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Define.xml example

Dataset level

Variable level

Value level

Codelist level (Controlled Terminology)

XML Document
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Pros and Cons vs OpenCDISC/other tools

Fees Free with SAS Free Expensive Expensive,
license (man-months) renew fees

Pros Anintegral part Easy to use; Easy to use and Easy to use and
of Clinical Data No learning customization customization
Integration; curve, several
can be button clicks

customized to
fit user’s need

Cons Learning curve Little QC needed; ??
customization Keep up with
(Code List); new Define

User has to edit versions
study specific

information on

the XML file

directly.
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SAS CST folder structure

* C:\Program
Files\SAS\SASClinicalStandardsToolkitSDTM312
\1.3\sample\cdisc-sdtm-3.1.2\sascstdemodata

* C:\Program

Files\SAS\SASClIinicalStandardsToolkitCRTDDS
10\1.3\sample\cdisc-crtdds-1.0
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Folder structure

B ) teststudy
= ) CRTDDS10
I control
) data
2 deriveddata
I derivedmetadata
3 metadata
I3 Programs
I referencexml
I5) results
I sourcexml
I transport
= [ SDTM312
I3 control
) data
= 1) derived
I data
I=) formats
I3 metadata
I3 metadata
© Programs.

I results
=) terminology

-
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Work flow

1 create sourcemetadata.sas

2 update _meta_dataset variable.sas
« 3 create crtdds10 from_sdtm311.sas
4 update _meta value codelist.sas
5 create crtdds define.sas
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/Validate SDTM Ccmpliance\

1_create_sourcemetadata sas

cst_metadatareport.sas

validate_data.sas

cst_report.sas

SAS CST v1.3 Work Flow for Definexml

Source study

Source_ tables

Source columns

A.update sgurce_ study(study title,
protocolid), source tables (xpt

files path), source _columns (origin
and comments), exceptvalue level
metadata and computational

_/

/ Create Define.xml

m3ll.sas

3 _create_crtdds10_from_sdt

validate_crtdds_data.sas

5_create_crtdds_define.sas

545 provides data model that represents CRT-
D0S Version 1.0 format in 39 SAS data sets.

This program will create thoze 39 datasets.

e ____.—-'"'""___—_

methods

Annotatedcrfs, mdvleaf,

Supplementaldocs,
definedocument

Computationmethods
itemdefs.ComputationMethodOl
D

b

B. update link for blankcrf. pdf,
value level metadata and
computational methods, MedDRA
and WHODRUG version.

create_sascrtdds_fromxml.s
as

\S

/

Valoelists, vanetisttenmes;

itemvaluelistrefs, itemdefs

externalcodelists

This program creates Define.xml.




Data structures

« 4 LEVELS OF METADATA

— Dataset level

— Variable level
— Value List level
— Code List level
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source_study

« Study protocol, description

A, B C D E F
1 |warnum [varighle tvpe |length [label format
g 1|sasref char 7|34 metadata libret
3 2|definedocurmentname |char 64| Unigue study 1D BB
4 3 StudyMame char| 128|5tudy name 128
5 4| StudvDescription char| Z000|Description of the study [$2000.
B 5|PratocolName char| 125|Protocol name 128

defTinedocumentname sasref studyname protocolname studydescription
1|definet SRCDATA study1 Protocol abc first study
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source_tables, Dataset level metadata

2013-05-24

H
Metadata Excel Sheet

Tahle

Class

ZmlFPath

Structure

kevs

B [ B B =
wvarnum [vanahkle type [length |label format
1|SASref char 8| SASreferences sourcedata libref  [$8.
2| Takle char 32| Tahble Mame $3z
3|Lahel char 40| Tahle Lahel $40.
q|Class char 40| Dhservation Class within Standard [$40.
El=mlFath char| 200|{Relative) path to xptfile $200.
Bl=mlTitle char| 200[Tile for xptfile F200.
7| Structure char 200({Table Structure %200
8|Purpose char 20|Purpose $20.
9[Kevs char| 200|Table Kevs $200.
10|Date char 20|Felease Date 20
11| Standard char l|Mame of Standard 520
12| Standardyersion |char 20%ersion of Standard 520
13| Camment char 200 Comment $200.
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source_columns, Variable level metadata

H
kMetadata Excel Sheet

tahle

colurmn

lahel

type

=mldatatype

=mlcodelist

origin

role

algorithm

comment

Core

A, B C O E F
1 |warnum [variable type [length |lakel tormat
2 1[5A5ref char 8| SASreferences sourcedata libref .
3 2|table char 32| Table Name $32
4 3| calumn char 32|Column Mame $3E.
h 4|lahel char| Z00|Column Description $200.
b blorder nurm 8| Column Order rB.
7 Etype char 1| Column Type [$1.
8 ?|length U 8| Colurmnn Length 8.
9 8ldisplavtormat |char 32|Display Format $a2.
10 3|xmidatabspe char B[HML Data Twpe .
11 10[xmlcodelist char 32| 545 Format/=<hL Codelist $3e.
12 11]arigin char 40| Column Origin $40.
13 12|rale char| 200{Column Faole $200.
14 13]algorithm char| 1000|Computational Algorithrm or Method $1000.
15 14]standard char 20|MName of Standard $20.
16 15]standardwersion [char 20%ersion of Standard $20.
17 16| comment char| 1000|Comrment $1000,
18 17|DataTyvpe char B[ Column Type .
19 18{core char 10| Column Reguired or Optional 0.
20 19{term char 80| Controlled Term or Format in Standard  [$80.
21 20| gualifiers char| 200{Column gualifiers (space delimited) $200.
22 21| standardref char| 200[Associated reference(s) in Standard $200.

L]
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Fill in study specific information

« 2 update _meta_dataset variable.sas

Microsoft Office Microsoft Office Microsoft Office
Excel Worksheel Excel Worksheel Excel Worksheel
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SAS CST v1.3 Work Flow for Definexml

/Validate SDTM Ccmpliance\

1_create_sourcemetadata sas

cst_metadatareport.sas

validate_data.sas

cst_report.sas

R

_/

s Create Define

m3ll.sas

3 _create_crtdds10_from_sdt

validate_

5_create_crtdds_define.sas

Source study

Source_ tables

Source columns

A.update sgurce_ study(study title,
protocolid), source tables (xpt

“"“'--.‘ files path), source _columns (origin

and comments), exceptvalue level
metadata and computational
methods

545 provides data model that represents CRT-
D0S Version 1.0 format in 39 SAS data sets.

This program will create thoze 39 datasets.

e ____.—-'"'""___—_

Annotatedcrfs, mdvleaf,

Supplementaldocs,

definedocument

Computationmethods
itemdefs.ComputationMethodOl
D

b

B. update link for blankcrf. pdf,
value level metadata and
computational methods, MedDRA
and WHODRUG version.

as

create_sascrtdds_fromxml.s

\S

/

Valoelists, vanetisttenmes;

itemvaluelistrefs, itemdefs

externalcodelists

This program creates Define.xml.




Data structures

« 4 LEVELS OF METADATA

— Dataset level
— Variable level
— Value List level
— Code List level

2013-05-24
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39 datasets, Value List level metadata

LY== BN (= R, B i TR S R

EIQIMMMMMHI—IHHGI—'HI—'HI—I
o TE R I T = TR R R ] o TE R S R

1=

ltemDefs

ltemValuelistRefs

ValueListOID

FK_IltemDefs

oID

Mame

DataType

Length

SignificantDigits

SASFieldName

sDSVarMame

origin

comment

CodelListRef

label

displayformat

ComputationMethodOID

FK_MetaDataVersion

& mdv
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Valuelists

Q1D

FK_MetaDataVersion

ValueListltemRefs

ItemOID

OrderMNumber

Mandatory

KeySequence

ImputationMethod Q1D

Role

RoleCodeListOID

FK_Valuelists

VSTESTCD.VALS, SUPPAE.QNAM.VALS
COLxxx

VSTESTCD.WVALS, SUPPAE.CNAM.VALS
& mdv

WAL X

VSTESTCD.VALS, SUPPAE.OMNAM.VALS
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39 datasets, Code List level metadata

ItemDefs

Codelists

alD

oID

Codelistltems

Mame

Mame

DataType

DataType

Length

SASFormatMame

SignificantDigits

FE_MetaDataVersion

SASFieldMame

L= = R R = VR B R R R 6 R

sDEVarName

-
=

origin

b
[

comment

CodelistRef

-
fd

label

-y
(4% ]

juy
F-Y

displayformat

&

ComputationMethodOID

ju
=i

FK_MetaDataVersion

-
=
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oID

Codedvalue

FK_Codelists

Rank
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Fill in study specific information

4 update meta_value codelist.sas

Microsoft Office Microsoft Office
Excel Worksheel Excel Worksheel

2013-05-24
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/Validate SDTM Ccmpliance\

1_create_sourcemetadata sas

cst_metadatareport.sas

validate_data.sas

cst_report.sas

SAS CST v1.3 Work Flow for Definexml

Source study

Source_ tables

Source columns

A.update sgurce_ study(study title,
protocolid), source tables (xpt

““‘-\..‘ files path), source _columns (origin

and comments), exceptvalue level
metadata and computational

_/

/ Create Define.xml

m3ll.sas

3 _create_crtdds10_from_sdt

545 provides data model that represents CRT-
D0S Version 1.0 format in 39 SAS data sets.

This program will create thoze 39 datasets.

e ____.—-'"'""___—_

methods

Annotatedcrfs, mdvleaf,

Supplementaldocs,

definedocument

Computationmethods
itemdefs.ComputationMethodOl
D

b

B. update link for blankcrf. pdf,
value level metadata and
computational methods, MedDRA
and WHODRUG version.

Valoelists, vanetisttenmes;

itemvaluelistrefs, itemdefs

externalcodelists

This program creates Define.xml.




