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Life Science utilities and features

Data translation and encoding (CDISC ODM)
« XML Engine native mode (SAS 9)

XML Engine and XMLMap

PROC CDISC

SAS CDISC ODM Viewer

« XML Mapper

Migration and Installation

 |Q/OQ scripts for installation(Unix and Windows)
* Web based Installation and Migration support
« PROC MIGRATE

HLS Project MIV
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PROC CDISC Version Comparison

Single table

Multiple tables
(coming soon)
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PROC CDISC Output Syntax

= SAS o o ] |
PR REE FTON W-ND TR Wa-aeE R A LTH
AllbeE | &nl s SR EF X O@
|
ﬁl ! ﬁ|::|ji:E:|::_|:|I_Jt|:|l_|t_:£:.3:£: i _IDIil
= Y t . ) ;|
' aw! FILENAME HMLOUT C:¥Forum?004¥PROC COISCE¥SA¥result=¥test¥AEFul | ¥ML ;
= I| EPROC GDISC MODEL=00K
SAF e et WRITE= #MLOUT]
b
t formatéct ive=YEE
! formatNoReplace=NO
g, ;
e . — 00 OCMYersion = “1.2°
BRI 34 T3 FileOID = “000-00-0000"
FileType = SNAPSHOT
Description = “Adverse events from the CTChicazo file”
STUDY étudyDID = “BTUDY.3tudy0OID"
| GLOBALYARIABLESR étudyName = "CDISC Connect-4-Thon Test Stody 1117
o StudvDescription = “This file contains test data for the CDISC Conne
FrotocolMame = “COISC-Protocal-00-000°
HETADATAVERSION ﬁetaDataVersiunDID = “wll1.0"
Mame = “Wersion 1.1.07
CLINICALDATA DATA = =ztatic.AE
DOMAIN = “AE”Y
WAHE = “pdversze Events”
COMMENT = “&11 adwverse events in this trial” ;
RUN:
FILEMAME  XMLOUT ;
4| | *
e f28 euTrrzo-s || Birorovk- @m | o - @@ | B 155 - mem |[Z cdise_output sas

| |=3 C¥Documents and Settings¥Ad |Ln 17, Gol 32 Y
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PROC CDISC Input Syntax

_(ol x|
A AT =S ﬁ|::|:|i:E:E:_it'lpl_lt_E 5 k _IDIﬂ
'SAS IR OOLTLY =
'1 libname results  "Ci¥Forumf004%PROC CODISC¥EAS¥results¥test’
£l =]
S BN ige FILEMAME HMLINP  "C:¥Forum2004¥PROC COISCE¥SAS¥=tat ic¥AE. ML :
HIF et =PROC CDISC MODEL=0DM
READ=HMLINP
formatdct ive=YES
@ formatWNoReplace=N0
B’ﬁ[ig&”?’f 71 Ivka—h 0DM ODMYersion = "1.2"
/ ODMmax imun0I0 | enzth=16
QDM i nimumk evzet=N0
CLINICALDATA data = results.AE
SASDATASETNAME = "&E”
.| RuN: ’
FILENAME XMLINP
Elproc contents data=results.AE warnum: run:
Eproc print data=result=.4E; run:
Eproc fetlib: run:
KN M
! 52 Ll THAF0-3 [ E] o4 - eEsE | B TF4 - =S ”E cdisc_input.sas *
| |IQ C¥Documents and Settines¥Ad |Ln 24, Cal 1 v
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SAS CDISC ODM Viewer ©

SAS0 DM
G QDM Wiewer : -0 x|
File Toolz Help
Tables | External Tables I Code lists I zers I Metadata Audits I Locations I Signatures I
Mame | Description |
I5.AE AE Comment Contents of: IG.DEMOG
EEEESED ganmedGGnmme?t Mame | SASName | Length| [« |
IG:DF{LIG_TF{T T?erzflrienl?tmg;rr;ment » Study Key . _STUDYOID 100 =
IG5 PHARMO PE Comment Metadata Version Key _METADATAWERSID 100 &
IG5 PHYEX PE Comment Subject Kew _SUBJECTEEY 100 =
IGREFSAMP Study Event Key _STUDYEVENTOID 100 &
Form Keyw __FORMOID 100 =
Item Group Kew _ITEMGRZUPOID 100 =
Item Group Repeat K _ITEMGROUPREFEA 100 =
Compound F_DRUG g
Therapeutic Area TBREA 4 =
Protocol Mumber PHO 15 |
Country SCTRY 4=
Fecord statuz, B level F_STATUS 1
Height HT 0 il
Wizight W ofl,
TR Vv

Data | External Data | Audit Trail |

Table [1G.DEMOG | View.. |
IG.DEMOG
| _SUBJECTKEY | B_DRUG | TAREA | PRO | SCTRY | FSTATUS -
2 % am S0P Oncology 143-02 United States Source verified, queried
% ooz SDFP Orncology 143-02 United States Source verified, not queried
% Qo3 S0P Oncology 143-02 United States Source verified, not queried
% Qo4 S0P Oncology 143-02 United States Source verified, not queried
% 005 SDFP Orncology 143-02 United States Source verified, not queried
% oG S0P Oncology 143-02 United States Source verified, not queried
‘I . - R = i P I o . ¥ Lrl
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XML Mapper £ B

=10l x|

FrfE =T AT
EXEXIEIN

B 7007« | T wakst | [ e | ef) 5mi | B rm | B mep omE

|}(ML: acdrr. el
R = L Y
AT | T pwET | & [nser
7] om D =i | e [
l Aftributes (13 :
. [ ] Stud\.,f 13 ¥Path IJ‘ODMIAdminData.ﬂ_lser
-, ] AdrminData (13
End XPath | RIS T [ =]

5]
=-[3] clinicalData (1)
-4 Attributes (1)
=-[*] subjectData (3 I3
A Aftributes (3
=-[*] studyEventData (51
I A Atributes (5)
=-{?] FarmData (%)
#-% Aftributes (5)
o] AuditRecord (5)
J] Signature (4)
=-[3] ternGroupData (113

+

| v

2> ODM
=-E oDm
B study
-8 Globalvariables I
=-H BasicDefinitions

= MetaDataversian

| || =-E8 Protocal

- Attributes (1) = FormRef
E-{*] temData (531 = @ lternGroupRef
=% Atributes 83 le e B FormDef
34 ItemolD (63 FormolD
Sodd PT | Name
& INTIBLS B repeating
& SEX B temcroupoiD
& DOB F orderumber
Mandata
é SP—O-NS—OR:PTID LI - E Mnhnnip:ﬁln LI

.
[ = 2 | ] simap | (] sas 1- Fom |  suonz| 2 oo

=Tuml version="1.0" encoding="120-8859-1"7= il
=l- DOCTYPE ODM SYSTEM "odm1-1-0.dtd" --=

2l--

OThis ¥ML Example is intended to provide a very small, valid example of a CDISC study

Ousing CDISC QDM WM .1

-

- . " . " S LI

Oln this small example study, a pharmaceutical campany is conducting a Phase [l initial

[P
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Validation Tools

Installation Qualification Tool (SAS 1Q)

 The SAS IQ Tool assists in the installation
qualification by comparing and reporting on the files
shipped by SAS Institute and the files installed.

Operational Qualification (SAS OQ) Tool

« The SAS OQ Tool assists in the operational
qualification of the SAS System by executing,
processing and reporting on tests. These tests can be
either the SAS Institute supplied self-verifying tests or
tests developed to customer specifications.

HTML and PDF Output with XML data
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IQ Tools

afa 01 Ltilities
TRt b

Enterprize Guide 3.0
sS85 91 (HaEE8)

afs Enterprize Miner 5.1
oo ETL Studio 9.1

ahs Ihformation Map Studio 1.0
ofs Management Conzole 9.1
afo OLAP Cube Studio 21
ot AL Mapper

-

R R 0 FCR eI 6T

_‘.I.
T

s
cix [N
Rt

( Windows )

bl 5 et e lfiestion Toel
4 '@ SA5 Qualification Toolz User's Guide

=
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SAS IQ Results(1

R SAS Installation Gualification Toal — Microzsoft Internet Explorer
FrTILEY AREEr  F|TOS HERICANGEY WL AT

==z - = - @ @A | Qax GEsFcAn @7 BB S - =

T ELAD [£7 G¥temp¥sAS912 10%ivt 20040707 000¥sasiqhtm

~| e |Uns @

1. SA=2 10 System -
Information
1. Installation for

Installation for Windows

Windows Install Attribute Yalue
Summary
1. Pass/Fail Time: | 045510
results
s=r | Administrator
3. Base SAS
1. SAS IQ hachine: | SAS-E226D9F1B57 apac.sas.com
Eesults
FPlatform: MMicrosoft Windows 2000 Professional Service Pack 4 (BEuild
4 DBCES support 2105
1. SAZ I
Fesults SASROOT: | C¥Program Files¥SASYSAS 91
5 Enterprise Miner ZAWREOOT: | C¥FProgram Files¥SASY¥ 24082 91
1. SAZS IO
Fesults inSwysDir]: | C¥WINNT¥system32
5. Enterprise Reporter [SharedFiles]: | C¥Program Files¥SASYShared Files
A System Edition
1 SAS IM Caomponasnts Installad: Fassad Gualification: 52, Failad: O
Easults az
7. Japanese MLS Files “Yalidat=d: 11793 Fass=ed Qualification: 11793, Failed: O

Support
1 SAS TG

- =] 1+ e
‘I Pl B | — IHJ

&) m—UiEEnELE

| f= -+ 3-Fa—= e
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SAS |Q Results(2

3 5685 Installation Cualification Toaol — Microsoft Internet -EZ:-.'_- S — |I:I|£|
FrAILE  EREE)  FTOS BRCADG)  W—ILD AL ﬁ
ED - = - D ot | D @Eescn FFr BB S - =
FELAD @ C:¥temp¥SASo1 2_I0¥ vt 20040707 000¥sasiqhtm ~| prizEh | W 2

1. SAS U System = Pass/Fail Results =
Informaticon
1. Installation for
ind owis Component Result
2. SAS W Results Baze SASChase) Fassed
Summary
1. Pass/Fail DECZS supportidhbesy FPassad
results
Enterprise Mineridmins? Pass=d b
3. Base A=
1. =SAZ I Enterprise Reporter 545 Systerm Editionireporter) | Passed
Fesults
Japarnese NLE Supportinls_jal FPassad
4. DECZ= support
1. =2AE1G SA5 Data Quality Servertdguality? Pass=d
Fesults
545 High—Performance Forecastingthpt Fassed
2. Enterprise Miner
1. =SA5I0 525 Integration Technologieslinttach? Pass=d
Fesults
SAS Inventory Beplenishment Planningtirp? FPassed
6. Enterprise Reporter
SAS System Edition SAS Marketing Automation Processesiman Passed
1. =A= 10
Fasults SAZS OLAP Serverimddbsens Fasszad
7. Japanese MLS SAS Text Mineritmins? Fasse=d
Support
1. =AS IO SAS Text Miner for Frenchitstminfre? Passed
Fewsa = o
4| |_"|—I SAS Text Miner for Germanftxtmingsr? | FPas=s=d =
& i En AL | =7 TF1—% i
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OQ Tools (  Windows )

« SASROOT3¥sastest¥sasog.exe
-tables *:base
-outdir < >

VB Scripts
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SAS OQ Results(1

2R 5A5 Operational Qualification Tool Results — Microsoft Internet Explorer e — 1ol =]

SrLE REE Wm0 BRILANG DD AT E3

=z - = -@ 2 & | Qisr @EemcA a5 3 B S - =

FELAD) [€9 G¥temp¥s AS912_O0¥base¥ftt_20040707.000¥sasoghtm ~| izEb | i olyees
B Fﬂ’i‘jﬁifjsmm — SAS Operational Qualification - Windows

1. 2AZS 00 for
Windones

Date: | 2004-07-0°7

2. =2AZ Operational

Time: | 2372:44
Clualification

= User: | Administrator
LM ma ey
1. Pass/Falil Machine: |SP.S—E226I39F1 ES7
Results
3. BASEtstbasetstsglF
Components Tested: | 1

1. Test Detail
Fesults

Tests Executed: | 21

4. BAZSEAstbasetstrptF
1. Test Detail
Fesults

Tests Passed: | 21

fuo | Platfor m: | Windows

Tests Failed: | u]

9. BASEtstbasststtabif
1. Test Detail
Fesults

G. BAZSEtsthasetstunil
1. Test Detail
Fesults

7. BASEtstbasststrank
1. Test Detail
Fesults

- -
4| | »

& T hE TN E L [ e Z
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SAS OQ Results(2

oft Internet Explorer i = _I_I— | il
SrLE  REE JEO) BFLANG  U—LD AL ER
HED - = - @ [ G| Qe Gsscrn Earer B By S - =
FE LA [£] Cvte mp¥S ASY12_O0¥E sse¥Ftt_20040707.000% = as00 htm ~| man (Ui >
1. =AZ OO0 System = = —
Y = Pass/Fail Results =
Information
1. =AS Q0 for
Windows | Component | Table | Test | Result
2. SAS Operational | EASE | tsthase | t=thrs | Pazs
Crualification
Surmmary | | tsthasze | t=tcalen | Faz=
1. F"EIL,-"‘FEM | | tzthaze | tztchrt | Faszs
Fesults
Ei | | t=thaze | t=tocmp | Faz=
3. BASEtsthasetstsglF
1 Test Datail | | t=thaze | tztocordl | Faz=
Fesults | | tzthaze | tetdoc | Pass
4. BASEtsthasetstrptF tsthase | tstedt Paz=
1. Test Detail
Rasults tzthaze t=tform Fasz=
t=thaze | tztods | Paz=
3. BASEtsthasetsttabif | |
1. Test Detall | | tsthase | t=tplot | Pasz=
Fasults
| | t=thaze | t=trank | Paz=
G, BASEtsthasetstunil | | tethase | tetrpt | Fazs —
1. Test Detail
Fesults | | tsthaze | t=t=zort | Paz=
7. BASEtsthasetstrank | | tstbase | tst=ql | Pass
1. M | | tsthasze | t=t=tan | Faz=
Fasults
| | _blll | | tzthaze | t=tzum | Faszs ;I
|@ ~=dihFETEnELE | | |E, =4 OEa—= L

Copyright © 2004, SAS Institute Inc. All rights reserved 14



Proc Migrate

Provides a simple interface for migrating a SAS library
from an earlier version to the current version.

Not designed to move libraries from one machine
architecture to another.

Produce members in the target library that are exactly the
same as the source library.

Validation macros to help determine that a data set has
not changed during migration.
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Proc Migrate(Helpl

URL=> http://support.sas.com/rnd/migration

A Migration Gommunity — Microsoft Internet Explorer

FrTILEY AREE FETO0 BEEADGE VLI AJLTH

5D - = -2 3 | Dmm @EsTCAD AT B3| By S - =

L2 (D I@ http A support. zas.comsSrnd mierations

supporbt.sas.com ~ Communites > Migraton

Migration

'-l_ﬁ“‘x Welcome o the Migration Commuirnity

L\LSAas.

Communities Home

BT | o5 Your Organization to SASz9

*Files to kigrate
= Platforem
Considerations

* Scheduling
Eralidation

® e vl ey
* Create Backups and
Eenchmarks

* Install =AS
* higrate Files Alang with technical instructions and cross-release compatibility information, you will find tips,

* Tune for Pedormance best practices, case studies, references to 545 documentation, and maore, which will help you

If you are a 3A3 specialist or IT professional, the Migration Community is your field guide for
successfully migrating your organization to 345 9.1, Here you can find essential guidance for

carwerting SAS files to the new release.

preserving custamizations made in users' applications.

ensuring validation with current applications and business processes.
minimizing disruptions to routine aperations.

* o Live to migrate with minimal cost.
This community features the use of PROC MIGRATE to move ar copy data libraries to a SAS

FPROC MIGRATE

" Industry-Specific
ANSwers

" Mational Language
Support

P Case Studies
Fapers, and FAQS

* Slossary

9.1 libraries. Far migrations where PROC MIGRATE is not supported (for example, to Release
5.2, ar to a different operating systerm family), see also the SAS book Moving and Accessing
SA5 Flles for syntax of existing copy tools.

The Eoad Map ta This Community tells you where to start and where you're going.

What We Mean by Migrate

Migration ldeas

Fet real-world advice and
planning ideas from
Successtul Migration: SuE 8
weith @ S45 9 Early Adopter
an irmterview-style case
study .

Sample YValidation SOP

installation Qualification !

Dperational Gualification
{PDFEE for the pharmaceutical
inclustry

Contribute to the
COImimuniA

Send mail to
migration.Feedbackiff=zas .com
and help us creste FAQS,

Road Map
Sees the Road Map to This
Community for & sugogested '-'I
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Proc Migrate(Help2

R Miegration: PROGC MIGRATE Documentation — Microsoft Internet Explorer

FrTILEY  REE) FLOAL BRICADGE WL LT HD
+Fs - = - @ 2 | @rm casscAn @i BB S M- =

7 ELA D Iﬁj httpes A zupport.zas.comArndS migration/resourcesprocmieratesindex html

support.sas.com > Communities > Migration
Migration Ggsas

! " i “ : «-'='i_ﬁ“\. Resources
EITITTEEE pROC MIGRATE Documentation

*Files to higrate
* Platform

rMigration Conmneuni

Considerations Beginning in 545 9.1, the migration process is simplified with the new PMIGRATE procedure and validation tools. PROC
* Scheduling MIGRATE not only copies or moves a library to the target installation, it also changes the members' file format to that of the
Falidation most recent release of SA5S, enabling you to exploit the full capabilities of the software. In addition, PROC MIGRATE provides
some new functionality that the COPY, CPORT, CIMPORT, and CATALOE procedures do not.

* Clverviey

* Create Backups and The MIGRATE Frocedure

Eenchmarks is the full documentation, including PROC MIGRATE syntax and an explanation of how the validation tools waorlke.
*Install SA5
phr:hs ?ate Files Steps to Migrate a Library
*Tune for Performance presents brief instructions for running PROC MIGRATE with walidation tools. The walidation toaols are 5A5 code that is
*So Live provided in two linked files. L
PEOC MIGRATE Calculator
"PROC MIGRATE is an interactive tool that guides you to the right instructions for yvour platform and library members.
M —
TSt
,%Lan S SUGI Papers and Presentations
Mational Languadge
Support . . . . - -
* Case Studies Related papers are available at Migration Case Studies, Papers, and FAQs. Here is one SUG| 28 paper and associated
Papers. and FADS presentation that focus on the role of PROC MIGRATE.

> Glossary e D L L =l
[&] ~—IhFTENELE [ [BEASaetk =
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SAS 9 and Life Sciences Solutions

SDS(SAS Scientific Discovery Solutions)
« RDM to ETL Studio, Metadata infrastructure

SDD(SAS Drug Development)
« Backend process, foundation products

— New analytic functions, PROC CDISC
* Metadata infrastructure

Pharmacovigilance
« NOW
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The Power to Know,
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