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PROTOCOL REPRESENTATION MODEL V1.0

Study Registry: en relation avec ICH E6, E3 et E9

+ spécifications de EudraCT et de WHO + clinicaltrials.gov
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PRM EN UML ( nified odeling anguage)

Cette spécification permet
de définir un modele de
données pour stocker les
meéta-données d’une étude

Nom de la classe

Types de donnée
(baseés sur les spécifications de type de

données de HL7):
‘TX’ pour ‘Text’
‘ST’ pour ‘String’
‘CD’ pour ‘Concept descriptor
‘DSET’ pour ‘Multiple coded
concepts’

‘BL’ pour ‘Boolean’

‘ED’ pour ‘Encapsulated data’
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Codelist Name

CDISC Submission Value

CDISC Synonym(s)

CDISC Definition

NCI Preferred Term

7492

C49653

Trial Indication Type

DIAGNOSIS

Awmswmdmmmwm

inter a di or
condition. {NCI)

Diagnosis Study

7493

C49655

Trial Indication Type

MITIGATION

Atype of study designed to identify actions ¥
to eliminate or reduce the risk to human life or well-
being as a result of a particular medication or treatment
regimen. (NCI)

Effect Mitigation Study

7454

C49657

Trial Indication Type

PREVENTION

Atype of study designed to identify actions necessary

to permanently eliminate or reduce the long-term risk

to human life as a result of a particular medication or
regimen.

Prevention Study

7495

7457

C49656

Trial Indication Type

TREATMENT

Alypeofsh.ldy;rotm:ddeswmevmme

inter ) for of disease,
condition.

Treatment Study

Trial Phase

TPHASE

Trial Phase

Clinical trials are broken into three or four phases:
Phase | tests a new drug or treatment for safety in a
small group; Phase || expands the study to a larger
group of people; Phase |l expands the study to an
even larger group of people to measure whether the
treatment actually benefits patients, and whether its
benefits exceed its risks; and Phase |V takes place
after the drug or treatment has been licensed and
marketed. (NCI)

CDISC SDTM Trial Phase
Terminok

C48660

Trial Phase

NOTAPPLICABLE

NA; Not

o ination of a value is not relevant in the current

context. (NCI)

Not Applicable

7498

C15600

Trial Phase

Phase | Trial

1; Trial Phase 1

into humans. Phase 1 studies are typically closely

and may be in patients or normal
volunteer subjects. NOTE: These studies are designed
to determine the metabolism and pharmacologic
actions of the drug in humans, the side effects
associated with increasing doses, and, if possible, to
gain early evidence on effectiveness. During Phase 1,
sufficient information about the drug's
pharmacokinetics and pharmacological efects should
be obtained to permit the design of well-controlled,
scientifically valid, Phase 2 studies. The total number of
subjects and patients included in Phase | studies
waries with the drug, butis generally in the range of 20
to 80. Melstﬂ&sdsomlﬂesmmm

activity and
ofacﬁmnmmam as well as studies in

Mnchm&shumnldrugs areusedas research tools
to explore bi or di

processes. [After FDA CDER Handbook, ICH EB]
(CDISC glossary)

Phase | Trial

7499

C15693

Trial Phase

Phase I/ll Trial

1-2; Trial Phase 1-2

Aclass of clinical study that combines elements
characteristic of traditional Phase | and Phase |l trials.
See also Phase |, Phase II.

Phase /Il Trial

C15601

CB6737

Trial Phase

Phase |l Trial

2; Trial Phase 2

Phase 2. Controlled clinical studies conducted to

evaluate the eflectiveness of the drug for a particular

Phase Il Trial
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PRM Study Outline Concepts : Selection of Subjects

Objective & Purpose

Minimum | 18 Unit | Years =J

o Subject Age : ) i} -
Trial Design Mezdmum | uni | Not Appiicable = |
. . ) Not Applicable
Selection of Subjects o Healthy Subject : O ves
| TsiTl @ no
) Not Applicable
o _ ) Male
| Protocol.pdf Subject Gender :
® remake
) Both

| SDM.xml
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© If any answer is "NO" the = m
Items T | |»;| No prior treatment for cervical cancer {list, *}[INCLO1] j——a
I | FIGO Stage Ib2 to IVb; all histological subtypes ( — s
“ {list, *}[INCLO2]
h 3 | MRI confirmed cervical lesion & lesion measurable ’ﬁ
{list, *}[INCL03]
omt 10 | Possibility to communicate imaging data by CD-Rom iy m
© {list, *}[INCL04] s
. 1 | Disease amenable to biopsy (3 tumor samples are ma /
{list, *}[INCLO5] 5}
Iteme 12 | |—|;| Age = 18 years old {list, *}[INCLO6] /g/a‘
ttems 13 | |»;| ECOG 0-2 {list, *}[INCLO7] /
Item# 14 | |—$| Life expectancy > 6 months {list, *}[INC L08] /§
. 15 | |—$| Patient eligible for standard treatment (according {list, =
*}INCLO9] o
ltem# 16 | |—|$_| Patient with health care insurance {list, *}[INCL10] %
Informed and signed consent by patient {list, /:
ttem# 17 | |>$
*HINCL11] s O
ftem# 18 | |—|:| If any answer is "NO” the inclusion of the patient EY ﬁ_}l
feme 10 | }o excrusion criTERIA =
If any answer is "YES" th = >4
Patient enrolled in a clinical trial involving an {list, =
fems 20 | F= /
“ “[EXCLO1]
h a0 | |—$| Co morbidity, preventing the patient from tolerati {list, / =, E
*HEXCL02]
tom 22 | Past history of invasive cancer over the 5 years p = m
© {list, *}[EXCLO3] s
Impossibility to carry out evaluation by MRI (clau =
emeza | B 1mo y Ty ¥ MRI s o

Inclusion Criteria: | [INCLOT], [[NCLO8], [INCLOS], [INCL10], [INCL11]

[INCLO1], [NCLOZ], [INCLO3], [INCLO4], [INCLOS], [INCLOG], I

Wk

Exclusion Criteria : [EXC

[EXCLDl]l, [EXCLO02], [EXCLO3], [EXCLO4][EXCLOS], [EXCLOS], ]
LOT]

C

| Save
* mandatory fields

INCLUSION CRITERIA
If any answer is "NO" the inclusion of the patient is not allowed. Please capture only
: who meetall i criteria
* No prior treatment for cervical cancer * o
No

* FIGO Stage Ib2 to IVb; all histological subtypes
(excluding neuro-endocrine type) *

= MRI confirmed cervical lesion & lesion r
measurable by T2 (MRI must be performed PR

using ultrasound gel in vagina) =

= Possibility to communicate imaging data by
CD-Rom (DICOM format 3.0 or more) * g

# Disease amenable to biopsy (3 tumor samples
are mandatory prior to treatment) *

* Age = 1B years old *
* ECOG 02"

# Life expectancy > 6 months *

* Patient eligible for standard treatment
(according to the standards of each center) *

= Patient with health care insurance *

= Informed and signed consent by patient *

R
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General Information

. CDISC PRM Study Outline Concepts : Selection of Subjects

Objective & Purpose

DOMAIN
IETESTCD

Minimum |18 Unit | Years -
e Subiject Age :
Maximum Unit | Not Applicable 2

Trial Design

INCLOT No prior tfreatment for cervical INCLUSION
ARl cancer

Selection of Subjects o Healthy Subject : O Yes

. - @
) FIGO Stage 1b2 to IVb; all
e, P INCLO2 histological subtypes (excluding INCLUSION
[ | Protocolpdr | ] Subject Gender : I3 neuro-endocrine type)

@ Femake

[INCLO2] >= [ib2] AND
[INCLO2] < [iVb]

Both MRI confirmed cervical lesion &

lesion measurable by T2 (MRI
[INCLO1], [INCL02], [INCLO3], [[NCLO4], [INCLOS], [INCLOE],
Inclusion Criteria : [INCLOT], [INCLOB], [INCLO9], [INCL10], INCL11] INCLO3 must be performed using INCLUSION

ultrasound gel in vagina)

( SDM.xml )
\"-5‘/

[EXCLO1], [EXCLO2], [EXCLO3], [EXCLO4],[EXCLOB], [EXCLOE]
Exclusion Criteria : [EXCLO7]

INCL11 Age 2 18 years old INCLUSION [INCL11 >=18

Save

. ’
mandatory fields J Patient enrolled in a clinical trial

EXCLO1 involving an experimental new EXCLUSION
agent
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StudyEventRef
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StudyEventDef -
Description
FormDef -
- ItemGroupRef
MetaDataVersion -

Description
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|temRef

HkltemDeF - Description

| CodeList

||~4.'3.-::rb:lilu'i::un[)»a-F - Description

AdminData Location

SignatureDef

SubjectData -  StudyEventData - FormData -  ItemGroupData ~  ItemData

UserRef

LocationRef
AuditRecordGroup —  AuditRecord -
DateTimeStamp

. SourcelD
ClinicalData
UserRef

LocationRef
SignatureGroup —  Signature - -
S
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DateTimeStamp

AnnotationGroup ~  Annotation -  Comment




|q?
<

<
<
<
<
<

</

<

version="1.8" encoding="UTF-8"7>

xmlns="http://www.cdisc.org/ns/odm/v1.3'

xmlns :sdm="http://www.cdisc.org/ns/studydesign/vl1.0"

Description="CDISC ODM v1.3.1 including SDM Definitions'
FileType="Transactional" Granularity="All"

FileOID="0DM with SDM eCRF Demo" CreationDateTime="2014-12-83T14:08:13-08:00">

0ID="eCRF_Demo">

-
=e(RF Demo</ =
>e(RF Demo - 2014-12-88 / V1 - Cervical cancer which has not been previously treated</
=e(RF Demo</ =
-
Description="Version 1.0.0

Name="Version 1.0.0" 0ID="v1.0.0">

< >
<? version="1.8" encoding="UTF-8"?>
< xmlns="http://www.cdisc.org/ns/odm/v1.3
xmlns:sdm="http://www.cdisc.org/ns/studydesign/vl.8
= - Description="CDISC 0DM v1.3.1 including SDM Definitions"
FileType="Transactional” Granularity="All
FileDID="0DM with SDM eCRF Demo" CreationDateTime="2014-12-83T14:08:13-08:00">
< 0ID="eCRF_Demo">
< >
</ < =e(RF Demo</ =
< -~ < >eCRF Demo - 2014-12-88 / V1 - Cervical cancer which has not been previously treated</ >
f ical hich h [ previously d
</ = < >2(RF Demo</ >
<f >
< Description="Version 1.0.8"
Name="Version 1.08.0" 0ID="v1.8.0">
< >
< >
< 0ID="PAR.TITLE" Term="Protocol Title" ShertName="TITLE">
< =e(RF Demo - 2014-12-88 / Vl1</ >
</ >
< 0ID="PAR.REGID" Term="Protocol Identification Number" ShortName="REGID"=
= >2014-123456-89</ >
. <f >
Sdm.Summary < OID="PAR.TPHASE" Term="Trial Phase" ShortName="TPHASE">
.- - o - o < >Trial Phase 2</ >
sdm:inclusionexclusioncriteria . >Trial Phase 2B</ >
<, >
O < 0ID="PAR.INDIC" Term="Indication" ShortName="INDIC">
SdetrUCture < >Cervical cancer which has not been previously treated</ >
. =/ >
SdmepOCh < 0ID="PAR.0BIJPRIM" Term="Primary Objective" ShortName="0BIPRIM">
. < >Assess dominant mutations and pathway activatiens in cervical cancer predictive fer resistance to
Sdm_arm treatment.</ =
- a <f >
= < 0ID="PAR.OBISEC" Term="Secondary Objectives" ShortName="0BISEC">
Sdmce”def (bllnd ou unbllnd) < >Determination of PFS at 18 months in correlation with dominant genetic or protein alterations</
. >
Sdmsegmentdef < >Descriptional analysis of standard treatment medalities applied in participating European countries
P =/ o>
Sdm:act'vrtydef < >Descriptional analysis of grade 3 and 4 treatment associated side effects and toxicities</
>
b < >Descriptional analysis of frequency in geographic distribution of molecular alterations</ >
SAM:WOrKrow , P y quency 1n geograp
<, >
sdm:studystart </sdniSumarys
.. =/ =
sdm: studyfinish...
sdm:timing
</ =

sdm:absolutetimingconstraint ool




PRM VIA SDM @ EUDRACT / CLINCALTRIAL.GOV

eCRF Demo 2014-12-08 / V1

Description: Biomarker evaluation in advanced stage cervical cancer by an International Working Group. Tumor Stages 1B2 - 4 b‘ﬂ
Ind on

Trial Parameters

Inclusion and Exclusion

Cervical cancer which has not been previously treated

Trial Parameters Methodology

::: Term Valuefs) Prospective Multicentric Observational European trial with tumo

molecular analyses at predetermined time points.
TITLE Protocol Title » eCRF Demo - 2014-12-08 / V1

REGID Protocol Identification * 2014-123456-89 Main Objective :
MNumber

TPHASE | Trial Phase « Trial Phase 2 Assess dominant mutations and pathway activatio
« Trial Phase 28 freatment.

INDIC Indication * Cervical cancer which has not been previously treated
OBJPRIM Primary Objective

* Assess dominant mutations and pathway activations in cervical cancer predictive for resistance to .

ey Secondary Objectives :
0OBJSEC Secondary Objectives « Determination of PFS at 18 months in correlation with dominant genetic or protein alterations
« Descriptional analysis of treatment applied in par European countries Determination of PFS at 18 months in correla
« Descriptional analysis of grade 2 and 4 treatment assoclaled side effects and tmucma
« Descriptional analysis of frequency in ion of molecular DBEMpional andyﬁiﬁ Of Eamad treatment

Descriptional analysis of grade

Inclusion and Exclusion
Inclusion and Exclusion Criteria
Inclusion Criteria

Criterion

No prior treatment for cervical cance

FIGO Stage Ib2 to IVD; all histological subtypes FIGO st 1b2 to IVD 0 o e

(excluding neuro-endocrine type) " g ; 5 l,‘,.- urable by T2 (+ ultrasound gel in vagina)
5 g y IOM (format DICOM 3.0 or more)

MRI confirmed cervical lesion and lesion measurable clu a =

by T2 (MRI must be performed using ultrasound gel in k

vagina)

Possibility to communicate imaging data by CD-Rom
(DICOM format 3.0 or more)

Disease amenable to biopsy (3 tumor samples are
mandatory prior to treatment)

Age = 18 years old Minimum Age




CONCLUSION

Merci pour votre attention...
Pour me joindre: n.desaintjorre@quanticsoft.com



