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SCIENTIFIC HYPOTHESIS ‘
The idea IMPLEMENTATION

RESEARCH PARTNERS FEASIBILITY AND IMPACT FEASIBILITY :
AND ON CLINICAL PRACTICE ADMINISTRATIVE ISSUES
CONSORTIUM AND FUTURE RESEARCH REGULATORY ISSUES
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“You, the PI

“*Your Scientific Partners
“»The Network

“*The «Statistician»

“*Your Local Support Team

STEP 2: Key People
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It ain’t so easy being a PI.

Grant
Deadlire

www.VADLO.com
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The person

Academic achievements
Creativity, scholarship

Demonstrated passion/commitment,
or genuina, new-found interest in
explaring a career path

Ability to express oneself
Depth

* Consult colleagues. Don't be afraid to discuss
vour proposal with colleagues, or even with
the grants officer at the funding body, Early
discussions can ensure that your proposal s

tatpeted appropriately,
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*
The idea

RESEARCH PARTNERS FEASIBILITY AND IMPACT FEASIBILITY :
AND ON CLINICAL PRACTICE ADMINISTRATIVE ISSUES

The Partner Consortium

IMPLEMENTATION

CONSORTIUM AND FUTURE RESEARCH REGULATORY ISSUES
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Submission Phase Implementation

Phase

e Strong consortium to solve
unexpected problems

e Scientific Project
Development

e Choice of Partners

F\\/ 4+ Administrative &

critical Regulatory Feasibility in

4 * Internal organisation

e Pl to designate core facilities,

regular FU meetings and inputs
all Countries

e Administrative /Regulatory
support to foreign partners in EC
and local authorities submissions

e Dedicated Core
Facilities easy in

@l theend,
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1. Partner # 1: Project Coordinator Alessandra Gennari, Genova, IT
2. Partner # 2: Dino Amadori, Meldola, FC, IT

3. Partner # 3: Javier Cortes, Barcelona, E

pean academic multicentre projects:
The ET-FES program p g TRANSCANJTC 2011 . efs. 4@ =
A Masecer F S X

. Wirstioin R, Piis A", Alberini L', Merko DF, Degentard T,
. Campar V. Ca 5%, Camporese 07, Gennar A"

4. Partner # 4: Nadia Harbeck, Munich, DE

5. Partner # 5: Etienne Brain, St Cloud, FR
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DIREZIONE GENERALE DELLA RICERCA E DELL’'INNOVAZIONE IN SANITA’

BANDO DELLA RICERCA FINALIZZATA

Deadline October 31, 2019

Project Presentation

€

OVERALL SUMMARY

HYPHOTHESIS AND SPECIFIC
AIMS

METHODOLOGIES AND
STATISTICAL ANALYSIS

SIGNIFICANCE AND INNOVATION

SINERGY OF RESEARCH TEAM

BIBLIOGRAPHY

DELIVERIES AND MILESTONES

FACILITIES

RILEVANCE SSN
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Building a Network
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The importance of STATISTICIAN in your research paper writing. _

Title Ly A ! 28 \

Abstract (or Research Plan Summary) | \ Yo s |
Research Proposal: ( X V -.\. ~
Research Question v

Background

Study Design and Methods — \ ‘

References

e Bt

Ican prove it or disprove it, what do you want me to do?



-
T
T 1

UNIVERSITA DEL PIEMONTE ORI:I:E:JTALE B efo re Siq rti n g 000000

“ALWAYS read carefully the call for proposal in its entirety, before you begin writing
 Follow instructions!!!!
“*Keep it simple to understand

Do not do or add anything they do not ask!!!
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The Title

Title
Abstract (or Research Plan Summary)

Research Proposal:
Research Question
Background
Study Design and Methods

References

» Title: Lhiseis the Hrst impressigmthe reader
gersd The fitle should be short and clear, and
the reviewer should beable to understand
trom the totle the intentions of the research, A
catchi fitle posing a question or including an
apparaiit contradiction or acronym may be

more easily remembered by a reviewer.

MINDACT
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W MINDACT TRIAL DESIGN

S Ragiatsation § Scosering
? Surgery 1
‘.‘E“"_.... - N= 6633
T Cinic cal (Chrisk  Genomic (G) |
= m 1 (TD.gens '
Ve ol S s

\W lauy %ﬂ C-high'G-high

| ClomG-hig ‘
1% ranclomization to treatment
e Chacal va. Ganorc riak
HR+ Endocrine therapy HR+

3" randomization
Tamowifen 2y / Letrozole Sy vs. Letrozole Ty

Oralpresentation #ASCO20

MINDACT: Long-term results of the lapge prospective trial testing the

MINDACT population:
HR+/HER2- 81%
HERZ+ 9.5%
TNBC 9.6%

“8c @- I

Prasertad By Fatima Cardoso at ASCO 2020
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: o . Participant(s) responsible
AU for the aim/workload
To compare disease control rate (DCR) : :
in ER+ MBC patients with 18F-FES SUV'< || Froject Coordinator andiall
1 . , research partners
2 treated with endocrine therapy (standard (#1.2.3.4.5)
arm) versus CT (experimental arm) (WP1) a\
Advanced Accelerator
2 To optimise 18F-FES production (WP2) Applications, (no budget
requested)
To evaluate the relationship between gene
alterations (mutations and/or gene
3 amplifications) of estradiol receptors Research partner #2
ESR1/ESR2 genes and 18F-FES SUV
(WP3)
To develop a predictive score of endocrine
A responsiveness based on 18F-FES SUV Proiect Coordinator
(WP4) and clinical and biological J
Information
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ET-FES: Work Packages
Pert Diagram

Work Package 1: Clinical trial.
Study protocol & documentation preparation,
Ethical Committee study submission &
approval

Responsible: Alessandra Gennari

Best Time Worst Time Average
Time
4 months 8 months 6 months

Define the Activities and Roles

Work Package 3: Molecular study.
Evaluation of estrogen related gene alterations
of estradiol receptors ESR1 and ESR2 genes.

project partner #2: Dino Amadori

Best Time Worst Time ARG
Time
2 months 4 months 3 months
Work Package 1: Clinical trial.
Patients enrollment Work Package 4: Data anaysis.
F Centralized data analysis of clinical tral and
RESmgaSible: malecular study endpoints
Project coordinator, Alessandra Gennari ‘y'. P =
& all project partners: 4[\\ Responsible:
Dino Amadari, Eva Mufioz-Couselo, Nadia Project coordinator, Alessandra Gennari
Harbeck, Etienne Brain —l// (statistical and bioinformatic groups)
Best Time Worst Time | Average Time Best Time Worst Time | Average Time
22 months 26 months 24 months 4 months 8 months 6 months
// b
F

]

AN 4

Work Package 2: Technical study.
Aimed to develop more efficient techniques of
18-FES production. No funding is requested

for this work package.

Responsible: AAA biothec company.

Best Time Waorst Time Average
Time
4 months 8 months 6 months




iagram

SualaY d €6YSE]
Aiqemnessns wisaj-Suoj pue voyepiojdyg pgyse
BEEERREEEEEEEn §34-31 4oy uegd omestofey e
SALALIOE (OEALIIO PUE UOLELTASSI] S YSe]
s]00) pue wed woyeEMWO) |'gyse,
| ||| voneodsy e uoneuuassq e
SANSS] (IR ERYSE]
A0Sy en() pue juamofeely [eowaa], 7 pyse]
Juausafeueyy {en) pue aspensTunupY 'gyse],
$214p3 pue JuaiaBeuely Raloid gdm
SISKIPUE [B1SHE)S F LYst]
Jmoyng) papoday Juanjeg doj
uwopeyd-tjeapa 2u) Jo 2iesn pue nonesady) ;¢ ysey,
uoddng 13- OAVINY) 17 L¥5e]
OYNY Jo dujag 1
AU02N0 paioday Ualheq pased-yyeaHa L4
syuaned o) oyeuLI0juI J0 UOYOMI0L 10 YsE]
Y0sjau [ yinoay) syuaed
1001ED A}13pP J0 UOLEIND J0 NOYOMIOL 350 YSE]
YH0sgau 018 ysnougy sywaged 1aue)
Adapp Joj tateasai [zatuip Jo uogomog 7'y Yse]
Suyus joaojox 219 ysey
Ry ut pgses o
9O Y0AIU ) J0 KJSUEIL HSYsE]
eaoadde g1 Joj
saanpaaoad Slopenal ay) Jo woyezmuouLIL SYse]
S[ELL [EOIEITD Q1)U [ELORELIR)N]
DB UOW UAALIP-JOJeSsan] 2JE)1Iey 7'SHse],
Yloagou Sremydispujayy 1'syse]
[T £5010 19 Uojjeuausay L) YIOMI3N PUE 5406 S
Jaudopap
21035 10} J5eqEEp ) Jo oy 55 Yse]
§44 0y aedorins
£ a8U0dSa1 |14 S14-181 JO LOBEPIEY T yse]
g [Ba0SHE)S :T'FHSE]
£ ) oS pue eshue e3spelg b
UBG EUISE) S EYSE]
L) ISt Ut §E)N Susm ¥ Jo SIS ¢ ie]
iaplog
Sanf amyLSU] U1 uaseq 3¢ paysaoa y)dpp Susn
W0 euiseyd w suonepn [ Jo O] 7'EYse]
saps Sugedionaed ay) woxy wseyd Jo wonafo) 1'pysey.

GANTT D

Define the Activities

v | £z 180 Rsdoig pmbn £gm
oyeyuama|du pue
wordope Jajuaynu pue sajsuex) apamouy 7yse
Apqwnpoidar pue Syqeieaday ¢ 7ysey
sanpaoud
S Jo uoyezIouLIzy pue VoYRIPIEPUE T 7YsE]
sautjaum axyeyuenb pue sampadoud Suiden
ot J wonezianydo pue WOEpIE | 758

. €10
Jidi s su 10 A uorjepijen Jayewoiq SuiBew! Jen3ajol ZgM
HOISAD a5 NIRRT
duiden) 134 713500
Juamaeuem pue [030301d [eLs [edrm) 1°I48e]
S10970 bl £10 10 110710 110/ 170 [EML [E1U) TAM

I e e e I e e I e R DE R

UNIVERSITA DEL PIEMONTE ORIENTALE




-
T
T 1

UNIVERSITA DEL PIEMONTE ORI:I:E:JTALE B U d g et D efi n iti o n

1. Analysis of the Activities

< Protocol writing

*** Implementation of Study Documents (IB, CTA, TMF, Contracts....)

*** Preparation of Centre-specific documents (ICF, MMG, IMF,
Contracts...)

**EC and CA submission and response to raised issues

s Definition of eCRF and implementation

¢ Monitoring Plan

+* Data Management Plan

¢ Statistical Plan
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2. Analysis of the Activities

=S|IV

= Monitoring (remote and on-site) Newletter e Investigator Meeting
= Drug supply and pharmacovigilance

=Data queries

=Data base lock

=Statistical Analyses (Statistical report)

mPyblication and dissemination of results

Study Amendments (EC): 2.4/trial
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How to define your budget

** Type of study: observational, ** Treatment duration
prospective, retrospective, s Follow up duration
interventional .... s Profit, no profit ( 2004-?)

¢ Study design, traslational, ¢ Drug supply: company, sponsor, NHS
randomised etc..... ** Other procedures

s* N patients ** Data Management

** N centres ** Biomarkers?
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Budget MODEL

STAFF/RESEARCH CONTRACTS

EQUIPMENT (leasing)

SUPPLIES

SUB-CONTRACTS

MODEL COSTS

IT SERVICE

PUBLICATIONS

CONFERENCES

TRAVELS

OVERHEAD

TOTAL

Other Costs

Easy to define

v'Insurance

v'CE Fee

v'Fee for Centre Activation
v Fee/pt

v IDMC
v'Other services ( lab costs, delivery etc)

v'Investigator Meeting
v'ConveConferences
v'Publications, Dissemination (poster etc)

v'Overhead
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Work Work Package Title Lead Lead Person- | Start End
package Participant | Participant | Months | Month | month
No No Short Name
WP1 Clinical Trial 2 1B 192 2 30
WP2 18F-FES PET/CT | 3 UMCG 120 8 36

molecular imaging
biomarker validation
WP3 Liquid biopsy 4 1JB 88 8 32
WP4 Statistical - analyses and | 1 EOG 114 8 32
algorithm
WP5 SOPs and Network | 5 IRST 154 1 36
Implementation
WP6 Feasibility in the elderly 9 SIOG 75 4 32
WP7 eHealth-based Patient | 8 LUM 112 4 36
Reported Outcome (ePRO)
WP8 Project Management and | 1 EOG 120 1 36
Ethics
WP9 Dissemination and | 7 VHIO 95 1 36
Exploitation
Total months 1070
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3 - Budget for the proposal

Other Costs: Project Personnel

No | Participant |Country| — (A) ®) © (D) ® (F) ©) (H) 0} ) (K)
Direct Other direct | Direct costs of | Direct costs of | Costs ofinkind | |ndirect Costs | Special unit Total Reimburse- Max.EU Requested
personnel costs/€ sub- providing contributions /€ costs covering | estimated | ment rate (%) | Contribution / EU
costs/€ contracting/€ | financial "%Ll:]se?iiign ,tze direct & eligible costs € Contribution/
support to premise3€ (=0.25(A+B-E)) | indirect costs /€ €
third parties/€ /€ (=A+B+C+D+F (=H*))
+G)
Ente
1 | Ospedaliero IT 597000 159530 97000 0 0 189132,50 0| 1042662,50 100 1042662,50| 1042662,50
Ospedali
Institut Jules
2 Bordet BE 534000 342920 43200 0 0 219230,00 0| 1139350,00 100 1139350,00| 1139350,00
3 Umcg NL 408000 125532 0 0 0 133383,00 0 666915,00 100 666915,00 666915,00
4 Usmi IT 183000 31355 0 0 0 53588,75 0 267943,75 100 267943,75 267943,75
5 l.r.s.t Srl IT 318000 111726 0 0 0 107431,50 0 537157,50 100 537157,50 537157,50
6 | Institut Curie | FR 162000 94507 0 0 0 64126,75 0 320633,75 100 320633,75 320633,75
7 Vhio ES 309000 92784 0 0 0 100446,00 0 502230,00 100 502230,00 502230,00
8 Mulé:]cuhen DE 336000 124320 86000 0 0 115080,00 0 661400,00 100 661400,00 661400,00
International
9 | Society Of CH 216000 37009 0 0 0 63252,25 0 316261,25 100 316261,25 0,00
Geriatric
Advanced
10 | Accelerator FR 78000 513364 0 0 0 147841,00 0 739205,00 100 739205,00 739205,00
Applications
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Risk Analysis: What Else?

The PI, must take care of:

» Scientific Reports
»Economic Reports

» Division of funding (tranches)
> VAT

» ' Risk Analysis:

» 85% of clinical trials have a delay

»  94% > 1 month

»-This must be planned a priori in the GANTT diagram

QUALITY SPEED

ﬁrwu&vw COST

-
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Project Cycle

Project
Monitoring &
Evaluation

Project Cycle

NON EC — LINKED Programs

MULTILATERAL FUNDING

‘ f The Global Fund to Fight Aids,
Tuberculosis and Malaria

NGO & PRIVATE
FOUNDATIONS

¥ g } Partners
FRNDATION In Health
et +

The Global Health Network

HEALTH

T B
A Clinton Health <
~ Access Initiative
{TAID, o K
Drug-purchasing facili id
rofaenee | mmm pT] .
NGOs = T OSSR
() iy
: XU DFID ==
R =15 UNHCR
The World Bank Qg : :; ‘ w aetna AstraZeneca‘ ? ||| ﬁfgeel:]rll;ﬁr F&’)&l’&i’)\i\tﬂ’lmL &% Bristol-Myers Squibb
L R B |
UNOPS umcef
‘%@7 FOA resroce @
- AN
- ¢ ‘%2 World Health . BINOVA JDRFE" 13"559” f
“" % Organisation
u“ih‘ e S .
.:. merck (D) S5 U) NovaRris @ B o
GLOBAL DRUG FACILITY (GDF) REGENERON . SANF3RD /Shire @

MULTILATERAL PROGRAM & FUNDING




Timeline (grants)
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&  January 2nd 2017: February:
November: ,

Board of Directors P =N
VS L it
7 B

meeting and
notification of results

October: & <~ 4
: (T L
Study section 20 ‘6 AssIQ®
Meeting (IG, MFAG) \%@\ ' w April:
';,‘-*‘ | Reviewers assignment

ey

September: A &a/
/ evaluation of ~ =
final report o

of previous funding (1G) June:

August: Deadline for review

Analysis of reviews,
initial ranking
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REVIEW Open Access

T Mack

Changing R&D models in research-based e
pharmaceutical companies

slexander Schu her'”, Oliver Gassmann® and Markus Hinder? - . . .
Alexander Schurmacher™, Qliver Gassmann™and Markus Hinder Oncodistinct: A new model of clinical research collaboration based
on the progress on molecular biology and methodological issues
o oP 0o o
s || SR2T%
: o A 0..‘:‘:.‘0 Huge number of
e e Scientific Input screened pts for
Pharma and gene/protein
Centralised Externally Ecosystem \ CelEE el !
inward- focused, centric, cross- « Selected »
looking collaborative organisational Experts Network of Patients
innovation innovation innovation g dedicated academic &
to clinical non academic
. research o o
Closed Open Innovation ] centers el
Innovation Innovation Networks

Organ specialists New therapeutic strategies

Studies meeting the unmet

Radiation oncologists ;
surgical oncology Academic & non need of patients
Speed and quality trials designs

Courtesy Prof. A. Awada
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CLINICAL TRIAL CENTER

s* Administrative , business, IT support
(agreement, budget, grant monitoring with dedicated personel)

s Legal competence (insurance, privacy, data ownership, patent)

+¢* Clinical research team ( research nurse, study coordinators, data
manager, technicians, pharmacists)

+» Statistical and methodological support

¢ Biologist, bioinformatics for translation aspects

“

e
‘u
Multiprofessional Team for clinical/traslational research
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Thank you!

for participating in this
Dedicated ESCO e-session

For additional information, please visit
WWW.e-eso.net or www.esco.org

Share this session on social media using:

#e_ESO or #ESOcollege
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