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SASP® Clinical Data Integration

= New product offering iy

from SAS S99
Available for SAS 9.2 S
- valiabie 10r .
SAS" Clinical Dat
Platform Integralt'ii:;:iaStuz; 2.1

= Extends functionality of
SAS® Data Integration
Studio

* Plug-ins
 Transformations

* Reports
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SAS Clinical Data Integration Features

= Provides a central platform for metadata
management of industry standards

= Flexible for CDISC +/- scenarios and custom
standards

= Customized Data Integration Plug-ins for
Standards Management

= Customized Transformations for Standards
validation and Define.xml generation

= |ntegrates with SAS © Clinical Standards Toolkit
for validation and conversion between models
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SAS Clinical Data Integration Workflow

* |Import Data Standards

= Customizing Data Standards

= Configuration of Defaults

= Create a Clinical Component

= Define Domains

= Utilize Metadata in transformation process
= Monitor Development Status

= Analyze Use of Data Standard
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Importing Data Standards

Clinical DI Administration | -

Import Wizard

Select Metadata Source
The following data sources are registered in the system

Import Wizard

.......................................................................... Select Data Standard Type
::::|ir|i.:.3| N Ralt= g = il nla@ The Foliowing standards are available for import

Import Wizard

CLSTOM-SDTM Select Data S_tandard Version
The Following wersions are available For import
_DISC-TERMIMNOLOGY

CDT3C-50TM

3.1.1

= CDISC Industry Standards
shipped with SAS Clinical Data
Standards Toolkit

= Adaptable to custom
Implementations
« SDTM +/-
* Internal Standards
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Data Standard Loaded in Metadata

Clinical DI Administration -
=5 J Diata Standards ~
: EI J OIS SDTM WS 1.1

=4 Colurmn
[ IDENTIFIE
----- 7 FINDINGS
A1 EVENTS
IMTERYENTIC

EI JD in Templates
1] AE DRdverse Events)
SDTM:  {..77 M dancomitant Medication

DomalnS ...... -'H; |:|:| |::|: mments}

A LM (Cfemographics)
: M S icnmciFime

R —_— | 5
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Customizing Data Standards
= SDTM Standard LB Domain

x
Cptions | Motes | Extended Attributes | Autharization | Clinical Domain
General Calumns Indexes | Keys | Parameters | Physical Skorage

A2 EH *@ oo X
& me Description Type Lenatt
27 @ LESPEC \ Specimen Type Character :;I
11:"1\ LESPCCMD Specimen Condition Character .
(29 {r},_ LEMETHOD \ Method of Test or Examination Character :
30 @ LBBLFL \easeline Flag Character
31 11:"1\ LEDRYFL &rived Flag Character
32 {r},_ LBFAST Fa\ting Skatus Character
33 iy LBTOX Toxity Character .
34 ‘{r}, LETOGR Star‘:lard Toxiciky Grade Character p
35 {r},_ WISIT Wisit Warne Chatacter :
3 |F @ vISITNUM visit fumber Murmeric
37 @ WISITDY Plannfed Study Day of Visit Mumeric
38 @_ LEOTC Date,,l'ime of Specimen Caollection Character f
39 {r} LBENDTIC End I’ate,l'Time of specimen Collection Character £
40 @ LEDY Stud} Day of Specimen Collection Murmeric
41 @_ LETPT F‘Ialfued Tirne Point MName Chatacter :
42 | ({2 LBTPTHNUM Plgfined Time Point Number Mumeric
43 {r}}, LEELTM Eﬁpsed Time From Reference Poink Character £
44 @ LETPTREF {ime Paoink Reference Chatacter =
‘\ Kl / | ]
(0] 4 I Cancel Help |
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Customizing Data Standards
= Customized LB Domain (SDTM +/-)

x
Physical Storage | | Mates II Extended Attributes | Authorization | Clinical Domain
General Columns Indexes Keys Parameters
LA E a8 »a|X

# Mame Cescription Type Length Informat Faorm
1] Ay STUDYID Study Identifier Character 40|{Mone) (Mone)
2 ,@, DOMATN Damain Abbreviakion Character 3 |(MNane) [Mone)
3 ? ‘@}_ IISUBIID Unique Subject Identifier haracter 40|(Mone) rMone)
4 @ LESEQ Sequence Number Murmeric & |(MNone) [MNone)
5 (g? {r} LETESTCD LAE Tesk or Examination Shart Mame Character & |(MNone) [Mone)
A ,@, LETEST LAE Tesk ar Examination Mame Character 40 [(Mane) [Mone)
7 ‘@}_ LEORRES Result or Finding in Qriginal Units haracter ( 25 [JMone) rMone)
a 4@, LECRRESL Criginal Units Character 40 (Mone) [MNone)
q @ LESTRESM murmeric Result/Finding in Standard Uniks Murmeric & |(MNone) [Mone)
10 @ LESTHRLD Reference Range Lower Limit-Skd Uniks Murmetic 3 |(MNane) [Mone)
11 @ LESTHRHI Reference Range Upper Limit-Skd Units Mumeric &|{Mone) rMone)
LELOIIC Lol Character 200|(Mone) [MNone)

< A

A LEELFL Character 1 [(Mone) (Mone)
15 ‘@}_ LEDRYFL Derived Flag haracter 1 /{Mone) rMone)
16 4@, WISIT Wisit Mame Character 40 (Mone) [MNone)
17| 7 iz WISITMUM Wisit Murnber MuMmEric 8 |iMone) (Mone)
,@, LEDTC Dake|Time of Specimnen Calleckion Character A4 [(Mone) [Mone)
-7 @ LETPTHUM Planned Time Poink Mumber Mumeric &|{Mone) rMone)
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Clinical Domain Properties

Properties:
WENT= Walue
(_lassification Special Purpose d
DomaindrchiveFilename
DomainIdentifier [
DomainPurpose Tabulation o
Domainstruckure one record per subject v
[si_uskam
I55plit
Is5upplemental
UsesTemplate brue o
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Clinical Domain Column Properties

Nu:ul:esl Extended Attributes  Clinical Calurmn I

Label:

i_ounkry

Propetties:

Mame Yalue

Conkributes ko Key False -
i_ore Feq v
Display Formak

Method

CIrigin CRF or Detived -
Prefix by Identifier false -
Qualifiers LIPPERCASE

Rale ResultQualifier -
Term IS0 3166 3-char, code

wML Codelisk _OLNMTRY

sML Type bt
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Configuration of Defaults

= Manage Clinical Components
« Study Component
— Study level metadata and content
* Submission Component
— Aggregated metadata and content
— Collection of studies

= Define default structure for clinical components
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Clinical Component Defaults

Clinical DI Administration -

- ] Data Standards
=14 Clinical Components
= 4 Study
| EI J DEFauII: Content

----- _| CHFpages

----- | Documents
EI J Reports
e Summary
L) Walidation
-] sourceData
L[| standardData
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Clinical Component Defaults

Clinical DI Administration -

- | Data Standards
= 4§ Clinical Components
= _ 4 Shudy
=" _ 4 Default Content
: l _|Fh:u:|t Fu:uln:ler
SREE
- j Fiepnrl:s:l_cuul:
------ j Source Data:l_raw
- -/ Target Data:l_data
P e - 2P validation:|_valid
l ] Instances
[+ ] Submission
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New Clinical Component Wizard

General Information
Specify general information For the new Clinical Component

Manve:
__r'df:sah. S_IU@_EFEII

Deascription: Data Standards Selection
I : e Select the Data Standards & to the Clinical C it
|Study of Nicardipine for o s to apply to pnpone

2elect the Data Standards bo Associabe with the Clirscal Component:
| Mame e
\CDISC SDTM V3.1 ) Mewr Clinical Component
COISC SDTM Y3.1.2

Library Selection )
Select the libraries to create For this Clinical Component

Avvailable Librefs:

Marme Libref Descripkion
Source Daka |_raw Faw Data Library
Target Data |_data Target Data Library
Reparts |_out Repart Qukput Library
W alidation |_walid Validation Daka Library
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Content Created

B Component Folder
B Default Folders

B Default Libraries

TransFormations | -

Folders | Invvenktary | -

I:@ My Folder
EI |:| Demao Studies
- Q Micsah 001

oo [ | CRFpages
~on ] Documents

= [ Repaotts
...... | 7] Summary
e[ validation
o [] sourceData
- [ standardData
Bz Micsah 001
...... Reporks
...... Source Data
...... (aP Target Data
- L (2P Walidation
. [:| Products
- 7] System
- [ Users
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Creating Domains

= Data Standard Domains (templates)
= Custom Domains

= Copy Existing Domains
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Create Standard Domain from Domain templates
x

Domain Template Selection
Select the Domain Templatels) bo apply

Available Domain Templates:

Identifier Mame
Fs

_IM Concomitant Medications
o Carmmenks
D5 Disposition
O Protocal Deviations
Ei ECG Test Resulks
Ex Exposure
IE Inclusion)Exclusion Exceptions
LE Laboratary Tesks
MH Medical Hiskory
PE Physical Examination
5 Questionnaires
RELREL Related Records
S Snhiert Chararteriskicrs ;I




GSas | B,

Custom Domains

= Uses the data model to construct domains

= Generalization of SDTM model to accommodate
custom standards
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Create Custom Domain — Select Domain Class
|

Column Group Selection i

Select the column group(s) from which ko get column definitions

iZore column groups:

IIDEI"-.ITIFIEFLS, TIMIMG

Select one conditional calurmn group (domain classifier):

EVENTS |

FIMDIMGS
INTERVEMTICONS
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Select Columns

i
Column Selection
Select colurnns For your new Domain
frailable Columns: Selecked Columns:
F-_ ] FINDINGS =k J FINDIMGS
= J IDENTIFIERS R TESTCD
e % GRPID fdd m | B TEST
- REFID ----- MODIFY
: ..... SPID - CAT
= TIMING L AT
- YISITDY - POS
- TAETORD - BODSYS
..... OTC ..... ORRES
H arn H ur-q
..... STDTC wRemoue | - CZ'FLRES
e EMDTC = J IEIEHTIFIEF' 5
- Oy - LHE STUDYID
- ST B DOMAIN
- EMDY ----- UISUBIID
..... DR o SEC
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Copy Existing Domains Metadata

Mew Custom Domain From Existing Domain

Domain Selection
Select a cuskom Daomain bo copy

fevailable Domains by Clinical Component;

EI J Micsah 001 (Study of Micardipine Hydrochloride For the Prevention of Yasospasm)
- 1 AE [Adverse Events)

1 CM (Concomitant Medications)

1 DM (Dernographics)

1 D5 (Disposition)

1 GO (Glasgow Cukcome Scale)

1 Q5 (Questionnaires)

1 5C (Subject Characteristics)

=1 Vs (Vikal Signs)

1 AE (Adverse Events)
1 DM (Demographics)
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Clinical Tra

nsformations

TransFormations | - |

ACCess

Analysis

Archived

Change Data Capture

=] Clinical
"1y CDISC-SDTM Compliance
I?E _DISC-5DTM to CRT-DDS
qﬂ Subject Sequence Generakor
“®y Validate CRT-DDS
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Compliance Transformation

r
- P I- Reasults |
3 CDISC-SDTM -~ \ /
2 Compliance ] , 8-

[ e
1 Iy

= Validates compliance of domains against
selected data standard

= Compliance checks include validation of
* Metadata

» Controlled terminology
« Data Values
e Custom

= SAS, Janus, and WebSDM™ checks included
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Select Data Standard Model

b-: CDISC-SDTM Compliance Properties El

Genmeral [ata Standard I Dumainsl Checksl Dptiunsl Cu:u:lel Frecode and F'l:nstn:cldel F‘arametersl r'-.h:ltesl Extended .ﬁ.ttributesl

SDTM Daka Standard:

Mare Base Standard Base Standard Wersion

OIS SOTM W3.1.1 COISC-50TM

CDISC SOTM w3.1.2 COISZ-530TM G

E'r CDISC-SDTM Compliance Properties

Generall Ciata Standard Comains | Checksl Optin:nnsl o
= Select Domains to  oomanstachea
. FE-[ [ NICSAHOOL
Validate w1 ncsaoo

- ) Studyl

AE (Adverse Events)

DM {Demographics)

D3 (Disposition)

E¥ (Exposure)

LE {Laboratory Tesks)

MH {Medical History)

SC (subject Characteristics)
SUPPDM (DM Supplemental Qualifiers)
Ta (Trial Arms)

TE {Trial Elements)

T3 {Trial Summary’)

TW (Trial Wisits)

W3 (Wikal Signs)

* e

OO0O0O000000XXEO
sesssss e
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Select Validation Checks

Add Compliance Check(s) E |

Checks available to be added ko the selection: [~ Show details
Check ID Descripkion

SDTMO001  (Identifies domain table that has zero rows and therefore contains no daka -~|
SDTMO011  |Identifies a colurmn thak was described in the domain description but not included in the 545 datasek for that u:Ic;J
SDTMO01Z  (Identifies a colurmn lisked in the domain description as Required (Req? but nok included in the 545 dataset For b
SDTMO013  |Identifies a colurmn lisked in the domain description as Expected (Exp? but not included in the 3435 dataset For tF
SOTMO01S  |Identifies a column that appears in the 5435 dataset but is not lisked in the domain descripkion
SDTMO017  (Identifies a domain that appears bo contain supplemental qualifier data but does nok conkain the Unigque Subject
SDTMO019  (Identifies a wariable where datatype in {(study specifich description is nok consiskent with datatype implicit in 545
SDTMO101  |Identifies values that do nok conform to the 190 3601 standard For datetimes
SDTMO10Z  |Identifies walues that do not conform ko the 150 8601 standard For durations
SOTMO1Z24  |Identifies records that wiolate the condition [LEMGTH(MName of Measurement, Test, aor Examination (¥*TEST)) les
SDTMO125  |Identifies records that violate the condition [LEMGTH(Sort Mame of Measurement, Test, or Examination (¥*TEST
SDTMO125  |Identifies records that violate the condition [LEMGTH(Trial Surmmary Parameter (**PARNMI) less than or equal to
SDTMO129  |Identifies records that violate the condition [LEMGTH(Trial Surnmary Parameter Sort Name (*+*PARMCDY) less the
SDTMOZ01  (Identifies & null {ermplky ) walue Found in a column where (Standard) Core attribute is ‘Req’
SDTMOZ0Z  (Identifies a null {ermpky ) waluoe Found ina column where (Standard) Core attribuke is ‘Exp’
SDTMOZ03  [Characker column walue is nok correckly upcased per spec
SDTMOZ04  |[Characker column value conkains the numeric missing ' or any special missing value like "N
SOTMOZ0S  [Column walue is not left-justified
TITMDEDE- Identifies records where the value in the Domain Abbreviation column {DOMAINY doesnt makch the name of D_Dill

4 3

Seleck All | Deselect Al
Aadd Selected | Close |
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Clinical Standards Toolkit Code Generation

Data Standard Metadata is used to generate Toolkit
tables: Reference tables, Reference columns

FiSE - Create reference columns data set */

29 Y%esgl gelSlandardProperties{ cstStandard=CDISC-SDTM, _cstStands:
30 %cesl createds{ cstStandard=CDISC-SDTM, _cstStandardVersion=3.1
31 CJPROC SQL NOPRINT,

32 | INSERTINTO

33 | work.reference_columns

34 | VALUES ("", "DM", "STUDYID", "Study identifier”, 1, "C", 40, "", "lext",
35 | VALUES ("", "DM", "DOMAIN", "Domain Abbreviation", 2, "C", 8, "", "le
36 | VALUES ("", "DM", "USUBJID", "Unique Subject Identifier”, 3, "C", 40,
37 | VALUES ("", "DM", "SUBJID", "Subject ldentifier for the Study”, 4, "C",
38 | VALUES ("", "DM", "RFSTDTC", "Subject Reference Start Dale/Time", 5
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Clinical Standards Toolkit Code Generation

Domain Metadata is used to generate Toolkit tables:
Source_tables, Source columns

—

(I Create source/fstudy tables data set */ B
195 %csatl seiStandardProperties{_cstStandard=CDISC-SDTM, _cstStanda

196 Y%ecsl createds{ cstStandard=CDISC-SDTM, _cstStandardVersion=3.1.

197 - PROC SQL NOPRINT;

198 | INSERT INTO work.source_tables

199 | VALUES ("I_data”, "DM", "Demographics”, "Special Purposge”, "..1dm.xp
200 | VALUES ("l_data”, "DS", "Digposition”, "Events"”, "..ida.xpt", """, "One re

201 | VALUES ("I data”, "EX", "Exposure”, "interventions”, "..lex.xpt", "", "Or:
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Clinical Standards Toolkit Code Generation

Options specified on Transformation Properties
page are used to generate Toolkit
SASReferences dataset and macro calls

PRl Crcate SASReferences table */

301 %cst selStandardProperties{ cstStandard=CST-FRAMEWORK, _cstSi
A02 Y%esl crealeds{ cstStandard=CST-FRAMEWORK, cstType=control, ¢
303 Hproc sql;

A04 | INSERT INTO work.sasreferences

305 | VALUES ("CDISC-SDTM", "3.1.1", "sourcedata”, "", "l_data", "libref”, "(
306 | VALUES ("CDISC-SDTM", "3.1.1", "referencemetadala", "column", " ¢
307 | VALUES ("CDISC-SDTM", "3.1.1", "referencemeladala", "lable", "__ecdi

308 AALLICECS /A RICS CQATRAEY N A AN VWpppmmmmman LLESL DL medisasemde’ Wl £

g9 (328 Ycsl selSlandardProperlies( cstStandard=CDISC-SDTM, _cst
310 329 %csal gselSlandardPropertlies{_cstStandard=CDISC-SDTM, _cst
444 330 %csl ingeriSlandardSASRefs{ cstSASReferences=sasreferen
331 Colet _cstSASRefsLoc=&_ cdiwpath;

332 Y%let_cstSASRefsName=sasreferences;

333 Y%let _cstSASRefs=_ cdiwrk.sasreferences;

334 %let _cstReallocateSasrefs=1;

335 “Yoeglulil allocalesasreferences;

336 %let _cstMetrics=1;

CEYEEN“ Run Compliance Code */

338 %sdim_validale;
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Detailed Results

Process Results, ChecklD: SDTMO0202

Description: ldentifies a null (empiy) value found in a column where {Standard) Core attribute is ‘Exp’
Check scope: (Tables) _ALL_, [(Columns)
Source: SAS (SAS0015)
Validation check macro: cstcheck_violatesstd, using source metadata

Source Result Problem Actual
Data Identifier Message Severity | Detected? Value Keys

SRCDATAAE SOTMO202 | Mull wvalue in eclurmn Mate Yes AEREL= STUDYID=SASCSTDEMODATA,
USUBJID=5001PO05 AETERM=
ABDOMIMAL
CRAMP AESTDTC=20D8-02-22

SRCDATAAE SOTMO202 | Mull wvalue in eclurmn Mate Yes AEREL= STUDYID=SASCSTDEMODATA,
USUBJID=5001PO05. AETERM=
PRURITIC
RASH,
AESTDTC=2003-02-10T21:00

SRCDATA.AE SOTMO202 | Mull value in eglumn Maote Yes AEREL= STUDYID=SASCSTDEMODATA,
USUBJID=5002PO03.AETERM=
HEADACHE,
AESTDTC=2003-03-17 T30

SRCDATA.AE SOTMO202 | Mull value in eolumn Mote Tes AEREL= STUDYID=SASCSTDEMODATA,
USUBJID=5002P010 AETERM=
DIARRHEA,
AESTDTC=2003-02-21T 1000

SRCDATAAE SOTMO202 | Mull wvalue in eclurmn Mate Yes AEREL= STUDYID=SASCSTDEMODATA,
USUBJID=5002P013. AETERM=
HEARTEBURM,
AESTDTC=2003-04-08T0e:30

SRCDATAAE SOTMO202 | Mull wvalue in eclurmn Mate Yes AEREL= STUDYID=SASCSTDEMODATA,
USUBJD=5002P027 AETERM=
RASH,
AESTDTC=2003-05-12T02:00

SRCDATAAE SOTMO202 | Mull wvalue in eclurmn Mate Yes AEREL= STUDYID=5ASCSTDEMODATA,
USUBJD=5002P03 1. AETERM=
HEADACHE,
AESTDTC=2008-05-21T01:30

SRCDATAAE SDTMO202 | Mull value in column Mote Tes AEREL= STUDYID=SASCSTDEMODATA,
USUBJD=5002P010.AETERM=
PRURITIC
RASH.
AESTDTC=2003-08-01T14:00
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Summary Results

SAS Clinical Standards Toolkit 1.2
CDISC-SDTM 3.1.1 VALIDATION

Process Metrics

# of distinct check invocations 14 I AE 15 9 0
# check invocations not run 1 I DM T a0 24 0
Emors (severity=High) reported 0 l DS 8 10 2 0
Wamings (severity=Medium) reported 26 I EG 10 459 447 0
Motes (severity=Low) reported 1939 l IE 8 9 0 0
Structural errors, warmnings and notes 1 I LB 10 248 236 0
Content ermors, wamings and notes 1965 I sC 9 14 4 0
l 5U 9 50 40 0
l SUPPAE B g 1 i
j sv 6 6 0 0
l TA 5 13 9 0
l TE 5 5 0 0
g 5 5 0 0
l T5 5 5 0 0
l W 5 9 5 i
I Vs 10 1200 1188 i
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Publish Define.xml file

; 5 ; 8-
caf CDISC-SDTM = [[77] CRT-DDS
=/} to CRT-DDS - | Results

QS I:j define.xml ‘

= Select Domains to include

= Select define.xml generation options
* Customize style sheet
* Qutput Encoding



Clinical Standards Toolkit Code I1s Generated

g2
g3
94
95
96
97
98
99
100
101
102
103
104

™ Create cstzasreferences table */

%%let _cstSASRefs=work.sasreferences;

Ylet _cstSASRefsLoc=&workpath;

Y%let _cstSASRefasName=sasreferences;

Y%ecsl selSlandardPropertlies{ cstStandard=CST-FRAMEWORK, c=tSubType=i
Y%eal crealteds| cstStandard=CST-FRAMEWORK, cstType=control, cstSubTvyp

Eﬁproc sql;

INSERT INTO work . sasreferences
* Create Study Staging CRT-DDS Datasets *f

Yocsl_selSlandardProperilies( cstStandard=CDISC-SDTM, _cstStandardVersior
%ecsgl crealeds{_cstStandard=CDISC-SDTM, _cstStandardVersion=3.1.1, cstTy
PROC SQL NOPRINT;

INSERT INTO work.source_tables

VALUES ("1", "AE", "Adverse Evenls"”, "Eventa"”, ".lae.xpt”, "", "One record per

136
137
138
139
140
141
142
143
144

433
434
435
436
437
438
439
440
441

%let _cstSASRefs=work.sasreferences;

Yolet _cstSASRefsLoc=&workpath;

%let _cstSASRefsName=sasreferences;

* Tranaform CDISC-SDTM domains to CRT-DDS file; */

Yocridds adim31tiodefine10{_cstOutLib=work, _cstSourceTables=work.source_tables, _

Yocridds wrile{ cstCreateDisplayStyleSheet=1, _cstResultsOverrideDS=cridds_results,
_cstOutputEncoding=UTF-8,_cstHeaderComment=Produced from SAS data using the SA
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Define.xml

a Study ABC, Data Definitions - Microsoft Internet Explorer provided by SAS — |I:I |£|
File Edit “iew Favorites Tools Help .','
O Back - O - @ @ Lh | jl:_] Search kE,.';_I-II\'{'Fem'u:urilzes @I Ezrzv .,:;,, J - _J ﬁ .ﬂ
Address | = C:itempiPharmasugidefineldefine_wz . xml j Go | Links **
Datasets for Study ABC e
Dataset Description Stucture Pumipose Kevs Location
AE Adwerse Events Ewents - One record per adverse Tabulation | STUDYID, TTSTTRIID, ae. xpt
event per subject AETEEM, AESTDTC
-t Concomitant Medications | Interventions - One record per Tabulation | STUDYID, USTERIID, CWTET, | croxpt
medication ntervention episode per CMWMETDTC
subject
Dt Demographics Special Purpose - One record per | Tabulation | STUDYID, TETRIID dm zpt
syect
Dz Disposiion Ewvents - One record per dispostiion | Tabulation | STUDYID, TTSTIRIID, ds.xpt
statuz or protocol milestone per DEETDTC
subject
EX Exposure Interventions - One record per Tabulation | STUDYID, USTTBRIID, EXTET, |exzpt
constant dosing interval per subject EXSTDTC
LE Laboratory Tests Findings - One record per lab test Tabulation | STUDYID, TISTIRIID, kst
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Monitor Domain Status

s-: Domain Status: Nicsah Study D1

]

Domains:
# Marne: IC Descripkion Is Mapped? | Is Walidated? | Locked By
1 D5 (N Disposikion Yes Mo Julie.Maddox
2 |AE AE Adverse Evenks Ves Mo
3 G0 G Glasgow Cukcome Scale Mo Mo
4 DM | Demographics Yes Yes
= M Concomitant Medications  |Yes Mo
= 5 uestionnaires Mo Mo
7 |5iC aC Subject Characteriskics Yes Mo
Prink...

Close I
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Analyze Use of Data Standard
x|

Clinical Components;

Show domains of Bype; |al - Show Domain Dekails |

Darain Dekails:

Colurmns AE | AE | DMiZ2) | DS | DS | B2 | EX | LB | LB | MH(2) | SC(2) | SUPPy

: i IDEMTIFIERS -

|| EVENTS

...... & TERM
------ # MODIFY
------ # DECOD
------ ® CAT
...... & SCAT
------ ® OCCUR
...... & STAT
------ & REASMD
------ & BODSYS
------ ® LOC
...... & SEv

------ # SER

...... & ACh
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Promote Custom Domains
x|

Clinical Components:

Micsah 001
Skudy 1

Show domains of type: I.ﬁ.ll - Show Domain Details

Diamain Details:

_
- Micsah 001 | DM - Micsab 001 | AE - Micsah OC l_' - Micsah 001 | 5iC - Micsah 001

3 3 Pramote Cuskom Dormain...

- - - - - -

- - - - - -

- - - - -

- - - -

- -
2 2 2 -
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Promote Custom Domains into Data Standard

Clinical DI Administration | -

=4 Data Standards
-] ADaM 2.1
=14 50TM 3.1.1
) Column Groups
=4 DomainTemplates
-] AE (Adverse Events)
-] M {Concomitant Medications)
- CO (Comments)
-] DM (Demographics)
-] D5 (Disposition)
[+~ ) DV {Protocol Deviations)
[+ | EG (ECG Test Resulks)
- ] EX (Exposure)
#- ] @0 {Elasgow Oukcome Scale)
- IE {Inclusion/Exchusion Exceptions)
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Summary

SAS Clinical Data Integration

= Standardization - Expedite data standardization
through reuse of metadata

= Consistency - Automate setup of studies,
controlled terminology, and transformation
processes

= Conformance — Validate against data standard,
customize conformance checks

= Administration - Monitor the consistency, and
use of standards within an organization



Questions ?
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Thank you, and enjoy the conference






