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Metadata

Data

Convert to Controlled Terminology

*) Other input formats (CDASH, SDTM, …) are possible!
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%hp_SetupSpecs(

iLibIn          = LIBRAW

,iStandardDS     = AE DM DS EX SUPPAE SUPPDM TA TE TI TS TV

,iCustomDS       = Events - XA XB | Findings - XC XD | Interventions - XE XF

,iSUPPVars       = AE - ACNMOD AETRTEM | DM - RACEOTH

,iFmtVars        = AERAW - AEOUTRAW | DMRAW - ETHNICRAW | CMRAW - CMDOSURAW CMDOSFRQRAW

,iVisitVars      = SVRAW - VISITNUMBER VISITNAME

,iLibMeta        = LIBMETA

,iDSCT           = Ctsdtm20200925

,iDSIG           = Sdtmig32

,iDSCRFfdf       = acrf.fdf

,iTmpDoc         = Specs_Template.xls

,iLibOut         = LIBMETA

,iDocOut         = SDTMSpecs.xls

);
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Convert.xls

Mapping/Define.xml Trial Design
Domains

RELREC Define.xml
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After running %hp_SetupSpecs

After manually update and before calling %hp_ConvertData
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For RELREC on USUBJID level a SAS macro can be developed and included!
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SAS programming

• Module header for all created SAS programs

• Preparations to be executed before start of convert

• Preparations to be executed after convert is finished

• Macros and/or datastep functions utilized during 
convert
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Convert Data

%hp_ConvertData(

iLibIn = LIBRAW

,iSpecsDir = LIBMETA

,iSpecsIn = SDTMSpecs.xls

,iLibOut = LIBSDTM

);
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Data

*) Other output formats (ADaM, …) are possible!
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******************************************************************************;
** Module Name:       DM;
** Module Type:       SAS program;
** Topic / Project:   SDTM / xxxx;
** Source File:       ..\DM.sas;
** Software(Dev/Sys): SAS Version 9.4 / Windows 10;
**----------------------------------------------------------------------------;
** Short Description: Create SDTM dataset DM;
** Comments / To Do:  The following libraries must be defined: Raw, SDTM;
** Developer list:    Created by ROSA macro library;
******************************* H I S T O R Y ********************************;
** Developer  Date    Remarks;
** ------- ---------- --------------------------------------------------------;
** ROSA     20201014  Start of development;
** ROSA     20201121  Implementation finished;
******************************************************************************;

...

** add data from dataset DEMOG;
data SDTM.dm;
set SDTM.dm Raw.DEMOG (in=a);
if a then do;

...
SEX = upcase(substr(GENDER, 1, 1));
ETHNIC = ETHORIG;
RACE = RACEORIG;

...
end;

run;
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Create P21 Define Specification

%hp_CreateP21DefineSpec (

iLibIn = LIBSDTM

,iSpecsDir = LIBMETA

,iSpecsIn = SDTMSpecs.xls

,iTmpDoc = P21_Template.xls

,iDocDir = LIBMETA

,iDocOut = P21DefineSpec.xls

);
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P21 Define Specification
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P21DefineSpec.xls
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Study
Protocol e.g. 3.2SDTM-IG

ADaM-IG
SEND-IG

e.g. „en“ or „en-GB“

see Define.XML 2.0, pages 55-58, 73
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Yes
No

n.a.

Delimiter: “,“

see Define.XML 2.0, pages 64-70
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LT
LE
GT
GE
EQ
NE
IN
NOT IN

XPT
= ValueLevel.WhereClause

= ValueLevel.Dataset

variable on which the Where clause is based
(--TESTCD, QNAM, PARAMCD) see Define.XML 2.0, pages 66-67
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Controlled Terminology

1, 2, ...
= Variables.DataType
or ValueLevel.DataType

see Define.XML 2.0, pages 74, 82-86
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text
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float

MedDRA
WHODRUG
...

unique ID free text

Dictionary

see Define.XML 2.0, pages 82 und 87
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= Variables.Method
or Variables.Comment
or ValueLevel.Method
or ValueLevel.Comment

Computation
Imputation Convert

Definition

n.a.

Document

see Define.XML 2.0, pages 58-60, 72, 88
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Annotated CRF
Reviewer’s Guide
...

acrf
ReviewersGuide
...

acrf.pdf
sdrg.pdf
adrg.pdf
...

see Define.XML 2.0, pages 91-92
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Thank you for your attention

.
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