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<IELEMENT ODM (Study*, AdminData*, ReferenceData*, ClinicalData*) >
<IATTLIST ODM

Description CDATA #IMPLIED

FileType ( Snapshot | Transactional ) #/REQUIRED

Granularity ( All | Metadata | AdminData | ReferenceData | AllClinicalData | SingleSite | SingleSubject )

#IMPLIED

Archival (Yes) #IMPLIED

FileOID CDATA #REQUIRED

CreationDateTime CDATA #REQUIRED

PriorFileOID CDATA #IMPLIED

AsOfDateTime CDATA #IMPLIED

>
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ITEM

ltem

StudyEvent,Form,ltemGroup

=10 %]
| IGHAME IGID | ITHAKE | ITID | ITMAW | ITDTYPE | =
1 [tdverse Events IG.AE Internal unique identifier for record IT.REC_ID Mo text
2 bdverse Eventsz IG.AE Therapeutic Area IT.TAREA Mo text
3 bdverse Eventsz IG.AE Frotocal Number IT.PNO Mo text
4 fdverze Ewvents IG.AE Country IT.3CTEY Mo text
b bdverze Eventsz IG.AE Fecord ztatuz., b levels. internal uze IT.F_STATUS  No text
b bfdverse Eventsz IG.AE Line MWumber IT.LINE_NWO Mo float
7 bdverse Eventsz IG.AE Conmed Indication IT.LETEEM Mo text
g bdverse Eventsz IG.AE Start Month - Enter Two Digits 01-12 IT.AESTHON Mo text
q bdverse Eventsz IG.AE Start Day - Enter Two Digits 01-31 IT.AERTDAY Mo text
10 fdverze Ewvents IG.AE Start Y¥Year - Enter Four Digit Year IT.AESTYE Mo text
11 fdverze Ewventsz IG.AE Derived Start Date IT.AESTDT Mo text
1 bdverse Eventsz IG.AE Stop Month - Enter Two Digits 01-12 IT.AEENMON Mo text
13 bdverse Eventsz IG.AE Stop Day - Enter Two Digitz 01-31 IT.AEENDAY Mo text
14 bdverse Eventsz IG.AE Stop Year - Enter Four Digit Year IT.LEENYE Mo text
15 bdverse Eventsz IG.AE Derived Stop Date IT.LEENDT Mo text
18 bddversze Events IG.AE Severity IT.AESEY Mo text
17 fdverze Ewventsz IG.AE Belationzhip to ztudy drug IT.AEREL Mo text
18 tdverze Events IG.AE Outcome IT.4EOUT No text
19 bdverse Eventsz IG.AE botiong taken re study druz IT.AEACTTRT Mo text
20 bdverse Eventsz IG.AE betions taken. other IT.AECONTET Mo text
EH bdverse Eventsz IG.AE Investizational Jite | IT.3ITE Mo text -
4 ’.-"."/:
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D lEiEd IFILE4 ZHE5E  Excel [[0IMT — A EZE(*FEIE[DNT — AES
F.oxlz]lten BeC1:R148014°

ET St w k& ITEM R4 F DATA

SASTCEI A HEE TFA4T EF O WMED4—Fw B &
IGNAME HE SN —F5 E 40 [ItenGroupDef JMamne
IGID BES N = FID C 20 [[tenGrouphef 101D
ITHAKE IHE#A C 40 [[temDef | Name
ITID HEID C 20 [[temDef]0ID
ITORDER lgg M 8 [ItenDef] OrderMunber
TTHAN 2BIHH E 3 [[tenDef ] Mandat ary
ITDTYFE T8 C 10 [ItemDef]DataTyee
ITLEN EZ N g [ItenDef]Llenszth
IT51G HidnE N g [[temDef]SiznificantDizits
CODEL IST - A D C 20 [CodelistRef] Codel i=t0ID
SWHAME A5 — e g C g [[tenDef] SASF ie |dNane
SDSNAME SDEZTEIE C g [[tenDef] SDSYarNane
ITORI A ¥ 40 [[temDef]0rizin
ITCOM N E 200 [[tenDef] Camment

StudyEvent,Form,ltemGroup




DOOOOOODO0ONODOOONOOOOOLOG

ODM

ITEM Adverse Events

COISC ODM T— 3~ — 2 FHS

[Item]
It eml roup Na me TtenlrouplD Name D OrderMumber : Mandatory: DataTvpe: Lensth: SignificantDizits

Adverse Events IG.AE Internal unigue identifier for record (IT.REC_ID 1 Mo text a0
Therapeut ic Area IT.TAREA 2 o text 4
Frotocol Number IT.PND 3 o text 15
Count ry IT.SCTRY 4 Mo text )
Record status, § levels, internal use (IT.F STATUS ] o text 1
Screening/ randomi zat ion number
Vizit ID
CRF page identifier
Line Mumber IT.LINE WO i o f loat
Conmed Indication IT.AETERM 7 o text 1an
Start Month - Enter Two Digits 01-12 (IT.AESTHON 8 Mo text 2
Start Day - Enter Two Digits 01-31 IT.AESTDAY 3 o text 2
Start Year - Enter Four Digit Year IT.AESTYR 10 o text 4
Derived Start Date IT.AESTDT 11 Mo text 8
Stop Month - Enter Two Digits 01-12 IT. AEENMON 12 o text 2
Stop Day - Enter Two Digits 01-31 IT.AEENDAY 13 o text 2
Stop Year - Enter Four Digit Year IT.AEENYR 14 o text 4
Derived Stop Date IT.AEENDT 15 o text ]
Severity IT.AESEY 16 ha text 1
Relationzhip to study drug IT.AEREL 17 o text 1
Out come IT.AEOUT 18 Mo text 1
Actions taken re study drug IT.AEACTTRT 14 o text 1
Act ionz taken, other IT.AECONTRT 20 o text 1
Invest igational Site IT.SITE 21 Mo text 15

StudyEvent,Form,|ltemGroup




<?wml version="1.0" 7>
<IDOCTYPE ClinicalData (\Wview Souwrce for full qoctype, .. )=
- <Clinicalbatax
- <SubjectData Subjectkey="001"=>
- <StudyEventData StudyEventOID="SE.VISITO">
- <FormData Form2ID="FORM.DEMOG">
- <ltemGroupData ItemGroupOID="IG.DEMOG" ItemGroupRepeatkey="1">
- =ItemData [temOID="IT.REC_ID"=
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<WALUE=46902604 = ALUE>
</ltemDataz
<ltembData [temOID="IT.R_DRUG"=
<MALUE=SDP< /" ALLE=
</TtembData=
zItembData ItemOID="IT.TAREA"=
ZWALUE=0ONC</VALUE=
</ItemData=
zItembData ItemCID="IT.PNO">
<WALUE=143-02</VALUE=
</ltemDataz
<ItembData ItemCID="IT.SCTRY">
<MALUE=USA< /MY ALUE=
</TtembData=
zItemData ItemOID="IT.F_STATUS">
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