Promoting Early Drug Development in Spain

Challenges and Advantages
for the Cooperative Groups

Mafalda Oliveira, M.D.
Vall d’"Hebron University Hospital and SOLTI

Valencia, October 2015 \)
SOLTI




souT™

How can Cooperative Groups improve
Early Drug Development?




@)
How can Cooperative Groups improve SOLT!

Early Drug Development?

Generating
Knowledge

Fostering
partnerships
I




Q)
How can Cooperative Groups improve SOLT!

Early Drug Development?

Translational
Research

Continuous

Medical Education Generating

Knowledge

partnerships




Q)
How can Cooperative Groups improve SOLT!

Early Drug Development?

Continuous . Translational
Medical Education Generating Research
Knowledge

Fostering .
Patient outreach partnerships ol i s
Pharma
X /
-




Excellence in

souT™

Clinical Trials

SOLTIis an Academic research organization founded in
1995, focused on breast cancer clinical research

J

J
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Internationally recognized investigators generating innovative clinical
trial designs - Neoadjuvant model / Biosamples acquisition and analysis

Network of leading hospitals in Spain, Portugal, France, and Italy with
high recruitment capacity

Dedicated Headquarters Office that supports all activities, including
clinical operations

Pharmaceutical partner in clinical development and life cycle
management of anticancer agents for breast cancer
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Excellence in

Clinical Trials SOLTI,S miSSion

) To conduct cutting-edge clinical research, in particular with novel
therapeutics and incorporating translational science, aimed at
reducing the morbidity and mortality of breast cancer

\J To foster collaboration in international networks

) To promote excellence in breast cancer care among our members

Executive Board

General Assembly

Scientific Committee
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sseare Focus on proof of concept and translational research

Currently participating in 30 clinical trials, most of them international,

focused in neoadjuvant setting

Q Sponsored by SOLTI: 9

Q In collaboration with pharmaceutical sponsors: 11
Q In collaboration with other academic groups: 10
O Focus on proof of concept, translational studies

O New study proposals under discussion: 10

Additionally, leading AGATA the first Molecular Screening

Program in Spain
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Programa SOLTI de cribado genomico




Q)
AGANA mission o

Provide a molecular screening program to breast
cancer patients inside SOLTI network that contributes
to our knowledge about breast cancer tumor biology
and facilitates the access of these patients to clinical

trial with target therapy tailoring their treatment

( personalized medicine)
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A/ SsTUDY DESIGN

W Target accrual= 260 patients stage IlIB-1V any line of treatment
W) 8 participating sites
W 3 central laboratories

Informed consent for target-
directed trial

Informed consent

Advnsory board evaIuates
results and identifies potential ~ Oncologist decides inclusion in trial or

targeted therapies therapy based on recommendation
received

Patient wth stage lllb-  co|lection of tumor tissue

IV MBC (archival or fresh biopsy)
(n= 260)

TGS: Amplicon-seq (MiSeq Illumina and
lon-Torrent™ ),and Sequenom genotyping
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AGATA SAMPLE ANALYSIS soLT

MOLECULAR PATHOLOGY LAB

| H&E QC I
CANCER GENOMICS LAB

IHC/IF

Sequenom NGS
genotyping s - o =

Sequenom: 288 Amplicon-seq: 3000
mutations in 24 mutations en 57
oncogenes enes
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Oncopanel SOLTI

ABL1 /FGFRT\ KIT PIK3R1
AKT1 [ FGFR2 \ KRAS PIK3RS
AKT2 FGFR3 | MAG PTEN
AKT3 FGFR4 MAP2K1 RB1
APC MET RET
BRAF GATA1 MLH1 RUNX1
CDH1 GNA11 MPL SMADA4
CDKN2A GNAQ MSH6 | SMARCB1
CSF1R GNAS MYC SRC
CTNNB1 GSK3B NF2 STK11
EGER HRAS NOTCH1 TP53
IDH1 NOTCH4 VHL
IDH2 NRAS
ESR1 JAK1 PDGERA
FBXW?7 JAK3 CPIK3CA )
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Fostering SOLTI network SOLTI

Top hospitals with high recruitment capacity

partnerships

CATALUNYA: 12

H.Clinic de BCN

H. de Sant Pau

CANTABRIA: 1 ::'g'sv:":r Hebron
adalona

H. U. Marqués de Valdecilla ICO L'Hospitalet

ICO Girona

Instituto O. Corachan

H. Mutua deTerrassa

H. Arnau Vilanova - Lleida

H. Sant Pau i Santa Tecla -Tarragona

gl g
H.U. de Salamanca .\ H.C.U Lozano Blesa R

ASTURIAS: 1
H.G. de Asturias

T GALICIA:1
C.H.Santiago de Compostela

PORTUGAL . i T
Hospital CUF MADRID: 7 H. C. U. de Valencia P
Descobertas MD Anderson H. G. U. de Valencia
Hospital Da Luz C.1. O. Clara Campal :’% % o
\ , IPO Coimbra TR Al ISLAS BALEARES: 2
GRANCANARIA: 4 ” IPO Francisco Gentil ;RSEMA'P;RAA: e H.U. Ramén y Cajal H.U. Dr. Peset : g's°l'_"| !E;pases
H. U.Dr. Negrin, Las Palmas IPO Porto . H. San ro Alcantara H.U.C .San Carlos H. Marina Salud de Denia . Son Llatzer
H.U. Puerta de Hierro H. Arnau de Vilanova - Valenci

MURCIA: 2
H. Morales Meseguer
H. U. Virgen de la Arrixaca

ANDALUCIA: 8
C.H Jaén

H. U. Reina Sofia
H.S.A.S. Jerez
H. U. Virgen del Rocio Plemonte

H. U. Virgen de la Macarena s Emilia Romagria
H.U. Virgen de la Victoria

H. Costa del Sol
Clin.Sagrado Corazon USP Sevilla Toscana

Hospital CHU Jean Minjoz, Besangon, Marchi
Francia L Umbria

ITALIA: 1

UADELOUPE

Molise

Sardegna
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Fostering SOLTI network SOLTI

Top hospitals with high recruitment capacity

partnerships

CATALUNYA: 12

H.Clinic de BCN
H. de Sant Pau
ASTURIAS: 1 ’
H.G. de Asturias CANTABRIA: 1 :':: g.B ‘;ZI; I‘:) |1l-;ebron
S i £ H. U. Marqués de Valdecilla ICO L Hospitalet
GALICIA: 1 ICO Girona

C.H.Santiago de Compostela Instituto O. Corachan

H. Mutua deTerrassa

H. Arnau Vilanova - Lleida
= H. Sant Pau i Santa Tecla -Tarragona
H. U. Sant Joan de Reus
Instituto O. Dr. Rosell

PORTUGAL
Hospital CU

Descobertay
Hospital Da
] IPO Coimbrd

GRAN CANARIA: 1 )
H. U.Dr. Negrin, Las Palmas IPO Francisc
IPO Porto

ISLAS BALEARES: 2
H. U.Son Espases
H. Son Llatzer

Vilanova - Valencia

H.S.A.S. Jerez
H. U. Virgen del Rocio Plemonte
H. U. Virgen de la Macarena i Emilia Romagna
H.U. Virgen de la Victoria g
e H. Costa del Sol
. = Clin.Sagrado Corazon USP Sevilla e

Hospital CHU Jean Minjoz, Besangon, L i March

| FRANCIA: 1

Francia Umbria

GUADELOUPE
Molise

N\ Campania
MARTINIQUE |\ W 1 ERONE. 7 :

REUNION




Fostering

partnerships

Eisai

GSK
MSD
Novartis
Onyx
Pfizer
Puma
Roche

Sysmex
Teva

“Genentech

Sanofi Aventis

. SOLTI
Collaborations around the world
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THANK YOU




