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4 Study - myProject/study.osc.2_6_AsTest_Mdv1.odm.xml - Study Composer - O b

File Edit Navigate Search Project Study Run Window Help

BrEaads & Transform |Vhidateonml§|i¢ Qv rlivivoeeror|s ] [f| 5 Resource @ Study [ Tabulator  Report Design ™ SQL Explorer
= Navigator @ ODM Tree v B &Y 770 g pefinitions = Show all Filtertypes ¥ ' @study.osc.2_6_AsTest_Mdv1.odm.xml  © study_amendment.osc.2_6_AsTest_ Mdv2.odm.xml | s
~ @ (Subject Protocol) Search:| | Study Composer Overview ~
N E] o, "
Default.Event.1 - "Default.Event.1 @(Subject Protocol) e
~ O DefaultForm.1 - “Default Form.1" ®Default Event 1
v @ Default.ltemGroup.1 - "Default.temGroup.1" : File OID*: Lsmdy.zom 98303216039615
@ Default.Form.1 . - I - | |
O Default.tem.1 - "Default.ltem.1” File Type*: Snapshot v | Granularity*: All v
BDefault.ItemGroup.1 o
@ Default.Item.1 Description: - :
Creation Datetime*: 2018-05-25T716:19:09+02:00 Type: marvin-2.6 -
Prior File OID: Archival: No ~
Source System: Source System Version:
’ Originator:
Study
Protocol Name*: .Tesl‘Study_GUF
Study OID*: | TestStudy GUF
Study Name*: TestStudy_GUF
Study Description*: | TestStudy_GUF
MetadataVersion OID*: MDV 1.0
MetadataVersion Name*: MDV 1.0
MetadataVersion Description:| MDV 1.0
Languages Vocabularies
Select Language:' v l Add to w Select Vocabulary: ¥ Add to Study
Languages Vocabularies
Standard
Context Rules
r - | — . L = LL ¥
Overview Data Definitions Codelists| Alternate Respons..,|Measurement Units|Actions Calculations =

&
¢ Study - myProject/study_amendment.osc.2_6_AsTest_Mdv2.odm.xml - Study Composer

File Edit Mavigate Search Project Study Run Window Help
DrE@aes i@ Transform Validate on Save @@/ ¢ & » & v 1 v L v G v oov | Quick Access |ns



version="1.0" encoding="UTF-8"7>

< xmlns="http://www.cdisc.org/ns/odm/v1.3" xmlns:xc="http://www.xclinical.com/xmlns/odm/xc-2-6" FileType="Snapshot" File0ID="5tudy.208198303216039615" CreationDateTime
2018-05-25T16:19:09+02:00" AsOfDateTime="2018-05-25T16:23:08+02:00" Granularity="All" ODMVersion="1.3" XClinicalVersion="marvin-2.6">
< 0ID="TestStudy GUF">
>
=TestStudy GUF</
>TestStudy GUF</
>TestStudy GUF</

>

/=

0ID="MDV 1.0" Name="MDV 1.8" Description="MDV 1.06"=

StudyEvent0ID="Default.Event.1l" OrderNumber="1" Mandatory="Yes"/>

0ID="Default.Event.1" Name="Default.Event.l" Type="Scheduled" Repeating="No"=>
FormOID="Default.Form.1l" OrderNumber="1" Mandatory="Yes"/>
-
0ID="Default.Form.1" Name="Default.Form.1" Re

peating="No">
ItemGroup0ID="Default.ItemGroup.1" OrderNumber="1" Mandatory="Yes"/>

0ID="Default.ItemGroup.1l" Name="Default.ItemGroup.1l" Repeating="No"=
ItemOID="Default.Item.1" Mandatory="Yes" OrderNumber="1"/>
>

0ID="Default.Item.1l" Name="Default.Item.l" DataType="text">

="http://www.xclinical.com/xmlns/editor/xc-1-8">
f=
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Overview Data Definitions| Codelists Alternate Respons... Measurement Units Actions Calculations ™

“. Study - myProject/study_amendment.osc.2_6_AsTest Mdv2.odm.xml - Study Composer

| X
File Edit Navigate Search Project Study Run Window Help

onrEee @ Transform Validate on Save @@ ¢ & ~ &' v 1 v o v O ; J | % Resource @ Study [ Tabulator @ Report Design ™ SQL Explorer

= Navigator @ ODM Tree @ v &= ® Y 770 g pefinitions & © © @study.osc.2_6_AsTest Mdvl.odm.xml O study_amendment.osc.2_6_AsTest Mdv2.odm.xml = oo
~ @ (Subject Protocol) <MDV 1.0>

~ 8 Default.Event.1 <MDV 1.0> - "Default.Event.1" .
@ DefaultForm.1 <MDV 1.0> - "Default.Form.1" Search: | File
~ @ Default.ltemGroup.1 (redef) - "Default.ltemGroup.1” @(Subject Protocol) <MDV 1.0> File OID*: Study. 643676859344673940

@ Defaultltem.1 <MDV 1.0> - "Default.ltem.1" B@Default.Event.1 <MDV 1.0> File Type*: Snapshot ~ Granularity*:

0 DefaultItem.2 - "Default.Item.2" ODefault.Form.1 <MDV 1.0>
BDefault.itemGroup.1 (redef.)
BDefault.Item.1 <MDV 1.0>
ODefault.Item.2 Prior File OID: Study.208198303216039615 Archival: No

Show all Filter types ~ : Study Composer Overview (o

All
Description:

Creation Datetime*: 2018-05-25T16:26:33+02:00 Type: marvin-2.6

Source System: Source System Version:
Qriginator:

Study
Protocol Name*: TestStudy_GUF
Study OID*: TestStudy_GUF
Study Name™: TestStudy_GUF
Study Description*: TestStudy_GUF
MetadataVersion OID*: MDV 2.0
MetadataVersion Name*: MDV 2.0
MetadataVersion Description: MDV 2.0

Languages Vocabularies

Select Language: ~ | Add to Study Select Vocabulary:.

Languages Vocabularies
Standard

Context Rules .

i

Overview Data Definitions Codelists Alternate Respons... Measurement Units Actions Calculations Security Categories gl




'UTF-8"7>

stStudy GUF</
=TestStudy




Adverse Event Severity (AESEV)
Severity/Intensity Scale for Adverse Events (C66769)
Mild (C41338) / Moderate (C41339) / Severe (C41340)

Beginning 2016
sdtmig-3-1-2:Class.Events -=

End 2016

sdtmig-3-1-2:Dataset.AE ==

sdtmig-3-1-3:Class.Events -

Beginning 2017

?

sdtmig-3-1-2:DatasetVariable. AE.AESEV -«—— sdtmig-3-1-3:DatasetVariable.AE.AESEV -«——— sdtmig-3-2:DatasetVariable.AE.AESEV

sdtmig-3-1-3:Dataset. AE -

sdtmig-3-2:Class.Events

sdtmig-3-2:Dataset.AE

T

f

R ——

sdtmct-24:Codelist.C66769

sdtmct-24:
Value.C66769
41338
MILD sdtmct-24:
Value,C66769
C41339
MODERATE  sdtmct-24:
Value.C66769
C41340
SEVERE

Stut}iy A Version 1 gStarted 2016)
->AE (sdtmig-3-1-
-> AESEV (sdtm- 3 1-2
-> C66769 (sdtm-
-> C41338 sdtrn 24
-> C41339 (sdtm-24
-> C41340 (sdtm-24

sdtmct:Codelist.C66769

sdtmct-25:CodelList.C66769

sdtmct-25:
Value.C66769
C41338
MILD sdtmct-25:
Value.C66769
C41339
MEDIUM  sdtmct-25:
Value.C66769
C41340
SEVERE

Stuti_:y A Version 2 gUpdated end 2016)
->AE (sdtmig-3-1
-> AES sdtmig-3-1- 2}
-> C66/69 ;sdtm -25
-> C41 sdtm-25
-> C41339 (sdtm-25
-> C41340 (sdtm-25

sdtmct-26:CodelList.C66769

sdtmct-26:

Value.C66769

C41338

MILD sdtmct-26:
Value.C66769
C41339

MEDIUM  sdtmct-26:
Value.C66769
C41340
SEVERE

Stut}iy B versmn 1 (Started 2017)
=>AE (sdtmig-
-> AESE dtmlg -3- 2
-> C66/6 sdtm
-> C41 Sdtm-!ﬁ
-> C41339 sdtm-26
-> C41340 (sdtm-26




MetadataType Name  |oID | Version| Primary Key
Adverse Event Severity \ESEV AESEV.1

R s P N P
Codelist Events C66769 1 C66769.1

Enumerated Item [Mid  |c41338 C41338.1
Enumerated Item Moderate  |c41339 | 1 C41339.1
Enumerated Item Severe  [c41340 C41340.1

Adverse Event Severit AESEV AESEV.

Severity/Intensity Scale for Adverse
Codelist Events C66769 C66769.

Enumerated Item C41339 C41339.

dverse Event Form -
Painkiller Blockbuster Stud 512345 | 1 512345.1

CDISC Standard  |SDTM IG SDTMIG | 32| SDTMIG.32




< xmlns="http://www.cdisc.org/ns/odm/v1.3" xmlns:xs="http://www.w3.0rg/2001/XMLSchema-instance” xmlns:nciodm="http://n
http://www.nci.nih.gov/EVS/CDISC ../schema/controlledterminologyl-0-0.xsd" FileType="Snapshot" FileOID="CDISC CT.SDTM.201
2018-03-29T16:46:06" AsOfDateTime="2018-03-30T00:00:00" ODMVersion="1.3.2" Originator="CDISC XML Technologies Team (Termi
SourceSystemVersion="2018-03-30">

< 0ID="CDISC CT.SDTM.2018-03-30">

=

-
< >CDISC SDTM Controlled Terminology</ >
< =CDISC SDTM Controlled Terminology, 2018-03-30</
< >CDISC SDTM Controlled Terminology</ >
>
0ID="CDISC CT MetaDataVersion.SDTM.2018-03-30" Name="CDISC SDTM Controlled Terminology" Descript
0ID="CL.C141663.A4STRITC" Name="4 Stair Ascend Functional Test Test Code" DataType="text" nciodm:Ex

=
xml:lang="en">4 Stair Ascend test code.</ >

CodedValue="A4STR101" nciodm:ExtCodelID="C141706">
>A4STR1-Time to Ascend 4 Stairs</ >
>4 Stair Ascend - Time taken to ascend 4 stairs.</
>4 Stair Ascend - Time to Ascend 4 Stairs</
=
CodedValue="A4STR102" nciodm:ExtCodelID="C141767">
>A4S5TR1-Test Grade</ >
>4 Stair Ascend - Test grade.</
>4 Stair Ascend - Test Grade</
>
CodedValue="A45TR103" nciodm:ExtCodeID="C147590">
>A4STR1-Wear Orthoses</ >
>4 Stair Ascend - Did subject wear orthoses?</
>4 Stair Ascend - Wear Orthoses</

>A4STRITC</ >
>4 Stair Ascend Functional Test Test Code</ >
>CDISC Functional Test 4 Stair Ascend Test Code Terminology</
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Time

Ct P20 —> P21 —>» P22 —> P23 —> P24 —>» P25 —> P26 —> P27 —> P28 —> P29 —> {30 > P31

For Cdash 20150327 20160930 20161216

For Sdtm 20141219 20150327 20150626 20150925 20151218 20160325 20160624 20160930 20161216 20170331 20170630

MDR

| Ct P20 — > P21 — > P22 — > P23 — » P24 — > P25 — > P26 — > P27 — > P28 — > P29 — > R30 > P31

I For Cdash 20150327 , 20160930 20161216 |
For Sdtm 20141219 2015’0327 2015‘0525 20150025 20151218 2016‘0325 2015962‘ - Zﬂlﬁﬂg}q_ -~ 20161216 20170331 201"‘;‘530 I

' " l [ .7

| l | W\ I

| Global + pl"operﬂes 1.1 :' 3_0 \\‘ 1.4 3'2’.‘_:‘;" = = 1.];"— I

Therapeutic Areas L " - - 'I“" ’ d ]

s o on o o) on =l - — —— = = _‘.\\_ ’_r —| —. -\l— — — — — e — — — ).n- ______

Study level L1 1-'-1-1 12 »11n iy o7 321 322 » 320 111> 112 » 1Lln

I— ’ b = \\:‘: - = I_ ] T P _I "’/ [_ L 1
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! - - ™, I i l 'a-' l LT [ | -
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== 1::___"1?‘-—-:. ¥
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<7 version="1.0" encoding="UTF-8"7>

< xmlns="http://www.cdisc.org/ns/odm/v1.3" xmlns:xc="http://www.xclinical.com/xmlns/odm/xc-2-6" FileType="Snapshot" File0ID="Study.208198303216039615" CreationDateTime="
2018-05-25T16:19:09+02:00" AsOfDateTime="2018-05-25T16:23:08+02:00" Granularity="Al1" 0DMVersion="1.3" XClinicalVersion="marvin-2.6">

< 0ID="TestStudy GUF">
< >
< >TestStudy GUF</ =
= >TestStudy GUF</ =
< >TestStudy GUF</ =
</ >
< /=
< 0ID="MDV 1.0" Name="MDV 1.0" Description="MDV 1.0">
< >
< StudyEvent0ID="Default.Event.1" OrderNumber="1" Mandatory="Yes"/>
</ >
< 0ID="Default.Event.l1" Name="Default.Event.l" Type="Scheduled" Repeating="No" From="2017-05-25" To="Now" MDV="1.0" Predecessor="None" Successor="None">
< Form0ID="Default.Form.1" OrderNumber="1" Mandatory="Yes"/>
=f >
< 0ID="Default.Form.1l" Name="Default.Form.l" Repeating="No" From="2017-05-25" To="Now" MDV="1.0" Predecessor="None" Successor="None">
< ItemGroup0ID="Default.ItemGroup.1" OrderNumber="1" Mandatory="Yes"/>
</ =
< 0ID="Default.ItemGroup.1l" Name="Default.ItemGroup.l" Repeating="No" From="2017-05-25" To="Now" MDV="1.0" Predecessor="None" Successor="None">
< Item0ID="Default.Item.1" Mandatory="Yes" OrderNumber="1"/>
</ >
< 0ID="Default.Item.1l" Name="Default.Item.l" DataType="text" From="2017-05-25" To="Now" MDV="1.0" Predecessor="None" Successor="None">
</
</ >
</ >
< >
< 0ID="5ign 1.0">
= [>
< J=
=/ =

< xmlns:edit="http://www.xclinical.com/xmlns/editor/xc-1-0">
= />
>
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