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Define.xml (CRT-DDS)

«  Describes the content and structure of the included data in a machine
readable format

 Based on the CDISC Operational Data Model (ODM) making it vendor
neutral & platform independent

* Referenced by FDA in the eCTD (electronic submissions) guidance

«  Needed for all electronic submissions

Source : ECTD Guidance - http://www.cdisc.org/models/def/v1.0/CRT DDSpecificationl 0 0O.pdf



http://www.cdisc.org/models/def/v1.0/CRT_DDSpecification1_0_0.pdf
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Define.xml

Datasets for Study 1000-0000
L]
-———-—- =
Subject Elements Trial Design One record per actual element per Tabulation | STUDYID, USUBJID, ETCD, se.apt
subject SESTDTC
sV Subject Visits Trial Design One record per subject per actual visit | Tabulation | STUDYID, USUBJID, VISITNUM | sv.xpt
TA Trial Arms Trial Design One record per planned element per Tabulation | STUDYID, ARMCD, TAETORD, |taxpt
arm ETCD
TE Trial Elements Trial Design One record per element Tabulation | STUDYID. ETCD te.xpt
TI Trial Inclusion Exclusion | Trial Design One record per IE criterion Tabulation | STUDYID. IETESTCD fixpt
Criteria
TS Trial Summary Trial Design One record per trial summary parameter | Tabulation | STUDYID, TSPARMCD, TSVAL | ts.xpt H R d b I F t
™ Trial Visits Trial Design One record per planned visit per arm Tabulation | STUDYID, VISITNUM, ARMCD | tv.xpt u l I I an e a a e O r I I l a
cO Comments Special Purpose One record per comment per subject Tabulation | STUDYID, USUBJID, RDOMAIN, |co.xpt D f 1 I S I h nY
IDVARVAL efine.xml + Stylesheet
DM Demographics Special Purpose | One record per subject Tabulation | STUDYID. USUBJID dm xpt
CcM Concomitant Interventions One record per medication intervention | Tabulation | STUDYID, USUBJID, CMTRT. cm.apt
Medications episode per subject CMSTDTC
EX Exposure Interventions One record per constant dosing interval | Tabulation | STUDYID, USUBJID, EXSTDTC. | exxpt
per subject EXTRT
ML Meal Data Interventions One record per meal infervention Tabulation | STUDYID, USUBJID, VISITNUM. | mlxpt
episade per subject MLTRT. MLTPTNUM
suU Substance Use Interventions One record per substance type per visit | Tabulation | STUDYID, USUBJID, VISITNUM, | su.xpt
per subject SUTRT
AE | Adverse Events Ve One record per adverse event per Tabulation | STUDYID, USUBJID, AETERM, ae.xpt
subje AESTDTC
Ds asition Events One record per disposition status or Tal e YID. USUBJID, DSSTDTC. | ds.spt
protocol milestone per subject DSDECH
MH MedicN History Events One record per medical history event Tabulation | STUDYID, USUBJID, MHTERM mh.xpt
per subject
DC Pharmaco&%@'c Findings One record per sample characteristic Tabulation | STUDYID. USUBJID. DCTESTCD. | de.xpt
Clnnrantratinn o analita TCSDEC VIRITNI M DENTE
<ItemGroupbef 0ID="AE Rdeacsy Epemis athsst (AR Abap
name="AE
Repeatin ves" -
Isneferencepata="No" STUDYID | Study Idemifier Char CRF Page | The STUDYID vasiable has a fived
Purpose="TahulatioN" IDENTIFIER | format. 3NN _YYVY, where
def:Label="Adverse Kents" RN indlcates the 4-digit compound
def:Structure=" Acord per adverse ewvent pd code and the “YYYY" the d-digit snady
def :Domai ! STUDYIN, USUBJID, AETERM, AES code
def:Class="Events" DOMAD Domain A e - Dert
def:archiveLocationIp="L\cation. AE"> Char | DOMAIN IDENTIFIER
<Itemref ItemoID="AE. STUDYI o
orderyumber="1" USUBID Unigque Sulsject Char Sporsor Defined The USUBID variable has a fived
Mandatory="ves" Tdentifier IDENTIFIER | formar XO0X_YYYY_ZZ777,
Role="IDENTIFIER" where XXX indbeates the 4-digk
RoleCodel §5T0ID="ROLECODELIST N> compound code, VYY" the 4-digt
<Itemkef ItemOID="AE, DOMATH" study code mnd ZZZZ7 the -digt
ordernumber="2" paent code
| mandatory="ves"
Ro]e="IDENTIFIER . AESEQ | Sequence Nisuber Niam Derived Sequence munber (utomatically
rolecodel sToID="ROLECODELIST" /> penerated) to ensure uniqueness within
& dataset for a subject
AETERM  [Reponted Tenm for the | Char CRF Page 11 TQPIC
Adverse Event
L ( AEDECOD | Dictionary-Derived Char | AEDICT F Derived &Emm» MEDDRA
Term QUALTFIER version 10.1
|AEBODSYS |Bod Svucm o Orgn | Ch [ AEDICTF Doived AE tcp decoded 1o MEDDRA
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Define.xml - Metadata

Table Metadata

Dataset Name

Variable Metadata

Dataset Label

Variable Name

Class

Variable Label

Structure

Type

Purpose

Controlled Terminology

Keys

Origin

Role

Comment

Value Level Metadata

Source Variable

Value

Label

Type

Controlled Terminology

Origin

Role

Comment

Datasets for Study 1000-0000

AE Adverse Events Events One record per adverse event per Tabulaton  STUDYID, USUBJID, AETEEM. ae.xpt
subject AESTDTC

Controlled Terminology

Code Value

Code Text

Computational Algorithms

Reference Name

Computaion Method
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Define.xml - Metadata

Table Metadata Variable Metadata Value Level Metadata
Dataset Name Variable Name Source Variable
Dataset Label Variable Label Value

Class Type Label

Structure Controlled Terminology Type
Purpose Origin Controlled Terminology

Origin

Keys Role
Role
Comment
Comment

STUDYID Study Identifier text Protocol, CRF Page 1 The STUDYID variable has a fixed format:
IDENTIFIER | XXXX-YYYY'. where 200X indicates
the 4-digit compound code and the YYY Y’

the 4-digit study code
DOMAIN Domain Abbreviation text | DOMAIN Assigned
IDENTIFIER
USUBIID Unique Subject text Derived The USUBJID variable has a fixed format:
Identifier IDENTIFIER | ‘XOOO-YYYY-ZZZZY', where 30000

indicates the 4-digit compound code,
YYYY' the 4-digit study code and 'ZZZZ7'
the 5-digit patient code

Code Value Reference Name

Code Text Computaion Method
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Define.xml - Metadata

Table Metadata Variable Metadata Value Level Metadata
Dataset Name Variable Name Source Variable
Dataset Label Variable Label Value

Class Type Label
Structure Controlled Terminology Type
Purpose Origin Controlled Terminology
Origin
Keys Role
Role
Comment

Comment

Value Level Metadata (ValueList. VS.VSTESTCD)

VSTESTCD |BMI BODY MASS INDEX T Tehn i::thoc‘;""“‘m*’]
COMPMETHOD BMI
VSTESTCD | DIABP DIASTOLIC BLOOD PRESSURE text CRF Page 24
VSTESTCD HEIGHT | HEIGHT i CRF Page 22
VSTESTCD | PULSE PULSE RATE = CRF Page 24
VSTESTCD | SYSBP SYSTOLIC BLOOD PRESSURE e CRF Page 24
VSTESTCD |WEIGHT | WEIGHT o CRF Page 22
Code Value Reference Name

Code Text Computaion Method
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Define.xml - Metadata

Table Metadata

Dataset Name

Variable Metadata

Value Level Metadata

Variable Name

Source Variable

Dataset Label Variable Label Value
Class Type Label
Structure Controlled Terminology Type
Controlled Terminolo
Purpose Origin gy
Origin
Keys Role
Role
Comment
Comment
SEX, Reference Name (SEX)
F FEMALE
M MALE

Controlled Terminology

Code Value

Code Text

Computational Algorithms

Reference Name

Computaion Method
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Define.xml - Metadata

Table Metadata

Variable Metadata

Value Level Metadata

Dataset Name Variable Name Source Variable
Dataset Label Variable Label Value
Class Type Label
Structure Controlled Terminology Type
Controlled Terminolo
Purpose Origin gy
Origin
Keys Role
Role
Comment
Comment

Computational Algorithms (COMPMETHOD.AGE)

COMPMETHOD AGE Equals to (DM EFSTDTC-DM BRTHDTC)/365.25

Controlled Terminology

Computational Algorithms

Code Value Reference Name

Code Text Computaion Method
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Define.xml - Metadata

Table Metadata

Dataset Name

Variable Metadata

Dataset Label

Variable Name

Class

Variable Label

Structure

Type

Purpose

Controlled Terminology

Keys

Origin

Controlled Terminology

Role

Comment

Code Value

Code Text

Value Level Metadata

Source Variable

Value

Label

Type

Controlled Terminology

Origin

Role

Comment

Computational Algorithms

Reference Name

Computaion Method
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SAS Open Metadata Architecture

«  The SAS Open Metadata Architecture is a general-purpose metadata
management facility that provides common metadata services to SAS
applications.

»  The Metadata Architecture consists of :

— SAS Metadata Server

— SAS Open Metadata Interface

— SAS Metadata Model

— XML transport format and XML representation of metadata

=2-B-i

SAS Open SAS SAS
Metadata Metadata Metadata
Interface Server Model

*SAS® 9.1.3 Open Metadata Interface Reference Second Edition
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Metadata Flow

DI STUDIO ENVIRONMENT

MAPPING
SPECIFICATION
SHEET
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'DATASETS
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Metadata Specification Table

Dataset [~ [~ ]Class [+ |Structure [+ ]Purpose [~ |Keys [~]
AE Adverse Events Events One record per adverse event per subject Tabulation STUDYID, USUBJID, AETERM, AESTOTC
EA Findings One record bleeding event assessment per subject Tabulation STUDYID, USUBJID, BATESTCD, WISITNUM, EASFID
EE |eeding Event Events One record per bleeding event per subject Tabulation STUDYID, USUBJID, BESFID
EF gnostic Azzezsments Findings One record per test code Tabulation STUDYID, USUEJID, EFTESTCDO, WISITMUM, EFPSFID, EFCAT,
ET Eldpd Transfusion Interventions One record per blood transfusion per subject Tabulation STUDYID, USUBJID, BETTRT, BTSTOTC, BETSFID
Ch Cenffal Azzezzments Findings Tabulation STUDYID, USUBJID, CATESTCO, WISITMUM, CACAT, CASCAT,
One record per assessment per visit per subject CALOC, CASPID
[ ] Concofgitant Medications Interventions One record per medication intervention episode per subject Tabulation STUDYID, USUBJID, CMTRT, CMSTOTC, CMCAT, CMINDC
co Commengs Special Purpose One record per comment per subject Tabulation STUDYID, USUBJID, ROOMAIN, IDVARYAL
CF Complian: inding= One record per test code Tabulation STUDYID, USUEJID, CPTESTCD, WISITRUM
oM Diemagraphigs cial Purpose One record per subject Tabulation STUDYID, USUEJID
oS Diisposition Evei One record per disposition status or protocol milestone per subject Tabulation STUDYID, USUBJID, DSSTOTC, EPOCH
Ex Exposure InterveNjons One record per constant dosing interval per subject Tabulation STUDYID, USUBJID, EXSTOTC, EXTRT
HO Hospitalization: Events One record per hospitalis ation event per subject Tabulation STUDYID, USUEJID, HOTERM
IE IncluziondExclusidn Exceptions Findings One recard per Inslusion/Excluzion ariteria exception per subject Tabulatian STUDYID, USUEJID, IETESTCD
I Intake of Investigatonal Medication Interventions One record per intak.e of investigational medication per subject Tabulation STUDYID, USUEJID, IMTRT, IMSFID
LE Laboratory Test Res\ls Findings perecondpaclab testpertime noint pacuisit parsubisct, Tabulation TUDID USLE D L BTESTEO ISITRIIN L EO T
H - =~
MH Mledical History EuenFs
RELREC FRelated Records Special Purpose F| ?:F'_:E'N
Fs FPharmacokinetic!Pharmgcodynamic Sampling Findings e e = 2. § [EE.'T o
SE Subject Elements Trial Design ECAIITELEE? S 5 B _== 5 Deruedor
- COMP. ALGORITHM S 2 IoS@ @ Assigned
SR Surgery Events DA _EnT_DICTIONARY = O J2=ZF I ar CRF
=] Substance Use Interventions PREFIX VARIAELE MAME | -vLmTESTCD I 89 2E3EE O Protosan FAGE CORE CORMMENTS
SUFPAE Supplemental Clualifiers Special Purpose AE ETUDY IO Frotocol Feq | The STUDTID variable has 3 fined format: HeR -
SURPFPEA Supplemental Qualifiers Special Purpose R ::::ar':;h;f Efff l':g"f‘;;ltsj:;d;ﬂ::jzompound
SUFPFEBE Supplemental Gualifiers Special Purpose B AE DOrAAIN [mTu] X FATN] " Assigned Feq
- N SE ususJo Derived Feq The USUBJIO variable has a Fized Format: "=edi=-
SUFPFEF Supplemental Gualifiers Special Purpose F| VNV ZZZZZ wbere WA indicates the 4-digit
SUFPFET Supplemental Gualifiers Special Purpose B ;ozr;%%un: c%m:e. S e ‘L—digit study code and
o - G  the S-digit patient code
SUPPCA Supplemental Qualifiers Special Purpose R AE AESEQ Drerived Fieq |Sequsnce e [Zuxomaticallg generated) to
SUPFPDOM Supplemental Qualifiers Special Purpose B =nSure uniquensss within & dataset for s subject
o A AE AESFIO CRF ] Ferm
SUPFDS Supplemental Gualifiers Special Purpose F| AE AETERM CRF " Feq
SUPPEX Supplemental Qualifiers Special Purpose F) .
. B AE AEDECOD Assigned Feq AE term decoded to MedDRA terminology wersion
SUFPIM Supplemental Clualifiers Special Purpose R AEDICT_F :e 11
iFi i AE AEBOOSYS A d E AE term decoded to MedDRA terminol
SUPPSR Supplemental QuaI!F!ers Spec!al Furpose R AEDICT_F . FEIQre HR o &rm decoded bo P2 srminalagy version
SUPPMH Supplemental Clualifiers Special Purpose R AE AESEV AESEW " CRF ] Perm
i i : : AE AESER MYS P CRFE ) Exp
B Subject Visits Trial Dezign = ek EE e “ e " Eup
TA Trial &rms Trial Design BE AEREL [Tid ® CRF 5 Ezp
N N : SE SEOUT ouT CRF 4 F
TE Trial Elements Trial Design = T it & EEE " B =
Tl Trial IncluzionfEsclusion Criteria Trial Design AE AESDISAE Py " CRF 3 Ferm
n n N SE AESOTH T H CRF "3 Ferm
TS Trial Summary Trial Dezign AE AESHOSE T H CRF " Ferm
™ Trial Visits Trial Dieign AE AESLIFE g B CRF &) Ferm
iy e AE AESIIE (Y53 P CRFE " Ferm
Vs Wital Signs Findings AE AECONTRT MY 1 CRFE 3 Parm
WA wound Assessment indings AE AESTOTC IS0 SE01 3 CRF he] Ezp
AE AEEMOTC 150 g5 P CRF ] Exp
SE SAESTOY COMFPMRETHOD AESTOY H Derived Ferm
SE AEERMDY COMFPMRETHOD AEERDY H Derived Ferm
SE AEDUR I=0 2801 u Derived Ferm
SE SEEMBF STEMRF H CRFE ] Ferm
[ STUDYID Frotocol Feq The STUDYIO wariable has a Fined Format: "=k
TN, where MM indicates the 4-digit compound
code and the vy the 4-digit study code
=] DORASIN DORAAIR P Assigned Feg
= 8] [NE=NT=NTm} Drerived Fieq | The USUBLID variable has a fixed Format: S
YYYV-ZZZZZ, where WM indicates the 4-digit
compound code, "Y'y the 4-digit study code and
"ZZZZZ the 5-digit patient code
[=1 ] CrRSEQ Derived Feq Sequence number [automatically generated] to
ensure uniqueness within a dataset for a subject
| e CrATRT CRF B, 25, 38 Feq
¢ + M|y Table Metadata { Caolurnn Metadata § Walue Level Medad Cha CrMOECOD Assigned Ferm | term decoded to wHODD terminology version
DRUGDICT_F s WHO-DD 08:Sep
=t CRANECON inned Ferm | mhaegm P OO i r=jn
» mn Metadata walue Level Metadata # Codelist Metadata 4 Cormputational algorithrn 2
—- =
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Add Metadata

%Macro Addtablemetadata( Extension =, Value=, Tableld =);
data _null_;
file addmeta;

PUT '<AddMetadata=>';
PUT '<Metadata>';
PUT "<EXtenSiOn Id —RARLLLLLLLLLLLL] -

PUT ™ Name =" '""&Extension""" ;

PUT " Value =" ""&Value™" ">" ; ¢ SAS Code to Add Metadata
PUT '<owningobject>';

PUT " <PhysicalTable objref= " """&Tableld""" "/>"; — Uses <AddMetadata>

PUT ‘</owningobject>";

PUT '</Extension>'; method call

PUT '</Metadata>";

PUT '<Reposid>$METAREPOSITORY</Reposid>"; — Uses PROC METADATA

PUT <NS>SAS</NS>';

PUT '<I-- OMI_TRUSTED_CLIENT FLAG -->";
PUT '<Flags>268435456</Flags>" ;

PUT '<Options/>';

PUT '</AddMetadata>"';

run;

Proc Metadata Repos = "&REP_ID." in = addmeta ;
run;

%Mend Addtablemetadata;
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Add Metadata — Results

BAtddisayeanent Console View

dverse Events - AE Properties

| General| Coluirirg | Ihelexes || Keys || Physical Storage || Parameters || Notesl” Extended Aftributes Advanced|
N

Dezcription Type Infarmat g Adverse Lve Propertie o
! (Hane) (hior | Genersl | Columns | Indexes | Keys | Physical Storage | Parameters | hiotes | Extended Atributes | advanced |
2 biocuiiation thimes (Mor
3 bBdended Attributes for STUDYID (Mor| | # Value Descrigtion
4 (hor 1 Everts
3 # Field Mame Walue tMor 2 |STRUCTURE (One record per adverse event per subject
3 [PURPOSE Tabusistion
1 |[CORE Fe
& Report 2 (Mor | 1 kevs STUDID, USUBJID, AETERM, AESTOTC
i iction| | 2 [IRIGIN hidtacal BRFRane o h__[(Mor | |5 |pescreTion sdverse Everts
g Ei?s(s 3 |TERM \Qlor & [Doman 5E
g i SeveriN\ 4 [ROLE Iedertitier (N | |7 IxpoRT 4E xpt
10 Seriou 8[Nurmeric
11 &ction 20[Character
12 Cauza 200|Character
Notes for STUDYID
13 Outeol
14 Involve [ Motes it Storate | Parameters | ot | Extended Atributes | advanced
Assigred:
15 Conge Azsiane Mot tesdt: Y EBR@ B 7 U Velue E—=——
16 Persist The STUDYID variahle has a fixed format S006CTYY where %00e || | Everts
17 [& Result indicates the 4-digit cormpaund code and the " the 4-digit study ?"s T;“”’“ R S G R St
abuistion
18 & Feuir code STUDYID, USUBJID, SETERM, AESTOTC
-
1 9 IS Llfe Adverse Events
:,g' \ E
2| [@ \ |other e
2| [ b AECOMTRT  \Conco
2 b SESTDTC art [ vew ][ opeete [ ettecn. | 1|Character
23 b AEENDTC Erk D PO it 1|craracter
24 @ sEsTDY Sty R 1|Character
: 20|Charact
25 | [Q{@ED) seEMDY Studd u =
?— -l w ame Path 20|Character
26 E ‘@ AEENRF End g ARl rnerie -
s

] Import.. | Drelete |
-[E9 Trisl_Design_1160_0051
= Trial_Design_1160_0054 c I e
Trial_Design_1160_0056 ancel Help

Trial_Design_1160_0057
Trial_Design_1160_0058

| i (58 Trial Desion 1160 0053 | _ILI
< »

I \ [ ok ][ conce |[ men |

[Fohit Banga & SM-CRO-META1 crolocal - &
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Get Metadata

FILENAME INPUT TEMP;
FILENAME OUTPUT “..\output.xml”;

data _null_;
file Input;

put '<GetMetadataObjects=>";
put '<Reposid>$METAREPOSITORY</Reposid=>';
put '<Type>PhysicalTable</Type>";

put '<Objects/>"; * SAS Code to Extract Metadata
put '<NS=>SAS</NS=>"; .

put '<Flags>388</Flags>"; — Uses <GetMetadataObjects>
put '<Options>"; thod Il

put '<XMLSelect search="PhysicalTable[@SASTableName ="'@; metnoda ca

put """ "&NAME" ""]/TablePackage/SASLibrary[@Libref = " @;

but " “glibref" * @; — Uses <XML Select> element to

put '11"/>"; specify search string
put '<Templates=>';
put '<PhysicalTable 1d="" Name="" Desc="" SASTableName="" >'; — Uses PROC METADATA

put '<Columns/>";

put '<Extensions/>";

put '<Notes/>';

put '</PhysicalTable>";

put '<Column ID="" Name="" Desc="" SASColumnLength="" SASColumnType=""";
put’ SASColumnName="" SASFormat="" SASInformat=""">";
put’ <Extensions/> <Notes/> </Column=>';

put '<Extension ID="" Name="" Desc="" Value=""/>';

put ' <TextStore ID="" Name="" TextType="" StoredText="" />';

put' </Templates>';

put' </Options>';

put '</GetMetadataObjects=';run;

Proc Metadata Repos = "&Rep_ID." in=input out=results;

run;
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Map XML to SAS Datasets

- <GetMetadataObjects=
«<Reposid=A0000001.A5TG5IXN</Reposid>
«Type=PhysicalTable </Type=>
- «=Objects=>
- <PhysicalTable 1d="A5TG5IXN.ARD0D0001" Name="Adverse Events" Desc="SDTM 3.1.2 Global Standards Table" SASTableName="AE">
- <Columns:
- <Column 1d="A5TG5IXN.ASD000001" Name="STUDYID" Desc="Study Identifier" SASColumnLength="200" SASColumnType="C" SASColumnName="STUDYID"
SASFormat="" SASInformat="">
- <Extensions:
<Extension Id="AS5TG5IXN.ANDDD1G4" Name="CORE" Desc="" Value="Req" /> L4 R eS u It Of
<Extension Id="ASTG5IXN.ANODO1G5" Name="ORIGIN" Desc="" Value="Protocol, CRF Page 1" /> -
«<Extension Id="AS5TG5IXN.ANOOD1G6" Name="ROLE" Desc="" Value="Identifier" />
«<Extension [d="ASTGS5IXN.ANOOD1G7" Name="TERM" Desc="" Value="" /> < G et M eta.d ata.o bJ e CtS >
</Extensions>
- <Notesz> = -
<TextStore Id="ASTG5IXN.A900012A" Name="References" TextType="PlainText" StoredText="The STUDYID variable has a fixed format: 00X~ m eth O d Cal I I n n atlve
YYYY', where "XXXX' indicates the 4-digit compound code and the 'YYYY' the 4-digit study code" />
</Motes=

e SAS XML Format
- <Column 1d="A5TG5IXN.ASD00002" Name="DOMAIN" Desc="Domain Abbreviation" SASColumnLength="200" SASColumnType="C" SASColumnName="DOMAIN"

SASFormat="" SASInformat="" MetadataCreated="27Aug2009:08:14:00" Metadatalpdated="27Aug2009:08:14:00">
- <Extensions:

<Extension Id="AS5TG5IXN.ANDDD1G8" Name="CORE" Desc="" Value="Req" />
<Extension Id="A5TG5IXN.ANDDD1G9" Name="ORIGIN" Desc="" Value="Assigned" />
«<Extension Id="AS5TGS5IXN.ANOOD1GA" Name="ROLE" Desc="" Value="Identifier" />
«<Extension Id="AS5TGS5IXN.ANOOD1GB" Name="TERM" Desc="" Value="DOMAIN" />
</Extensions>
- <Notes=>
<TextStore Id="ASTG5IXN.A900012B" Name="References" TextType="PlainText" StoredText="" /=
</MNotes>
</Column=

Result.xml
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Map XML to SAS Datasets

=-B Columns

----- B & coumnig

----- B & Taplen

----- B & columnName

----- B & columnDese

----- B & ssscolumnMame
----- B @ sAscolumnLength
----- B & sascolumnType
----- B & sasFormat

----- B # sacinformat
= Tahles

----- B & Taplenw

----- B & Libranig

----- B & DatabaseSchemald
----- B & TablieMame

----- B & TableDesc

----- B & sasTablename
=8 TableExtensions

4 PI
J_I =Bl malimanEvtancinne
.

B oL =ource | B ol Schema source [ OMLMap | [#] 55 code Examplel B 7=00e view | Contentsl g Validatel El Logl
MLMap: ' \Stat'Data'DLBI_0865'S0TM Data'Define XMLV 1 60-0025 empdatatahlemetadata. map

<fumlversion="1.0" encoding="windows-1252"7=

—
<l— 2008-03-13T13:28:22 —=

d— SAS XML Libname Engine Map —=

d— Generated by XML Mapper, 9.1.0335. 20070926 1036 —=

Wl ban lnadad tahlamatadata man

SAS XML Mapper

SAS XML Mapper used to
make Map file

Map file converts Result.xml
into SAS Datasets

Resulting SAS Datasets
manipulated to make
Define.xml
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Proc Template

Proc template;
Define tagset TMP.ComputationMethod;
parent = tagsets.sasxmog;
mvar markup
OID
ItemOID;

define event row;
start:
break;
finish:
do /if cmp($markup, "FIRST");
trigger writeFirst;
done;
break;
end;
/* Use SASColumn event to load values into variables*/
define event SASColumn;
do /if cmp(NAME, "MARKUP");
set $markup VALUE;
break;
done;
end;
/* Define Tag writing events */
define event writeStart;
putq "<def:ComputationMethod OID=" $0OID ">" CR;
break;
end;

run;

Proc Template program to
convert SAS Datasets into
Define.xml

Uses Events to make
dynamic templates

Define.xml
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Proc Report

ODS PROCLABEL = "Datasets for Study &STUDY_ID.";

PROC REPORT DATA=Table_Metadata nowd noheader nocenter SPLIT=""
CONTENTS="SDTM Domains"
style(report) = [OUTPUTWIDTH = 100%];

columns SASTableName DESCRIPTION CLASS STRUCTURE PURPOSE KEYS XPORT;

define SASTableName/display width=30 "Dataset";
define DESCRIPTION/display width=30 "Description";
define CLASS/display width=10 "Class" ;

define STRUCTURE/display width=40 "Structure";
define PURPOSE/display width=40 "Purpose" ;

define KEYS/display width=30 "Keys" ;

define XPORT/display "Location" ;

COMPUTE XPORT;

URLSTRING = STRIP(XPORT);

CALL DEFINE (_COL_, 'URL', URLSTRING);
ENDCOMP;

RUN;

Proc Report Program to
convert SAS Datasets
into Define.pdf

Uses ODS option
PROCLABEL, PROC
REPORT CONTENTS
option to control
bookmarks

Uses COMPUTE block to
put Hyperlinks

Define.pdf
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Conclusion

* Centralized Metadata Repository

* Integrates all the metadata and stores it in one meta model schema that
can be accessed easily.

« Compare metadata across several studies which ensure consistency
throughout the project.

 Metadata checks can run on this repository to help better quality control.

* Repository can be populated before the actual programming begins
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