CDISC End-to-End
using ODM, LAB and SDTM

PhUSE SDE in Basel
March 18, 2009

Kurt Hellstern

HANDS-@N:=-



End-to-End?

CDASH

_ f\
ObM SDTM
(eCRF)
upload
LAB

- — —
______

5——____—’

HANDS @N::-

CDISC End-to-End



'ODM |

eCRF based on ODM

ODM in plain XML.:

1 <?xrml version="1.0" encoding="UTF-8"7=
2 <l edited with XMLEpy w2006 rel. 3 U (http: e altova. com) by Kurt Hellstern (Hands-on LLC) --»
3 =k
4
5 Britten by XClinical ODM Study Composer
P r O t O C O I G LAuthor: Philippe “Werplancke <philippe.verplancke@sclinical coms= XClinical GmbH
7 infor  this is the first license
g
9 SR
10 [F1=0DM xmins="http: Awvew. cdisc. org/nsfodmid 2" kmins: xc="http: Aevew. xclinical comfminsfodmde-
Granularity="Metadata" FileOID="Export.493585239632520445" CreationDateTime="2008-10-23T05.2%
1.2" ¥Clinicalversion="mamin-2.0" AsOfDateTime="2008-10-28T05:55:458+01.00">
1 = <Study OID="SNT-I-003"=
12 Z= <Globalvariables=
17 & <BasicDefinitions =
130 = =MetaDataversion OID="MD%.0.3" Mame="Version 0.3">
131 % <Protocol=
397 = <StudyEventDef OID="Event. ENTRY SCREEN" Mame="Demographic Data" Repeating="No" "
398 i «FormRef FormOID="Farmm DEMOG" OrderMurnber="1" Mandatory="Yes"f>
399 r </StudyEventDef=
400 = fFormDef OID="Form DEMOG" Marme="Demographic Data” Repeating="MNo">
401 i zltemGroupRef temGroupQID="IG BASE" OrderMurnber="1" Mandatory="Yes"f>
402 r </FormDef=
403 = <ltemGroupDef OID="|G.BASE" Mame="Demographic Data" Repeating="MNo"=
404 <lternRef ternOID="lterm.DM.INITIALS" Orderfumber="2" Mandatory="Yes"/ >
405 =ltemRef temOID="tem.Dh.5EX" Orderflumber="3" Mandatary="Yes"/>
406 zlternRef termOID="ltem.DM.AGE" Orderfumber="4" Mandatory="Yes"/>
407 zlternRef termOID="ltem.DM.RACE" OrderMurmber="8" Mandatory="Yes"/>
408 <ltemRef temOID="tem.DM. RACEOTH" OrdertMurmber="7" Mandatory="ho"/>
409 r </lternGroupDef=
410 g =ltemDef OID="ltem.DM.BIRTHDTC" Mame="Date of Birth" DataType="date" Length="10">
411 = <Cluestion=
412 { <TranslatedText xmllang="en">Date of bith</TranslatedText=>
413 r <fQuestions
414 r <flternDef=
415 = <Codelist OID="CodeList. RACE" Mame="Race" DataType="integer"=
416 § <CodeListhem Codedvalue="1">
417 = <Decode=
418 i «TranslatedText xml:lang="en">Caucasianfwhite</Translated Text>
419 r </Decode=
420 r </CodeListitems=
421 8 <CodeListhem Codedvalue="2">
422 = =Decode>
423 i «TranslatedText xmllang="en">Black</TranslatedText>
424 r </Decode=
426 r «/Codelistitem:
426 g <CodeListhem Codedvalue="3">
427 = =Decode>
428 { <TranslatedText xml:lang="en"=Criental</TranslatedText=
429 r </Decode=
430 r <fCodelistitems
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Schedule of Assessments and ODM

ODM

Screening| Baseline Visit Visit Follow-up
Months Day 1 1 6 7
Informed consent X confirm.
Inclusion/Exclusion criteria X confirm.
X confirm.
Previous medication X confirm.
Vital signs X > 4 X X X
Phvaical examinatinn X X | X X X
Are there any clinically relevant previous and ongoing diseases or procedures? X X X
Yes [ 4] @
ltemGroup A A 2
X
X X
TN X X X
S“mkm S~
Has the patient ever Z & o5l \
Mumber of pack yearsj| Clinically Relevant Previous and Ongoing Diseases and Procedures (enter only one condition per box)
|5 the patient a currerng Thyretoxic crisis with fallowing
| Complian X
HAN I )q Is there a treatment related to this disease? Yes ¥ @ 4




ODM

Survival Kit: A Ready to Use System

ODM in plain XML.: ODM as a map:

[ OO Tree @ -k E~-~Y—0O
= @ {Subject Protocol) A
=@ Event.ENTRY .SCREEM
=@ Form DEMOG
= @ 1G BASE
@ Itern DM, INITIALS
@ Iterm .OM.SEX
@ Itern.OM.AGE
=@ Item DM RACE
M Codelist RACE
@ Item.OM.RACECQTH
=@ Event, SCREEMIMNG.GE
(@ Form WISITDATE
& Form.ICD.GE
(@ Form DIAG
(@ Form MECHIST
=-[@ Form VITALSIGNS
=@ 1GVITAL.SIGNS HEIGHT
@ Itermn WS.HEIGHT
=0 Item VS WEIGHT
@ Measurementinit.kg
@ Itern.ws RESP
@ Itern.ws.HR_SI
@ Itern.WS.SYSBP_SI
@ Itern.wS.DIABP_SI
(@ Form PHYSEXAM
& Form.ECG

Protocol

i CDISC End-to-End S
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... Validated and CDISC Certified

1
2 0 land: -
3
4
5
B g il corr il ik
7
a
9
10 “hitp: e cdisc. orpnadodmiel 2° womine: oo="htpc e xclinical comfeminefodmixe-
Malaﬂata" FileQID="Expon. 483505239632020445" CraationDisteTime="2000-10-20T06:2
C ‘rranan- 2 0° AsODate Times "A08-10-70T06 55 48401 [
n «Sudy O D= “NT 003"
12 3 <(Globalvianables>
17 2 <BasicDefinitions>
1= <MetallataVersmon OI0="MDV 03" Mame="Vergon 3%
131 <Protocol>
7 <StudyEventDef OID="Event, ENTRY.SCREEN" Name="Darnographic Data" F'ep=a| ag="Mo"
38 <F ormiBef FormOID="F orrn DEMOG® OsdisMumbier="1" Mandidory="Y'
) </Studyl
400 |eFarmD Repeat
am <Hern 1" Mandatc
402 </Fornl
403 <IternGr 1 i
404 <Hern Wi; '
£05 <hem
406 <hem
&7 <Hern
408 chemPef hermOID="Hem. DM RACECTH" Orderbumber="T" Mar\da or
409 “fMemGroupDefs
410 <lermlef OI0="em DM BIRTHOTC® Name="Date of Buth® ype="date” Length="10">
4n eQuestion>
412 «TranzlatedText xmillang="en">Date of binh<TranslatedTaxt>
43 r <unshions>
414 I <MemDef>
415 <CodaList 0I0="CodaList. RACE" MName="Race” DataType="integer >
416 <Codelsttern Codedyalue="1">
417 <Decode>
418 | «TranslatedTest xroklang="en">Caucasianwhite</TranslatedTeut>
419 <Decode>
a0 r <Codelistitems>
421 eCodelisthem Codedyalue="2"
a2 <Dacode>
43 | =T ated Teext xrnd lang= "> Black <TranslaledTex >
424 i «/Decode»
425 <MCodeLigtitem>
an <Codelstitern Codedvalue="3"
a7 <Decode>
420 | «TranslatedTest xroklang="en">0nental<TranslatedTaxt>
458 I Decodis
430 I iCodeLisiltem>

Import

Export |

ODM
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... with a Graphical User Interface

ODM

-3 Study - Corellial2/Corellia-02.0dm - Eclipse Platform

M)

File Edit Mavigate Search Project Runm  Window Help

e et T y T T T = ) =
| 1 &l - B (@ | validate on Save | - budy |_(_ni=_| s ; it E‘fi_ﬁl;Study | 2
| 25 Wavigator | [ 0DM Tree 52 = O || @ pefinitions s2 = O || @ *corelia-02.0dm 52 T mi
Q- = , s []|
(A L Show all  Fitertypes ~ || Data Definition ]
| = [ (subiect Protacal) | B -
T Ikem SCHED.EG. WaLZ |
-3 Event SCREENING @ Ltem SCHED TIMEL T Atem:ya:srsth
[+ ﬂ Ewvent.Dayl ﬂ
Item W5, CONDITION "
=G Evert middleday it it @ o Ttem. V'S, 5YSEP
=R F] EISITDATE [0 Tt 45 HEIGHT Mame: Systolic blood pressure
=] ig.WISIT a _ e e
Iterm. 3. PULSE Binary: INg [
_ [i_ Trem.DATE ¥ ([0Ttem s, Svaep ﬁ_—'“j_ T
=@ F.Bwtalﬂgns (D Ttem, 5. WEIGHT DataType: {inkeger |"l
= ig.ws.cor2 @ i ==
i.cm.cradasy Length: 3
i gltem.GG.TIME E71.dev. accanf - ;
=t
c Em'VS'SYSBP ) Bi,dev,glupm SASFieldhamme: | sysgp
ﬁ MeasurementUnit, mmHg dev.inicalib .
Ikem. ¥5.DIABP @i.dev.monitor =
m MeasurementUnit, rmmHg Bi dev. phata.yn
= @ ivshe ) ) Edi.dev.timeprep
m MeasurementUnit, permin Bi.dev.timerem Questions
= B i.ws. kemp Bi.dm.diag _____ :
[i] Measurementlnit, deqC Bi bt [ en: S_ystc-l!c bloqd pressure
= B 5s.medch\fent Bi.lb.placeholder
z REESL @i.b.pregny Description
= ﬁ i.ws.urinexcret @i i ishetic
G m.miperday E8i.mh.ghvcontrol Systolic blood pressure measured in mmHg
= @ i.vs.oxysat 0. mh.instherbef
[i] Measurementnit, percent Bi i apathe?
= D F.artglye ni .
= ﬁ ig.lab. artglucdh .5 mechvert
a Ikern. GE, TIME ﬂi.vs.oxysat b InformationTexts
=] ﬂ i.lb.arkglve ai.vs.temp
i ﬁ ol E] r\tflelasurementUnlt.mgde @i.vs.urinexcret Codelist reference
'.g:!'a -artgye {3 codelist. 1704 _
=0 .Itlzm'GGl'TIME (3 CodeList. AE_acTION | B oo
Gy, Hbiartalyc ] (3 codstist. aE_DEY =|
m MeasurementUnit, mgpd| GCDdELiSt.F\E OUTCOME |
® @ Event LastDay 3 Codelist.AE_REL
+ 3 EesbGILIPRD [ CodetList. AE_SEY MeasurementUnit references
a EvEntRLR £33 CodelList. ALEUM 1
A Evont AR {3 CodeList. BASE_MED_EWENT_TVRE G om [NGmeE |

|+ i
& 3 Evert.£oFai €7 CodeList. BPSTATE

[+ ; 3 i

B Event, CM BCodeLlst.BGDEVICE | MeasurementUnit, mmHg mercury colunn
1

+- 3@ Event.COMMENMT O Codelist.COLOR |




... and Integrated Programming

ODM

= Study - Lhon Amé/santhera_thon2_mdv_0.3_M2.2.xml - Eclipse Platform M=)
File Edit MNavigate Search Project Run  Window Help
T HrEE QB @ T [ vadseonsave| | vaidatestudy ¢ O[@]F Y1 G 5 | B study | =
.‘E_T. Mavig :-El QDM T EX ": | '-'a Definitions Eﬂ; . =5 '_l!l *Corellia-02, odm I-ﬁ] *santhera_lhonZ_mdy_0.3_M2.2.xml EX_ - = E_l .
__ B-&eE- 7| showal Fitertypes = || Action il
e '? g?i;;tp.r;;??\?SCREEN 'i"'[i] Bt Mg FHYSEN, W40, Al R
= EJ F
~ 4 Location Paths
Path 1: | fiTtemData[@oID="Iterm.LE.SAMPL.BARCODER"]
= G Event
L | Mew Location Path |
-@ Path variables [
=) G F ]
fcontextMode (= |
=0r tparentMode = .,
fltern_LE_SAMPLE_BLOOD = |, fIkemData[@OID="Iter.LE. SAMPLE . BLOCD"] [
#Item_LE_SAMPLE_URIME := .. [/TtemData[@oID="Tkem, LE. SAMPLE.URINE"]
| Mew Path Variable. .. |
I:_:I E] =)
-d condition
() Use Calculation Reference (%) Use Expression 2
& ($Itern_LE_SAMPLE_BLOOD == "N") &2 ($Itern_LE_SAMPLE_URIME == "M") &2 ($conkextMode 1= "N") ] 0
Fov
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Vendors are Progressing

& CDISC - Morilla Firefox

ODM

SPONSO MEMBERS

€ DisC .

What's New

A atad Rlawrse Frnmrme ARCT A Clacteanies Haalth Das
> 2 ords to

PUBLICATIONS & PRESENTATIDONS

AL DATA INTERCHANGE STANDARDS CONSORTIUM

NTERNATIONAL | CONTACT
I -

JOIN CDISC
CDISC MAILING LIST

MEMBERS AREA

CDISC PORTALS

PUBLIC
DISCUSSIONS

“ STANDARDS

“ BRIDG MODEL

“ HEALTHCARE LINK INITIATIVE

<+ CDISC ODM CERTIFICATION

“ EDUCA” & TRAINING

& HEGIST']SDLUTI(JNS
PROVIDERS

<+ GLOSSARY

File  Edit s Hickrwu  Ranbroeke Tacls  Haln
g http://www.cdisc.org/odm/index.html| ., .. *
48] Most vist p - - - g - hareT || DMS »
| marvin - SNT-I-003 | 7] Home - SDTM Wwaorkstream || [] co1sc 8| [~ [fiative
£
NEWS ROOM | PUBLICATIONS & PRESENTAT
pw Open!
standards | education/training | members-only | registered solutions providers |
CDISC ODM Certification
The ODM Data Standard is increasingly recognized, as the ideal transport
method for data across the entire clinical trial enterprise, In order to ensure
' opm Certified consistency across toolsets and interoperability between ODM implementations,
the ODM Certification Program has been developed. Click here to read the
details and process for the O0M Certification Program, L =xsearch
Following are details of products that have received CDISC ODM Certification: c Health
ODM Data Import ODM Data Export
Snapehat Transactional Snapshot Transactional h—
Melodeln | Dala | Meladata | Detn | Meladsta | Data | Metadda | Dela
Company: ClinPhone (DatalLabs)
Pmd‘ i www.clinphone.com
Lct: Datalabs Clinical
Mersion: V4.1.2.1 build 11300 7 v i v 4
Date of Certification: | 12_3un-07
ODM Version V1.2 (V1.2.1)
Company: wClinical
gRla: www.xclinical.com
roduct: MARVIN
Version: V1.7.7 v v v
Date of Certification: 12-June-07
QDM Version: V1.2 (V1.2.1)
Company: Medidata Solutions
URL: www.mdsol.com |
Product: Medidata Designer v |»
Done
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LAB

LAB — Take it Easy!

| | coISC standards a8 | |-

Standards [

Laboratory Data Model
Base Model Yersion 1.0.1
Final XML Schema VYersion 1.0.1
Microbiology Extension Review Version
Reference Range Model Review Version

The CDISC LAR Base Model Wersion 1.0.1 is being released to industry for implementation. This update
incorporates changes to model specifications to address minor bugs and to harmonize with COISC's
Operational Data Model and Submissions Data Standards Model, As of April 2004, the CDISC LAR Team
iz releasing the final XML schema representation of the model for implementation. In addition, sample

At mem mrmuiAAA Fa Pl e s Hee e s AR R A L Sk B dH AL Tha Biceabialems Cobmmeimes e cnedese

1. Download Model from www.cdisc.orqg

The following file documents the contents of this release:

LabModelRelzasetotes . pdf Description of this release

LabModel.zip Zip file of all files in this release
The following files document the Base model wersion 1.0.1 and are being posted for implementation:

Lahi1-0-1-Specification. pdf The Lab Model v1.0.1 specification in pdf format

The Lab Base Model W1.0.2 data fields in Excel spreadsheet

Lab1-0-2-BaseDataFields.zls
format

The Lab Model +w1.0.1 reference ranges in Excel spreadsheet

format ["
bkt f ey cdisc, orgfmodelsflabf«1.0.1/Lab1-0-2-BasebataFields, x|s

Labl-0-1-ReferenceRanges.xls

2. Agree details with Sponsor and central lab
3. Run test load / adapt specifications

CDISC End-to-End 10
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LAB — the Detalls

LAB

A, B [ D E F G H
FIELD NAME REQD |SAS DEFAULT MAX DATA |EXEPLANATION SUGGESTED
YARIABLE REPRE- LEN TYPE CODELIST or
1 NAME SENTATION CONSTANT
27 Base Baitery Level
Battery Hatne Ho BATTREMAM  |(fuote) a0 Text  |The name of battery or panel to which the test |naties according to
belongs. BARC databasze
28
29 Base Test Level
Lab TestID Tes LETESTCD [rnone) a Text  |ThelD of the test performed as defined by the |Terms according CDIAC
data provider. ZDTM in Appendi: 2,
30 mapped to Test Name
Lab Test Hatme Hao LETEST [hone) 100 Text  |The name of the test performed as defined by |names according to
31 the data provider. BARC database
Test Status Tes TITETAT (note) 2 Code  |This indicates what the statug of the test is. codes as in BARC
There are three test statuses: database, no sponsor
(non mapping
CDISC D- Done
standard) M - Mot Performed
Z - Cancelled
32
Test Level Comurents Ho TATCOM [rnone) 2048 Text  |Free or standardized texts of all laboratory- [rone)
generated conunents relating to the specific
33 test.
34 Base Resuli Level
Reported Text Result Cond.  |RPTREIC [rone) 2048 Text or |Repotted text result by lahoratory. [rone)
35 Coded
35 |Reported Numeric Result [Cond.  |RPTRESN [hone) 20 Humetic |Fepotted roumetic result by laboratory. [none)
Repotted Numetic Result (Cond.  |RPTRESNP (none) 3 Text  |Repotted metic result precision at (none)
Precision laboratory. Example: 5,3 - representing the total
size of 5 with 3 positions to tight of the
37 decimal. (1345
Feported Reference Ho EFTHNELD [none) a0 Text  |Reported lower lindt of reference range. [(none)
38 Range Low
Reported Reference Ho EFTHEHI [rnone) a0 Text  |Reported upper limit of reference range. (rone)
39 Range High
Reported Units Ho RFTU [rnone) 20 Text or |Repotted result wnits by laboratory. HL7 Cottunon [30 derived
Coded units and [30+ extensions
40
Reported Result Type Cond.  |RPTRTYP (hone) 1 Code  |This indicates what the type of the reported [N, T, G and or L
tesult is if the test was done. There are @
4[4[} Sheetl / [«]

HANDS- @N::-
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LAB

LAB — Loaded into the eCRF

... and amended by the investigator’'s evaluation of
results outside of the normal range

POTASSIUM

Reference Range Low Result Reference Range High Alert  Evaluation BARC Status

31 41 mmalll &1 M D O |»
SODIUM

Reference Range Low Result Reference Range High Alert Evaluation BARC Status

132 146 mmal/ll 145 HI Mot clinically significant )] I ¥
ALBUMIN

Reference Range Low Result Reference Range High Alert  Evaluation BARC Status

38 2gl 52 I i O =
ALKALINE PHOSPHATASES

Reference Range Low Result Reference Range High Alert  Evaluation BARC Status

0 BAUL 267 M i O |»

All entries protected against changes — except
“Evaluation” in case of alerts not equal “N”

HANIS-@N::- CDISC End-to-End -



SDTM as Presented by CDISC

SDTM

Protocol

9
10
1

12
13
14

15
16
17

20
2
n
23
24
25
.}
7

3
32
33
3
35
36
37
3|
4
95

‘ Domain

Variable

28
rd

<?xml version="1.0" encoding="UTF-8"%>

<l-- edited with AMLSpy w2006 rel. 3 U (http:/Aerere.altova.com) by Kort Hellstern (Hands-on LLG) >
=
="2008-12-22T12:00:00+11;
«Study OID="SNT-I1-003"
def: StandardMame="Cl
2o FEEE g

=l--

<0DM srins="http:fwww. 11
—
< atudy O[D="5MNT-]-

CASCHEMAMc-tabulator-14
= =Globalariables=

patients with Leber's H 2o ccdistion
= =MetaData%ersion

S B -

<|-- Filetype: “tabulator. xml
hittp: fwann. w3, 0rgé1 2997 xlin
<StudyMame=RHODOS </ StudyMarmes
=Protocolfame=3
'=:|’[ETT'IGI’EILI|Z:IDET- CHO="0
2l

<l
wrmnlns:xo="http: annner, xcling
<studyDescription=A db, randomised, Placebo controlled study of the efficacy, safety and tolerability of Idebenone in the treatment of
r «/Globalvariables:=
<ltermnGroupDef QID="DM" Name="DM" Repeating="Mo" Purpose="Tabulation" def Label="Demographics" def Structure="One record

18 =
jser subject" def:Class="Special Purpose" def ArchiveLocationlD="Location.DM" def:Domainkeys="STUDYID DOMAIN USUBJID"=

<lternRef temOID="5TUD¥ID" Mandatary=
=lternRef ltemOID=
<lternRef ltermOID=
<lternRef temOID=
<lternRef termOID="RFSTOT
=lternRef ltermOID="RFENDT!
<lternRef lternOID="3TEID"
T

"Yes" OrderMumber="1" Rol

"IDENTIFIER" RoleCodelistOID="CL.ROLES" >

— ) Dol Eo
—

<lemLbUe —

<lternRef temOID=

<lternRef temOID="AGE" Ma

' =lternRef ltemOID="AGEU" Mandatory="Mo" Orderflumbe="10" Role="GUALIFIER VAR" RoleCodelistOID="CLROLES"/>

zlternRef ternQ0ID="3EX" Mandatory="Mo" OrderMumbe="11" Role="QUALIFIER.RES" RoleCodelistOID="CL.ROLES"/>

<ltemRef temOID="RACE" Mandatory="Na" OrderMumber="12" Role="QUALIFIER.RES" RoleCodelistOID="CL ROLES"/=

<lternRef tern0ID="ARMCD" Mandatory="No" CrderMumber="16" Role="QUALIFIER.RES" RoleCodelistOID="CL.ROLES"/>

zlternRef termOID="ARM" Mandatory="No" Orderhlurmber="17" Role="QUALIFIER.S¥N" RoleCodelistOID="CL.ROLES"/>

<lternRef temQID="COUNTRY" Mandatory="Mo" OrderMumber="18" Role="QUALIFIER. RES" RoleCodelistOID="CL ROLES" >

<ltemRef temOID="DMDTC" Orderfurmber="19" Mandatory="No" Role="TIMING"/=

<lternRef temOID="DMDY" OrderMurmber="20" Mandatory="No" Role="TIMING"/»

=lternRef temOID="INVMNAM" Orderflumbe="21" Mandatory="Ma" Role="GQUALIFIER SYMN"/>

=lternRef ternOID="INID" Orderflumber="22" Mandatory="No" Role="QUALIFIER.REC"/>

F <def:leaf ID="Location.OM" xlink: href="DATASET_DM.XML">

B <tht: Select ContextPath="/SubjectData" DID="5el.1">

F <fltermGroupDef=

CDISC End-to-End
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From ODM

Protocol

to

SDTM

SDTM

VISITNUM

HANDS @N::-

CDISC End-to-End
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ltem Names to Variable Names

 No requirements in ODM

Mandatory names in SDTM

« Container for precisely defined items

Specifications by --TESTCD, etc

« In some cases, names are equal, e.g. AETERM

DAS
SDASH

Think backwards — start at the end!

SDTM

clinical
L development
services

CDISC End-to-End
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SDTM

Preparation of eCRF

We believe in ,Reverse Development*:

We decide where we want to go...

\
v

... then we start walking. A SDTM
ODM *&.D SH
(eCRF) A

—
—>

— __ N~

HANDS-@®N:::- CDISC End-to-End 16



Why Two Standards?

SDTM

CDASH (ODM)

« Recommended standard for the collection of data

« ... from aclinical, scientific and regulatory perspective

SDTM
« (Mandatory?) standard for the submission of data

 ...from an analysis and review perspective

overlapping
 Field/variable names and attributes if data are identical, e.g.

RACE, AETERM, EXTRT, EXDOSE, ect.

HANDS-®N: CDISC End-to-End
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AE: Apparently a 1:1 Mapping

SDTM

ODM(CDASH) SDTM
ltem in CRF Var in AE Domain Other Source
AEYN
AETERM AETERM
AESTDAT } AESTDTC
AESTTIM
AEDY derived
AESEV AESEV
AEREL AEREL
HANDS-@®N:::- CDISC End-to-End 18



SDTM

... hot at all!

Patient Diary AEYN
Were the Adverse BEvents and Concomitant .

Medications recorded in the patient diary, es NO Var N SDTM
fransferred fo the e CREF?

oy

Was a patient diary handed out to the patient? YRS ¥ IEI
Aitverse Bvents
Alhverse
Is this event causal
Adverse event event Start Date  Start Time End Date End Time ongoing Severity Relationshin
serious? at final |
visit?
infectious gastroenteritis Mo 2710652008 10:00 2710652008 10:00 Mo hild Unrelated
headache [ [a] 140852008 14:30 15/08r2008 22:00 ] Mild
starmach ache right site [ [Unknomar] [Unkrniowaen] [ fild
|
AETERM AESTDAT || AESTTIM AEONGO No CRF Field
derived
AETERM AESTDTC AEENRF AESTDY

HANIDS-@®N::
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VS Domalin

ltem in CRF

DIASBP ~
<

Var in VS Domain

VSTESTCD
VSTEST
VSORRES
VSORRESU
VSORNRLO
VSORNOHI
VSDTC
VSDY

SDTM

Add. Source

metadata

metadata

look-up table
look-up table
visit header: VISDAT

derived

HANDS-@N:=-

CDISC End-to-End
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SDTM

VS Domain 1: Single ltems in ODM

Vital Signs

WWelght WEIGHT B0 kg

Respirat t 200 /mi
espiratory rate RESP min VISDAT

Sitting heart rate HR 56 /min

Sitting systolic blood pressure SYSBP 120 mmHg

Sitting diastolic blood pressure DIABP 70 mmHg
VSTEST VSTESTCD VSORRES VSORRESU VSPOS VISITNUM VSDTC
Diastolic Blood | DIABP 70 mmHg Sitting 3 20090219
Pressure

HANDS-®N: CDISC End-to-End 21



SDTM

VS Domain 2: Table Items in ODM

Vital Signs

Wieight 60 kg

Fespiratory rate 20 /min
@ eart rate 56 /min [X sitting V|SDAT
Sitting systolic blood pressure 120 mmHg

Sitting diastolic blood pressure 70 mmHg derived

VSTEST VSORRES | VSORRESU | VSPOS

VSTEST VSTESTCD VSORRES VSORRESU VSPOS VISITNUM VSDTC
Diastolic Blood | DIABP 70 mmHg Sitting 3 20090219
Pressure

HAND S.N CDISC End-to-End 22




SDTM

VS Domain 1 vs. 2: Discussion

« Do you define items like VSORRES related to
VSTESTCD in your Data Management System or do
you prefer to define items like SYSBP (Systolic
blood pressure, numeric, 3.0, mmHG)?

 In both cases, there is mapping programming to be

done.

e How do you build up your (company’s) Meta Data

Repository?
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How to Program the Mapping?

SAS — Go the well known way

SAS —do it using PROC CDISC

Create a mapping using SQL, C, C++, ...
Use a ODM-SDTM mapping tool

R

... validated and CDISC Certified?

SDTM
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An Expl of a Mappin

SDTM

Tool with a GUI
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The Mapping Program Window

SDTM
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Tasks to Be Done:

1. Create analysis datasets (ADaM) = Statistician
Create the define.xml file

3. Store data and define.xml files in correct location in the eCTD

1 [folder name] Replace with folder name, e.g, m5
1 Datasets
Ca [study] Replace with study identifier, e g, 123-070
Ill analysis Containg analysis datasets and associated files
(] programs Contains program files
|;| listings Contains data listing datasets and associated files
1 profiles Contains subject profiles

(] tabulations Contains data tabulation datasets and associated files

5. Wait on submission day

push the button...
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Conclusions

« CDISC supporting tools are coming

« Not CDISC is the problem —it’s the change

« CDASH — a starting point for a metadata repository
« CDASH —-why not? Your names are not better!
 Increasing clarity of our communication

« Only practical experience brings us forwards
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The Team:

HANDS.N eCRF & Database Design

% BIOP Programming &
Biometrical Practice Statistics

\ clinical MARVIN eCRF

eCRF Composer
SDTM Tabulator
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Please do not hesitate to send your
guestions to

kurt.hellstern@hands-on.ch
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