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DOING RESEARCH IS...
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DOING RESEARCH
ANY QUESTION?
FEASIBLE
INTERESTING FOR THE RESEARCHER
NEW
ETHICAL

RELEVANT

Designingclinical research
Hulley y Cummings, 1997



A Observation
A To describeheproblem

A To Releasdhe
hypothesis

A To designandmaking
experiments

A TRUTH meritsbe A To analyzeresults
searchedy itself. This A To Interpretatedata and
searchs difficult and build conclusions
theway is full of A To disseminateesults

difficulties
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DO THESE PRINCIPLES APPLY TO THE
PROJECT WRITING?
WHAT ABOUT PROJECT EVALUATION?

MY OWN EXPERIENCE
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PRACTICAL CASE:
The FRAILOMIC project
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{QUE SE EVALUA?

¢ QUE LE PEDIRIA USTED A ALGUIEN AL QUE LE VA A DAR
DINERO (BASTANTE)?

A Que me resuelva la pregunta (ajustarse al
topico y retos que establece la convocatoria)

A Que aporte algo gue no exista (innovacién)
A Que la propuesta cubra los diferentes angulos

de la pregunta

A Que el consorcio sea capaz de abordar los
diferentes aspectos (composicion y calidad)

A Que el presupuesto se ajuste a lo que hace
falta




{QUE SE EVALUA?

¢ QUE LE PEDIRIA USTED A ALGUIEN AL QUE LE VA A DAR
DINERO (BASTANTE)?

A Que me de confianza (gobernanza, riesgos,
técnicamente competentes)

A Metodologia apropiada
A Que lo haga siguiendo mis condiciones (aspectos

politicamente correctos: ética, género, distribucion de
paises y participantes....)

A Que pueda generar rentabilidad
A Que sepa darme publicidad

Que me inspire confianza
Que ofrezca cierta garantia de éxito
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Preparation, writing and submission of the proposal (1)

V Ensureorrecalignmentf theproposaliththe objectiveandexpectednpacbfthetopicof
thecallandoftheprogram

V Settingipthe Consortiunikecommendédincludgrimarilyvelt knowrandreliablgpartners
Consortiumustemultidisciplinalec a do@uerythingnlybyourselves

V Avoidheinclusionfpartnersvithoué clearoleortask

V Donotobsessaaboutthe geographibalancenf the consortiur(i.e. partnersromnorth south,
eastandwestis notnecessaryalancéocusshoulde putonprofileanddistributioofwork
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Preparation, writing and submission of the proposal (1)

V Ensureorrectalignmentf theproposaliththeobjectiveandexpectednpacbfthetopicof
thecallandoftheprogram

V Settingup the ConsortiunRecommendeadincludgrimarilyvelt knowrandreliablgartners
Consortiumnustemultidisciplinabyec a do@wverythingnlybyourselves

V Avoidheinclusionfpartnersvithoué clearoleortask

V Donotobsessaaboutthe geographibalancenf the consortiur(i.e. partnerdromnorth south,
eastandwestis notnecessaryalancéocusshoulde putonprofileanddistributioofwork

V Donotneglectrosscuttingaspect®f the proposabDo notfocusonlyon scientifiexcellence
Payalsoattentiomoimplementatiampactethicsetc

V Leanon the severalguidesissuedby the Commissionegardingnanagemenintellectual
propertydisseminatioexploitatiomtc
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Preparation, writing and submission of the proposal (I1)

V Achievablandmeasurablabjective@tthetimeofexplainintheresultshatwearegoingoreach,
usenumberst is notenougho sayin v g 10 yodiomu d ib kieyto sayhowmuchandhowwe
havegotthesdigures

V Tableof risksand contingencglan Be honestanddo not minimizehe potentiatisks Properly
showinghatwe takeintoaccounthe risksthatcanappeain the projecshowsthatwe havea
maturgroposaindthatwehaveassessedllpossiblecenarias

V Giveimportancéo the managemerstructureof the Consortiunfromthe beginningFor large
consortiatis goodo seta structuré@asedncoordinatoworkpackagéeaderstaskleaderseach
withdifferentolesandoperativanddecisioevels

V Involveall the partnersn the proposatiesigrfromthe beginninggutbearingn mindthatonlythe
coordinatas whohastheglobal/ision

V Avoido builda proposahs a messysumof partnershputqglobaliisiorandcoherencarekey),
butalsoavoida proposalvritteronlyby a persoror histeamnottakingadvantagef the different
knowledgkeldsof consortiumnembers
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Management

V Regulaproject Consortiumanagemeimtilinotbetheonlyaspectobecarriedut

VV Managemeatsoinvolveslifferentssuesuchasamendmentspstreportstegulatorgtc
Thatwillcomeup duringthe projec{FRAILOMIGasfaced5 amendments the Grant
Agreement)

V Helpdeskole Coordinatalsosupportgor resolvingechnicatloubtsor situationsrisen
duringheprojectifecycle
V Correctivactionsoaddressssuesandrisksproperly

VV Managingoodies Differentlevels and roles (coordinatorgeneralassemblysteering
Committe@)VP leaderstaskleadersplus advisonboard,qualitymanagerexploitation
managegisseminationanager

V Flexibl®duysteadyapproach
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Preparation, writing and submission of the proposal (1V)
Somekeysof FRAILOMI@roposalksuccess

V Theprojectvasperfecthalignedviththeobjectivepursuedby thefundingrogranthespecific
callandtheaddressetbpic Remembeéo putspecialocuson

A Scientifiexcellenc@&heprojectepresenta significamrogres®eyondhecurrenstateof
theartandwillbecarriedutaccordingnaccuratenethodologyearhexplained)

A ReliablemplementatioBnsureanaccuratenanagemestructurandorganizatioandthat
theresourcewm becommittedavebeemnproperlplanned)

A ImpactNotonlyscientifidyutalsosocialeconomign Europeapoliciesetc Remembelt
hasto matchupwiththeimpacexpectedythefundingprogram

V Solid reliableandcomplementacpnsortiunRemembel hebestpartnergor the consortium
canbeamongourusuatollaboratorslosiof FRAILOMI@artnersadalreadyorkedogether
severalimedoefordahisproject

VV Commitmentthe competitiois extremelyoughagainsthebestEuropeaRTDleaderslf the
projectcoordinatantendgso workas lessas possibleit's not worththe trouble FRAILOMIC
coordinatavorkedhard makindnisbestduringheproposgbreparatioperiodThiswasoneof
the key element®f successRememberConsultantare for help,but not for replacindhe
scientifiprojecteaders
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The project (I). Main features

V Large Scale European Project.

Aln proposal writing phase: 20 Partners from 9 different European Countries
the WHO, plus the participation of the University of Florida as a third party.

ACurrently, the ongoing project involves 27 full partners.
Alnvolves a clinical trial on around 75,000 older people followed.
ABudget: EUR 14,953,754

AEuropean Contribution (Non refundable grant): EUR 11,940,343

V Coordinator: Regional Health Service of Madrid, through the Universitary Ha
Getafe

V Duration: 60+6 months.
V Key involvement of the industry (7 private companies in the consortium).
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The project (I1). Consortium partners.
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N2 Partner Country
1 Servicio Madrilefio de Salud [SERMAS) B3 Es
TP1. Fundacidn para la Investigacion Hospital Getafe B Es
2  World Health Organization [WHO) CH
3 Life Length G es
4  YouHealth (YH) SE
5 Evercyte GMBH B0 AT
B Sistemas Gendmicos (5G) E ES
7 Mosaiques Diagnostics GmbH [MD) E DE
8 IDETRA B2 es
9 Niche Science and Technology [NST) UK
10 Institute of Diabetes for Older People, University of Bedforshire (IDCP) UK
11 Universidad Autonoma de Madrid (UAM) o =1
12 Centre Hospitalier Universitaire de Toulouse (CHUT) D rr
TP12. University of Florida [UFL) Usa
13 Institut National de la Sante et de la Recherche Medicale [IMSERM) R rr
14 Iltalian Mational Research Centres On Aging (INRCA) 1 N
15 Azienda Sanitaria di Firenze [ASF) 0 B
16 Azienda Ospedaliero-Universitaria di Parma [AOU PR) 1 B
17 University of Innsbruck [UIBK) m AT
18 Cardiff Metropolitan University [CMUniv) UK
19 Friedrich-Schiller-Universitaet Jena [JENA) =
20  Universidad de Valencia (UV) B3 &s
TP20. Fundacion para Investigacion Biomedica del Hospital Clinico Universitario de Valencia (FIHCUV) B Es
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The project (I11). Objectives

/MAIN OBJECTIVE: h

To develop clinical instruments (composed by clintcaldddsed laboratory
BMs and classical laboratory BMs):

V To predict the risk of frailty

V To improve the diagnostic accuracy of frailty in day to day practice

g V To assess the prognosis of frailty in terms of disability and other adve/r

Se Ol

/THREE SECONDARY OBJECTIVES:

V To assess the interactions betwasdased BMs and nutrition and physical
exercise (useful to know the potential response to treatments) on the natur
history of frailty.

V To test whether the above stated instruments are also useful for special
populations: people with diabetes, obesity and people with cardiovascular

V To test the differential validity osFargdria as compared with those described
. Inthe THSA and ThiegBordeaux studies.
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The project (V). Work plan
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V' The project will be divided into 5 Scientific work packages plus 2 horizontal WPs, as depicted in

the table below:

WorkPackage Typeof activity
1. Technical Platform and assay developmRé&ix

2. Exploratory studies RTD

3. Validation studies RTD
4.Substudies RTD

5. Validation of the models RTD

6. Dissemination and exploitation OTHER

7. Management MANAGEMENT

Scientific
researchVPs

Horizontal
WPs

-
7 M

SaludMadrid



FRAILOMIC management structure

Strategic and operational Management

Intellectual

Property
Commitee

Business

Project Ethics Innovation Office

Commitee

European
Commission

Project
coordinator
(PC)

WP1 WPZ WP3 WP4 WPS

Figure 6: Schematic drawing management structure

BUSINESS INNOVATION OFFICE
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= Dissemingtion Campaign = Suppor companies in the
» Communication Plan explaitation strategy )
=« Congresses and publization « Walorzation of technalogies
management developed in the project
« Warkshops = Technology transfer issuss
,L-_IF'R aspects y.
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partners

World Health
¥ Organization

Figure 7: Technology Transfer: FRATLOMIC Business Innovation Office

The BMs showuld
be potentially
usable indicators
for at least one of
the following
prediction,
diagnosis
Prognosis or
FESpOnSE 1o
therapy

The projects
should aim at
clinical validation
of already
identified -~omics~-
based potential
BM= for age-
related diseas or
disorders affecting
the elderly)

-TOPIC OBJECTIVES-

The validity
should be
demonstrated
with existing or
new studies
imvolwing human
subjects

The dinical
validation should
show the extent o
which the BM
correlates with the
disease and should
be measured by

sensitivit
5 pecifi
predictive power.

.. Muusst take into
account the use of
appropriate
statistical models

and well as
imnclude quality
control aspects
for data
generated

HEALTH.2012.2.1.1-2: VALIDATION OF -OMICS-BASED BIOMARKERS FOR DISEASES AFFECTING THE ELDERLY

Priority will be
Eiven to proposals
demonstrating
that research
intensive SMEs
play a |leading role

= Project main *FRAILOMIC aims
o develop
dinical
insTruments To:

objective isto
refine, using —
omics, the

based concept of
frailty to maks it
useful in clinical
settings

The project will
developed only in
human subjects
from 8 well
established
epidemiclogical
cohorts

The clinical
validation not only
will be made using

the dassical

instruments

[sensitivity,

spedficity,

predictive value,
ROC analysis and C
statistics) but also
willl include
innovative
methods for clinical
validation of BMs

FRAILOMIC KEY FEATURES

Figure 14: Alignment with objectives pursued by the topic

Two members of
the Consortium are
renowned
scientists in the
field (A0U PR and
YouHealth)
Mamny of the
statistical models
used in the project
have been

developed by
them

. .

6 high technology
SMEs

=Totalizing a
budget around
5.3 million,
representing 36 %

=Developing key

acuwvities
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Exploitation strategy

V Actions aimed at achieving the maximum exploitation and diffusion of FRAILOMIC project
results.

V Objective: Successful translation to the market of research findings. Take FRAILOMIC research
results to the market, to the health professionals, and to patients;

V It will cover technology transfer and IPR management.

Exploitation
strategy

( I\
& J

a M

SaludMadrid
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Evaluation

Rejected proposals

R —

Funded proposals ‘ 1M

SaludMadrid




CONCLUDING REMARKS

SO, WE FULFILL MANY OF THE
REQUIREMENTS OF GOOD
RESEARCH ACTIVITIES, AND, AS A
CONSEQUENCE, OF GOOD
RESEARCH PROPOSALS

THANKS FOR YOUR ATTENTION



Time for comments and question




