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iFall Project Objectives

' Development of a comprehensive model of Clinical

- trial (CT) research in order to identify suitable

- tools to automate the entire process, through:

* Modelling the interaction between CT sub-

processes

* Identifying roles and information needs of the

stakeholders directly participating to the process

* Identifying the information need of stakeholders

“outside” the process

wwgingECItILvuggprt for interoperability between

isations, platforms, applications

the various actions taken by international and

"organisations to support the diffusion of CT
)n and the implementation of global public

registries, analyse:

rious solutions of CT data representations
/ National Health Authorities,

0N providers and standardisation

10NsS




Methods

‘Identification of data schemas developed by
epresentative stakeholders:

- * Data schema comparison

* Development of a “reference schema” able to
include the metadata to be analysed

lalysis of meta-data used to register CT protocols
Ng into account:

data set schemas proposed by

* Regulatory Agencies

‘0Organisations working on CT standardisation
used in:

in CT protocol registries.

'-Qf data elements, their description and

t?ta elements with stakeholders’



PClinical trial definition

" [ICH E6 Guideline for good Medical Practice, CDISC Glossary]
ated to CT Process

;Q"any investigation in human subjects intended to
discover or verify the clinical, pharmacological
- and/or pharmacodynamic effects of an investigational

O Gt SPhd -dT Wiitde fdg obiect of ascertaining its
ecl:c}/cm?n?ed tortﬁaftflchscé/ribes the objective(s), design,
nodology, statistical considerations, and
isation of a trial” [..] and usually also gives
2ckORNG 80 TESATRENE € SDEadt e
" approval for the start of the

clinical research
by a sgientific and ethics

<Rla&r-mi-’itees

:11y followed by the CT participating
rence point to obtain reliable resul
‘management framework



CT Stakeholders

Clinical Trial Planning

)% otocol Development otocol Evaluatior c1entific Committe

? Writing Committee Ethics Committee

Protocol Approval —\\\

—

Clinical Trial Execution

t<fr1a1 Site Activatlo§> i
. : >>>N-_ational
»(_ Patient Enrolment S/ bl

Authorit

—, l..’ .’ Yy
Patient Treatmen? ‘ i

atient Monitoring

: Monitor
. End of Patient

Clinical Trial
Evaluation and Results

Evaluation of CT Results > )%Sponsor / CRO

<::::::E§§earch Rep;;EQ‘\\\\\ >5E‘Sponsor

Publication in  — >i National
cientific Journals — Health

Authority



S Current CT framework and issues

;nternationally accepted Guidelines for Good

f%@iSﬁél?EB?BB%Sn Agencies establish

egulatory requirements:
In Europe: EMEA + National Health Authorities
In US: FDA Issues:

ferent policy for CT information
Lon
'nprehensive international, public

lality Poib W@ tiop, fidsi on

rasGTtdababaiialcal trials are often

percentage is published in ~ 3
rug approval
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registration

?ppllcatlons

Public availability of CTs for_ serious or li

”‘Hggg¥hngﬁga51§@g§gg (WHO) - Registry Platform
aterventional CTs should be registered

Llstered data should be publicly disclosed

ymmittee of Medical Journal Editors
P04 Statement --> “Register or not publis
ement --> urging “full registration”

n number
the original protocol with

:ﬁand Drug Administration Modernization Act (FDAMA)
* Mandatory submission for investigational ﬁ\w\drug

Te

d

19S B1ep |02010.
winwiuiw jo spesodold

t and manyfiactures of America (PhRMA)
Isclosure of clinical trial information



" 0ur Analysis concerns:

Hirnatiopal regulatory authorities:

Technical Requirements for Registration of
"Pharmaceuticals for Human Use - Guideline for

isation promoting standards:

)Jical Data Interchange Standards
ium (CDISC)

available protocol databases:
Irials.gov (US National Institute of

'fials PDQ (US National Cancer

%rolled Trials Website (UK

h rFAamnanioac)



Information Providers and

Publishers

ernational regulatory authorities:
‘nternational Conference on Harmonisation of
ichnical Requirements for Registration of
armaceuticals for Human Use (ICH)

promotes international harmonisation with
resentatives of EU, Japan, US and
ablishes common guidelines

Health Organisation (WHO)
Lished of a Registry Platform
lat
5 20 items to be registered in a
agister”

nical trials database (EUTRACT)
Eﬁall CTs in the Community



,: Our analysis 2)
anisation promoting standards.
inical data interchange standards consortium

‘Leads the development of standards to i1mprove

’.croilc ac%f"]lo%lfl i&%&ﬁ dsaJ_E)abssmn and

n1ca LTrials. gov (US National Institute of

1)
tablished by FDAMA 113 Act, provides public
5 to US commercial, non commercial and

ational CTs
trials PDQ (US National Cancer

"most CTs sponsored by NCI
and health professionals’ views of

. fta with clinicalTrials.gov
_%trolled Trials (UK biomedical



fAformation structuring schema
r of CT registries

Clinical Trial Registry

Registry’s administrative data

Clinical Trial
CT Protocol \
/,\\ CT Process
Information Organization CT Design Pr°t°°°/. Evaluation
Information Status Recruitment
Brief I Status CRF Status
L= 1n Eligibility Gathering 7
proval Title *
& Drug Status
Coordinating Trial Trial ; Amendment
Sponsor | tigator Site Classification ieueh Publications
nvestigator Purpose
Endpoint/
Outcomes
Sponsor Coordinating R
epresentative Site Stud o i
: Investigator udy ntervention
Phase
Study
Type

[Interventional]

H

asking Control Assignment Duration Selection  Timing



sults of Meta-Data Analysis

Clinical Trial

E CT Protocol \
} / \\ CT Process Status
valuation

General Information Information on the Organization  CT Design Eligibility FELEED. Recruitment

Writing
B . / / \\\ ul R i
it 4 . a *
otocol Approval Sponsor Coordinating Trial i D T o E i
Trial rug reatment/ObJectIVeS ndpoint/ P Publications

Date 'ﬁj = InvE;gator Siﬁclassifi(:itwrmﬁlnter@tion § Eomes E] E

Study  Study
. ) Phase Type
Status of Sponsor Coordinating Site E

Sponsor Representative Investigator
1

: alt
[Interventional] [Observational]

N /N

Allocation Masking Control Assignment Duration Selection Timing
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*Different names
x *Incongruous

definitions

*Different extensions




" Patient’s View

Clinical Trial

el CT Process
/P"Otﬁ'\\ Status

General Information on CT Design  Eligibility /
Information the Recruitment Evaluation
| 1.n /Orgarization Status Stagus
Sponsor Trial Drug  Treatment/ Objectives ENdpoint/
Trial Classification Information |htervention Outcomes *
ite /
\ Publications
Study Study
tatus of Sponsor Coordinating Site Phase Type
Sponsor Representative Investigator
alt

. Brief description
[Interventional] [Observational]

h

Allocation Masking Control Assignment Duration Selection Timing



View
Clinical Trial

T /\

Protocol

; Information
1formation ohthe CT Design

Eligibility
Organization / \\\

ol Approval W . Trial Drug Objectives Endpoint/

Date Classification Outcomes

Sponsor Coordinating  Trial Information
\ Investigator ~ Site / \
Study Study
Sponsor Phase Type

onsor Representative

alt

[Interventional] [Observational]

/o

Allocation Masking Control Assignment Duration Selection Timing



RESULTS and CONCLUSIONS

epeatron of the CT research:

- The majority of information has to be selected
from the entire document using a pre-defined
template

A unique CT 1identification number 1is recommended,

"f$eFEﬁtm§6Eﬁ%@eo$e998Q35Y IRsohaveisA BeupaBaged

The aim of the registry influences the information
uisition model

Regulatory authorities are concerned about
\vestigational drugs, CT organisation and
sponsibilities

)ISC is concerned with CT protocol elements,
LER ERQ1pEQcess

AtaRames ¢nActa-HacdseeBmeatienks: and care
Sonlfheroe§innsaeeedn)

us definition (Ex: Purpose of the study)

L = o [ L N I L 1 - .. . _ . _ _\

Need for a standard CT representation encompassing CT
process
Use of interoperable representation models (XML)
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