. Immunotherapy is also emer-
ging rapidly although it is less “revolutionary” 
here than in some other indications. The trans-
lational aspects of these two priorities are em-
phasised. The need for progress in treatment 
of advanced breast cancer remains a great one. 
Above all, it concerns women with triple nega-
tive cancer, where the prognosis is very poor 
and where the last 15 years have not seen any 
significant advances; but this also applies in 
other breast cancer patients, in particular with 
luminal subtypes.
The breast committee is developing ever stron-
ger links with DITEP, in order to obtain grea-
ter access for its patients to novel agents and 
management strategies; to continue and to im-
prove current precision medicine programmes; 
and to strengthen international partnerships 
with pharma companies.

currently 
Close collaboration between the Breast Di-
sease Committee and DITEP offers access to 
potentially promising novel therapies for pa-
tients with breast cancer.

focus

pHasE I trIaLs DEVOTED TO BREAST CANCER



interactions

Dr andréa Varga
DItEp Breast correspondent

Immunotherapy is prominent in DItEp’s pipe-
line with at least 7 trials having a dedicated 
breast cancer cohort. the emphasis is on 
triple negative breast cancer with extension 
cohorts open for inclusion. among these trials 
we can cite those evaluating pDr001: (Huma-
nised antibody blocking the interaction between 
PD1 and the PD-L1 and PD-L2 ligands) which 
does not necessitate PDL1 pre-screening, with 
eligibility criteria that are generally accessible; 
the combination of the inhibitor OX40 + atezo-
lizumab which does require initial pre-scree-
ning using archived tumour; and, in a recent-
ly started trial, the inhibitor OX40 used either 
alone or combined with pembrolizumab.
The other trials of immunotherapy with a co-
hort dedicated to triple negative breast cancer 
have now completed recruitment and are in the 
process of collection and analysis of data.

A good example of the close collaboration 
between these two committees is the basket 
trial of atezolizumab as monotherapy in HR+ 
breast cancer. This combined scientific effort 
has the support of the Breast Disease Com-
mittee and screening results from Safir 2 to-
gether with the collaboration of Fabrice André 
with the sponsor. It is currently open for inclu-
sions and comprises a cohort of patients with 
BRCA mutations and another cohort with a high 
mutation load (> 100 mutations on testing of a 
MOSCATO biopsy, funded by the Odyssea pro-
gramme).

Another aspect of immunological therapy 
is represented by vaccine trials such as the 
MatrIVacsEIn study, which is being offered 
to patients with localised HER2 negative breast 
cancer who have received standard initial treat-

ment and are at high risk of relapse. This is a 
collaborative study with the Pasteur Institute. A 
second such study, tnBc MErIt, will soon be 
available for patients with triple negative cancer 
with a rationale based on immunization with 
liposomal RNA, targeting either common an-
tigens associated with tumours or personalised 
antigens: identification of specific mutations 
within the tumour by NGS (next generation se-
quencing) and production of targeted liposomal 
RNA on request. 

future studies
These include the clinical study with MCLA128, 
a bi-specific antibody targeting HER2 and HER3 
receptors, in a population of patients with me-
tastatic HER2 positive breast cancer; and the 
D3610C00001 study combining fulvestrant with 
AZD5363 (AKT inhibitor) in hormone-sensitive 
patients with an AKT1 mutation or loss of PTEN. 
The CPCA062X2101 trial is awaited for triple 
negative cancer. This will involve administration 
of PCA062, a human monoclonal anti-P-cadhe-
rin protein antibody and DM1, a cytotoxic agent 
which is a maytansine derivative.



The substitution of threonine (T) by methionine 
(M) at position 790 in exon 20 of the EGFR gene 
(T790M) is the commonest cause (50-60 %) of 
acquired resistance to 1st (erlotinib, gefitinib) 
and 2nd (afatinib) generation EGFR inhibitors.

The arrival on the market of 3rd generation in-
hibitors (highly specific for T790M) represents 
a major advance. Two agents are prominent in 
this new generation: osimertinib (Tagrisso®, 
approved by the FDA in 2015 and by the EMA in 
2016) and rociletinib (used in 2 phase I DITEP 
studies since first being administered in man in 
2014). These two agents are very well tolerated 
by EGFR-T790M+ patients (ORR ≥ 60 % and PFS 
of 8-13 months; 2 phase I studies published in 
the same issue of the NEJM in April 2015). The 
development of osimertinib is the fastest known 
in the history of oncology so far (2 years and 8 
months between its first administration in man 
and its first approval).

Other promising agents are involved in cur-
rent studies (ASP8273, EGF816, BI1482694, 
AZD3759, etc.).

The next stage depends on development of 4th 
generation inhibitors to tackle mechanisms of 
resistance to the 3rd generation including the 
C797S mutation, and on testing of patient plas-
ma for EGFR mutations (ctDNA) currently un-
der way at Gustave Roussy.

focus

spEcIFIc MUtatED tKI EGFr AND t790M

Figure 1
Distribution of mutations resulting in resistance to EGFR inhibitors (Oxnard et al., Clin Cancer 
Research 2011)

Dr anas GaZZaH Dr David pLancHarD



EGFR mutations are amongst the most fre-
quently identified molecular abnormalities in 
non-small cell lung cancer and have led to a 
molecular classification system for these can-
cers. The use of first generation EGFR tyrosine 
kinase inhibitors (erlotinib and gefitinib) results 
in a progression free survival period of about 10 
months. In 60 % of cases of secondary resis-
tance, resistant mutations can be identified in 
biopsies taken at the time of progression (such 
as the T790 mutation) (1). Recent technologi-
cal developments have facilitated identification 
of these mutations in circulating tumour DNA. 
This represents a major advance which means 
that patients might avoid the necessity for inva-
sive biopsies (2).

We are reporting here the case of a female pa-
tient aged 56 years, seen for adenocarcinoma 
of lung with bone metastases diagnosed in De-
cember 2013. She had a mutation in exon 19 of 
the EGFR gene. She was pre-treated with cis-
platin/pemetrexed and then gefitinib for 7 mon-
ths. Because of progression, she commenced 
erlotinib treatment and had a rapid but short-li-
ved response. As tumour progression was in 
bone, it was difficult to obtain a tissue biopsy. 

It was, therefore, very useful to be able to have 
recourse to a “liquid biopsy” in the context of 
a genomic research project on circulating tu-
mour DNA. These tests demonstrated the pre-
sence of T790M (allele frequency 15 %), strongly 
indicating the use of targeted therapy with osi-
mertinib, a third generation anti-EGFR T790M 
inhibitor (3). There was a very rapid and marked 
improvement, currently continuing at 4 months, 
and tolerance has been very good (figures 1 and 
2). 

Thus, genomic analysis on liquid specimens, in 
addition to the initial molecular profile, facili-
tates monitoring of the clonal development of 
the cancer on targeted therapy. This testing is 
non-invasive and does identify mutations but 
it has poor sensitivity. When there is an activa-
ting oncogenic mutation, analysis of circulating 
tumour DNA can help direct targeted therapy. 
This may be useful in a variety of histological 
tumour types.

Linda Mahjoubi, Christophe Massard, 
Jordi Remon-Massip, Jean-Charles Soria, 

Benjamin Besse

CIRCULATING TUMOUR aDn (ctDNA)

case report

Figure 1. PET-CT before osimertinib treatment (left side) and after 
2 months of treatment (right)

1. Yu HA, Arcila ME, Rekhtman N, Sima CS, Zakowski MF, Pao W, et al. Analysis of Tumor Specimens at the Time of Acquired Resistance to 
EGFR-TKI Therapy in 155 Patients with EGFR-Mutant Lung Cancers. Clin Cancer Res. 2013 Apr 15;19(8):2240–7. 
2. Francis G, Stein S. Circulating Cell-Free Tumour DNA in the Management of Cancer. Int J Mol Sci. 2015 Jun 19;16(6):14122–42. 
3. Cross DAE, Ashton SE, Ghiorghiu S, Eberlein C, Nebhan CA, Spitzler PJ, et al. AZD9291, an Irreversible EGFR TKI, Overcomes T790M-
Mediated Resistance to EGFR Inhibitors in Lung Cancer. Cancer Discov. 2014 Sep 1;4(9):1046–61.

Figure 2. Changes in the allelic frequency of the T790M mutation 
(green) over time, on osimertinib
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Immunotherapeutic agents, in particular an-
ti-PD-1 and anti-PD-L1 mAbs are currently 
revolutionising the treatment of some cancers. 
Their application in current practice is beco-
ming a reality at a time when they are obtaining 
authorisation for their use in a number of indi-
cations. However, they expose patients to types 
of complications which are new in oncology: 
adverse immunological effects. At the moment 
oncologists are not very familiar with these ef-
fects, requiring specific management which 
differs from that of toxic effects seen with che-
motherapy or targeted therapy.

In order to consolidate its experience in this 
field, Gustave Roussy established a programme 
of management of toxic effects which was pre-
sented on 6th April at Gustave Roussy to an au-
dience of about a hundred, representing the va-
rious care teams concerned.

This programme of management of im-
mune-related toxicity has 4 aspects: a network 
of consultant specialists, care management 
guidelines, a specific pharmacovigilance re-
gistry and a dedicated multidisciplinary com-
mittee. 
The Immunotox referral network (Immu-
no-Toxicity) covers 12 organ specialties and 
brings together specialists who are well-known 
for their expertise in drug and auto-immune 
toxicities. This network will organise the ma-
nagement care for patients with adverse im-
mune effects and increase the experience of 
the consultant specialists.
The introduction of this network has led to the 
production of specific management guidelines 
for diagnosis and treatment of immunothe-
rapy-linked adverse effects. The objective is 
clear: to harmonise our practice in the mana-
gement of toxic effects, so as to assess it better 
and thus optimise it.
To facilitate the use of the guidelines, they will 
be incorporated in the Gustave  roussy mo-
bile phone application. Thus, with a few clicks 
it will be possible to access almost a hundred 
files covering not only how to proceed in the 
face of a symptom or laboratory abnormality, 
but especially the basic components needed for 
treatment of the various autoimmune disorders 
which have been described so far. The applica-
tion will help identify the referral specialist for 
the suspected toxicity and how he/she may be 
contacted easily. There will also be access to 
key information on ongoing clinical or biologi-
cal studies to which patients may be directed.

Another essential component of the programme 
of management of immune-related toxicity 
is the establishment of a specific registry: 
rEIsaMIc. this registry of severe adverse 
Effects of Immunomodulating Monoclonal an-
tibodies in oncology is a national multicentre 
registry, whose aim is to collect immunological 
and/or severe adverse effects (AE) prospectively 
and pro-actively using a specific internet por-

www.gustaveroussy.fr

Mercredi 6 avril 2016 -  18h30

Espace Maurice Tubiana (EMT)
39 rue camille desmoulins

94805 villejuif cedex

Inscriptions gratuites mais obligatoires 
auprès de Mme Hélène DE-GRAMONT 
Helene.DE-GRAMONT@gustaveroussy.fr

L’immunothérapie à Gustave Roussy 
aurélien MaraBelle

Le réseau des référents toxicité
aurélien MaraBelle

Recommandations institutionnelles pour la gestion 
des toxicités aux immunothérapies et l’application 
Stéphane chaMPiaT

Le registre de Pharmacovigilance REISAMIC 
Salim laGhOUaTi et  anne-laure vOiSiN

La RCP ImmunoTox 
Olivier laMBOTTe 

L’analyse translationnelle PREMICE 
Nathalie chaPUT

échange autour d’un buffet

L’immunothérapie à Gustave Roussy
PRéSENTATION Du PROGRAMME 

DE GESTION DES TOxICITéS 

IMMUnotHErapY

Poster for the meeting on 6th April
Immunotherapy at Gustave Roussy
Presentation of the Programme for Management of Toxicity



tal or mobile phone application in patients 
treated with immunotherapeutic agents. 
In order to facilitate notification by the 
clinicians, the Immunotherapy section of 
the  Gustave  Roussy mobile application 
will lead simply to the notification site, 
www.reisamic.fr, or to the Gustave  Roussy 
REISAMIC pharmacovigilance team. The 
objective of this registry is to reinforce 
monitoring for identified or potential risks 
and to characterise adverse effects better 
under real conditions of use and over the long 
term (frequency, nature, etc.). It will be able to 
serve as a database for ancillary studies.
Finally, confronted with new toxic and so-
metimes complex effects, a dedicated mul-
tidisciplinary consultative committee, the 
Immunotox rcp, has been established. This 
will meet on the first Wednesday of each mon-
th. It will bring together the toxicity referral 
specialists and the REISAMIC pharmacovigi-
lance team to help treating physicians facing 
toxic effects which may be unusual, recurrent 
or occurring against a specific background. 
Thanks to an internet conference facility, this 
committee will also be open to physicians 
from outside the Institute who might wish to 
discuss a case. A form to request an opinion 
from the ImmunoTox RCP may be submitted 
on line via www.reisamic.fr. This committee’s 
meetings also offer the opportunity to use up-
to-date knowledge for regular review of a toxic 
effect, and for the optimisation of guidelines.

For FUrtHEr InForMatIon: 

the Immunotox consultant specialists 
and guidelines for management of 
immunotherapy-linked toxic effects: 
Section “Immunotherapy” in the Gustave Roussy 
mobile phone application

rEIsaMIc pharmacovigilance registry:
www.reisamic.fr
to access the internet platform:
Contact Anne-Laure Voisin 
anne-laure.voisin@gustaveroussy.fr
Tel : 01 42 11 39 39

Immunotox rcp:
Meets on the first Wednesday of every mon-
th in the DITEP staff meeting room (4th floor, 
room 808 A).
RCP form to request an opinion:
www.reisamic.fr

plus d’info sur le site : 
h t t p : / / f o r m a t i o n . g u s t a v e r o u s s y . f r

La réunion où les c l in ic iens et les scient i f iques viennent échanger
sur l ’ immunologie des tumeurs et les immunothérapies.

I m m u k n o w l e d g e y

Q u i ? 
Tous les chercheurs 

et  cl iniciens de Gustave Roussy

Q u a n d ? 
Le dernier vendredi  du mois 

de 12h à 13h

o ù ? 
Salle J-L Amiel 

au +7 (ascenseur GK)
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REGISTRE DES EFFETS
INDÉSIRABLES SÉVÈRES 
DES ANTICORPS
MONOCLONAUX
IMMUNOMODULATEURS 
EN CANCÉROLOGIE
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Coordonnateur 
Dr Aurélien Marabelle, Directeur Clinique, 
Programme d’Immunothérapie, Département 
Innovation Thérapeutique et Essais Précoces (DITEP), 
Gustave Roussy
Tél : 01 42 11 32 84
aurelien.marabelle@gustaveroussy.fr

Équipes partenaires
DITEP, Gustave Roussy
Dr Eric Angevin
Tél : 01 42 11 50 35
eric.angevin@gustaveroussy.fr
Dr Stéphane Champiat
stéphane.champiat@gustaveroussy.fr

Service de Médecine Interne Immunologie Clinique, 
CHU Bicêtre
Pr Olivier Lambotte
Tél : 01 45 21 27 83
Olivier.lambotte@bct.aphp.fr

Unité Fonctionnelle de Pharmacovigilance, Direction 
de la Recherche Clinique, Gustave Roussy
Drs Salim Laghouati, Audrey Lallart & Anne-Laure 
Voisin
Tél : 01 42 11 61 00
phv@gustaveroussy.fr
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Drs Caroline Robert & Christina Mateus
Tél : 01 42 11 42 53
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Emilie Lanoy
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Mathieu Texier
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Pour enregistrer un cas dans le registre 
REISAMIC, comment se connecter ?
Pour accéder à la plateforme web du registre REISAMIC, 
iI faut disposer d’un identifiant et d’un mot de passe. 
Ceux-ci vous seront fournis par l’Unité Fonctionnelle de 
Pharmacovigilance de Gustave Roussy.

Une fois muni de vos identifiants de connexion, il vous 
suffit de taper « reisamic.fr » dans la barre de recherche 
Google.

Contacts pour l’obtention des identifiants
Anne-Laure Voisin
Tél : 01 42 11 39 39
anne-laure.voisin@gustaveroussy.fr
Geoffray Cengizalp
Tél : 01 42 11 68 10
geoffray.cengizalp@gustaveroussy.fr

Pour en savoir plus
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des patients traités par immunothérapie
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2015 UnIcancEr prIZE For InnoVatIon:
DITEP HONOURED 

news

On 2nd November 2015 at the Toulouse Palais des Congrès, the “prize for organisation and research 
professionals” was received by Sandrine Lancereau, Operational Project Manager (SOP2-DITEP), 
for the project “Scheduler at Gustave Roussy: an innovative profession in the organisation of patient 
cares in Early Clinical Trials”.

DItEp 2016 ROUND
TABLE - SAVE THE DATE !

de L’INNOVATION

2e édition 

To register:

Drug Development Department
DITEP www.gustaveroussy.fr

DITEP  2016

Paris Marriott Rive Gauche Hotel

17 Boulevard Saint-Jacques, 
75014 Paris - de 9h à 18h

Vendredi

09
déc

innovations & enjeux 
du développement thérapeutique 

précoce en cancérologie

Le département d’Innovation Thérapeutique et des Essais Précoces (dITEP)
de Gustave Roussy organise une journée table ronde–débat réunissant des représentants

de l’ensemble des acteurs des phases précoces de la recherche clinique en oncologie.

DItEp anD cancEr 
caMpUs AT THE HEART OF 
THE “POST-TAT EVENT”

DITEP and Cancer Campus again co-organised 
the Post-TAT (Targeted Anti-Cancer Therapy) 
event on 14th April 2016 on the Gustave Roussy 
campus at Villejuif. This special session, which 
is increasingly drawing biotech companies and 
other contributors to advances, reviewed the-
rapeutic developments in oncology currently 
undergoing early clinical trials throughout the 
world, which were presented at the TAT 2016 
meeting (21-23 March, Washington).

Before an audience of more than 140 people, the 
DITEP MDs presented the essential information 
on the various types of therapy undergoing deve-
lopment. If you were unable to attend this event, 
you can find the proceedings recorded on the 
Gustave roussy training website.

Chairman :  Dr Jean-pierre armand, Oncologist, 
Phase I/II expert

Introduction :  pr Jean-charles soria, 
Head of DITEP

Discover more on the cancer campus.



IMp protocoL sponsor tarGEt

aBBV-399 M14-237 Abbvie Anti-MET mAb-drug (MMAE) 
conjugate 

aBBV-085 M15-394 Abbvie Anti-LRRC15 mAb-drug 
(MMAE) conjugate

aG120 AG120-C-002 Tumeurs solides Agios IDH1 inhibitor

aG120 AG120-C-001 Hemato Agios IDH1 inhibitor

aG221 AG221 - C - 001  Agios IDH2 inhibitor

aG-881 AG-881-C-001 Agios IDH1 / IDH2 inhibitor

aMG 228 AMG 228 -20140131 Amgen Agonistic anti-GITR mAb 

aMG 232 AMG232 FIH_CSET 2013-2094 Amgen MDM2 inhibitor

aplidine + Velcade APL-A-012-013 Pharmamar VEGF-VEGFR inhibitor

arGX-110 ARGX-110 -1201 Argen-X IgG1 defucosylised anti-CD70 
mAb

aZD6738 D5330C00004 AstraZeneca ATR inhibitor

BaY 1125976 BAY AKT 16647 Bayer AKT1 inhibitor

BGJ 398 CBGJ398X2101 Novartis FGF-R 1, 2, 3 inhibitor

BIBW2992
Docetaxel + cisplatine GORTEC 2013-01 TAPIS Gortec Irreversible EGFR and HER2 

inhibitor

BLU-285 BLU-285-1101 Blueprint KIT inhibitor

BYL719 CBYL719Z2102 Novartis PI3K inhibitor

cc-122 CC-122-ST-001
CC-122-NHL-001 Celgene Pleiotropic Pathway Modifier 

(PPM

cc-122
cc-223 CC122 DLBCL Celgene Pleiotropic Pathway Modifier 

(PPM

cc-292 mTOR & BTK inhibitor

crizotinib Acsé Unicancer RTK (ALK et MET) inhibitor

E7046 E7046-G000-101 Esai Prostaglandin E2 receptor 4 
(EP4) antagonist

GDc-0032 GO00886 (PMT4979g) Genentech PI3K inhibitor

GDc-0575 GP28153 Genentech CHK1 inhibitor

GsK2879552 200858 SCL LSD1 GSK LSD1 inhibitor

GsK3174998 201212 GSK Agonistic IgG1 anti-OX40 mAb

Inc280 + EGF816 CINC280X2105C Novartis MET + EGFR, T790M inhibitors

IpH2201 IPH2201-203 Innate Pharma Anti-NKG2A mAb

JnJ-42756493 42756493EDI1001 J&J PanFGFR: 1, 2, 3, 4 inhibitor

LEE011 + Inc424 + pIM447 CPIM447X2104C Novartis JAK 1&2 + CDK 4/6 inhibitors

LtX 315 C12-315-03 Lytix Biopharma Immunostimulating lytic pep-
tide

LY3009120 I6X-MC-JBDA Lilly PanRAF inhibitor

LY3039478 I6F-MC-JJCA Lilly NOTCH inhibitor

portfolio of trials



LY3127804 + ramucirumab I7W-MC-JQBA Lilly IgG4 anti-Ang2 mAb + IgG1 
anti-VEGFR2 mAb

MaG-tn3 + as15 Matrivaccin Pasteur MAG-Tn3 active immunization

MEDI4736
(durvalumab) MedI 4736-1108 MedImmune IgG1 anti PD-L1 mAb

MK-3475
(pembrolizumab) MK-3475-013 MSD IgG4 anti PD-1 mAb

MLn0128 + MnL2480
+ alisertib C28002 Takeda Pan Raf/mTOR/Aurora A Kinase 

inhibitor

MoXr0916 + MpDL3280a
(atezolizumab) GO 29674 Genentech Agonist IgG1 anti-OX40 mAb + 

IgG1 anti PDL1 mAb 

MpDL3280a
(atezolizumab) PCD4989g Genentech IgG1 anti-PDL1 mAb

MpDL3280a
(atezolizumab)

+ Erlotinib
WP29158 Roche IgG1 anti-PDL1 mAb + EGFR 

inhibitor

MpDL3280a
(atezolizumab)
+ ro5509554

BP29428 Roche IgG1 anti-PDL1 mAb + IgG1 
anti-CSF1R mAb

nBtXr3 NBTXR3-103 Nanobiotix Nanoparticles + radiotherapy

necitumumab + abemaciclib I4X-MC-JFCU Lilly EGFR alpha-CDK4/6 inhibitor

necitumumab + pembrolizu-
mab I4X-MC-JFCQ Lilly IgG1 anti-EGFR mAb + IgG4 

anti-PD1 mAb

nivolumab CA 209-358 BMS IgG4 anti-PD1 mAb

oDM 204 DUALIDES Orion Androgen Receptor/CYP17A1 
inhibitor

orY-1001 CL01-ORY-1001 Oryzon Genomics LSD1 inhibitor

otX015 OTX015_108 MSD BET inhibitor

panitumumab + Dabrafenib + 
trametinib MEK116833 GSK IgG2 anti-EGFR mAb + BRAF & 

MEK/ERK inhibitor

pDr001 CPDR001X2101 Novartis IgG4 anti-PD1 mAb

s55746 CL1-55746-001 Servier BCL2 inhibitor

sar408701 TED 13751 Sanofi Anti-CEA-CAM5 mAb-drug 
(DM4) conjugate

sar428926 TED 14147 Sanofi Anti-LAMP1 mAb-drug (DM4) 
conjugate

tas 114 + s1 TAS 114 Taiho dUTPase inhibitor + S1

tas 120 TAS-120-101 Taiho FGFR inhibitor

Urelumab + nivolumab CA186-107 BMS Agonistic IgG4 anti-CD137 mAb 
+ IgG4 anti-PD1 mAb 


