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If this is your first visit: Craate a logn account and password by
clicking on the New Account fink in the upper right comer of this page
You can then browse the site.

Users who already have an account: Log in by clicking on the Log In

ks and have additional access privilages, please contact Doug
Fridsma (fridsmaicbmi. pitt.edu)

Please view our FAQ for any questions you may have regarding
this site.

Al activities and files related to the Structured Protocol model
domain analysis model reside in the BRIDG project (Blomedical
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Introduction to...

SAS Clinical Standards Toolkit




" SAS Clinical Standards Toolkit

Set of macros designed to
supersede Proc CDISC

Free to existing SAS customers

Built into Clinical Data Integration




" SAS Clinical Standards Toolkit
Framework

Example Methods
%sdtm_validate(...);
%sdtm_report_validationResults();
%sdtm_create_cterms(...);
%sdtm_create_domainType(...);
%sdtm_create_domains...);

V1.2
+ CDISC SDTM Framework
+ CDISC CRT-DDS Framework

+ CDISC Terminology Framework
* Toolkit Utility Framework

%crtdds_validate...);
%crtdds_report_validationResults(...);
%crtdds_create_ctermsy(...);
%crtdds_write(...);

%crtdds_read(...);

%cterms_create_package(...);
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" SAS Clinical Standards Toolkit
Pluggable Modules

V1.2 SDTM V3.1.1 Module

+ CDISC SDTM Framework

+ CDISC CRT-DDS Framework Ll el s
+ CDISC Terminology Framework

* Toolkit Utility Framework

CRT-DDS V1.0 Module

Terminology SDTM-1 Module
Terminology LABTEST Module
Terminology SDTM-2A Module

Terminology SDTM-2B Module
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CDISC SDTM Validation
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SAS Clinical Standards Toolkit
CDISC SDTM Validation

Reference
Metadata
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Metadata
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Model-specific metadata describing tables
and columns
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SAS Clinical Standards Toolkit
CDISC SDTM Validation

Controls

Referen . :
SISIENEE Validation Execution Controlled Autocall :
Metadata : ) 0 Messaging
: Control Properties Terminology Libraries
(incl Lookups)
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Validation

Source Data . Results
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SAS Clinical Standards Toolkit
CDISC SDTM Validation

Controls

Reference
Metadata
(incl Lookups)

Validation Execution Controlled Autocall
Control Properties Terminology Libraries

—F

Source Data

Source Metadata with additional specific
model metadata

Source
Metadata

Inputs

Messaging

Validation
Results

Validation
Metrics

Outputs
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SAS Clinical Standards Toolkit
CDISC SDTM Validation

Reference
Metadata
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Source
Metadata

Inputs

Validation
Control
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SAS Clinical Standards Toolkit
CDISC SDTM Validation

Controls

Reference
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SAS Clinical Standards Toolkit
CDISC SDTM Validation

Controls
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SAS Clinical Standards Toolkit
CDISC SDTM Validation

Reference
Metadata
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Location
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SAS Clinical Standards Toolkit
CDISC SDTM Validation

Controls

Reference
Metadata
(incl Lookups)
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Source Data

Clinical Standards Toolkit Message output
file

Source
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SAS Clinical Standards Toolkit
CDISC SDTM Validation

Controls

Reference
Metadata
(incl Lookups)

Validation Execution Controlled Autocall
Control Properties Terminology Libraries

Messaging

=" Validation

Source Data

Clinical Standards Toolkit Validation Output
Dataset

Source
Metadata
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SAS Clinical Standards Toolkit
CDISC SDTM Validation

Controls

Reference
Metadata
(incl Lookups)

Validation Execution Controlled Autocall
Control Properties Terminology Libraries

Source Data

Clinical Standards Toolkit Validation
Summary Metrics Dataset

Source
Metadata

Inputs

Messaging

Validation
Results

Validation
Metrics

Outputs
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SAS Clinical Standards Toolkit
Define.xml (CDISC CRT-DDS ) Creation

Reference
Style Sheet

Source Data

Source
Metadata

Inputs

Controls

CRT-DDS
Autocall Messaging
Libraries

Execution
Properties

External XML

CRT-DDS (define.xml)

Write
Macro

External Style
Sheet

Outputs
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SAS Clinical Standards Toolkit
Define.xml (CDISC CRT-DDS ) Creation

Controls

CRT-DDS
Autocall Messaging
Libraries

Reference Execution
Style Sheet Properties

External XML
(define.xml)

Model-specific metadata describing tables
and columns
Source External Style
Metadata Sheet

Inputs Outputs

Osas

Source Data

THE
POWER
TO KNOW.




SAS Clinical Standards Toolkit

Define.xml (CDISC CRT-DDS ) Creation

Controls

CRT-DDS
Autocall Messaging
Libraries

Reference Execution
Style Sheet Properties

——

Source Data .

External XML
(define.xml)

Tabular representation of Metadata to go into
the CRT-DDS File
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Metadata Sheet
Inputs Outputs
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SAS Clinical Standards Toolkit
Define.xml (CDISC CRT-DDS ) Creation

Controls
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SAS Clinical Standards Toolkit
Define.xml (CDISC CRT-DDS ) Creation
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SAS Clinical Standards Toolkit
Define.xml (CDISC CRT-DDS ) Creation

Controls
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SAS Clinical Standards Toolkit
Define.xml (CDISC CRT-DDS ) Creation
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SAS Clinical Standards Toolkit
Define.xml (CDISC CRT-DDS ) Creation

Controls
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SAS Clinical Standards Toolkit
Define.xml (CDISC CRT-DDS ) Creation

Reference
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Source Data
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2 How to get hold of the Clinical Standards
Toolkit

Needs to be licensed

No additional cost

Should get a Plan file for the
Install




" Supported Platforms

Windows

« 32-bit only
« SAS 9.1.30r SAS 9.2

HP UX ltanium

« SAS 9.2

Solaris

« SAS 9.2




Introduction to...

SAS Clinical Data Integration 2.2




" Desired Solutions Characteristics

= Support for CDISC standards

= Flexible implementation options

= Centralized management of integration
= Incorporates data quality management
= Easily extensible

= Support within analytical environment

= Leverage existing IT investments

Osas | &




" What is SAS Clinical Data Integration?

= SAS Clinical Data Integration is a data
transformation solution designed to help
companies organize, standardize and manage
their clinical research data and metadata.

= The solution enables companies to:
* |[ntegrate data from disparate sources
= Standardize their in-process data to industry models
= Migrate legacy data to modern standard models

» | everage standardized data to efficiently prepare data
for analysis and submission to regulatory authorities
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I SAS Clinical Data Integration Capabilities

All the capabilities of SAS Data Integration, plus

= Pre-built support for CDISC models
= SDTM
= CRT-DDS (define.xml)

= Pre-built transformations for CDISC models
= Validation checks for incoming data

= Extensible to new or customized models




" An Enterprise Solution - SAS Health and Life
Sciences Framework

Trial
Design

eProtocol

Data
Sources

EDC

SAS ® Clinical Data Integration

Metadata Models Processing

StatPlan \ BRIDG —_—————

- —
N
| I
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Demonstration

SAS Clinical Data Integration 2.2




Administrate Your Standards

Import Wizard

Select Data Standard Type
The following skandards are available For import

mport Wizard

CDISC-TERMIMOLOGY
CDISC-30TM Select Data Standard Version
The Fallowing versions are awvailable Far impark

31,1 (Revision: 1.3)

5,1.2 (Revision: 1,3)

Import Wizard

Verify Domain Metadata Clinical Administration

The Following domain templates are defined in the standard =} 4 Data Standards
-] SDTM ¥3.1.1

abbreviation Mamme Descripkion Class B- J SF'TM W3.l.z

AE AE - Adverse Events Adverse Events Events — _| CDIun‘!n Groups

E E - Clinical Events Clinical Events Events [=1-'_4 Domain Templates

I CI - Concomitant Medications Concomitant Medications Interventions | | [ 77 7] aE ':":'"?IV_E”E Events)

o CO - Camments Comments Special Purpose Do | | |0 0 T 7] <€ (Clinical E.‘\.-'Entsjl o

DA, D - Drug Accountahiliey Drug Accourtability Frdrgs | | {7 M (Concomitant Medications)
LM LM - Dernographics Ceemographics Special Purpose Dema | | | i T I o (Comments) )

[ D3 - Disposition Dispasition Everks 1 |y i Ej D4 (Drug Accnuptal:uhty]l

DY DY - Protocal Deviations Protacal Deviations Everts 1 |y i Ej DM (E?emu:ugr.aphms]l

EG E: - ECG Test Resulks ECi5 Test Resulks Findrgs | | | i Q E?'S |EE:'ISFIDSI|:!I:I_I'|:I N

Ex EX - Exposure Exposure Inkerventions a

Fa F4 - Findings Abouk Findings About Findings About

1E IE - Inclusion)Exclusion Criterion Mok Met|InclusionExclusion Criterian Mok Met|Findings

~ GSsas | H.
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" Transformation and Folders Tab

TransFormations

Folders |

Inventary | - |

0 EH

Correlations
Distribukion Analysis
Forecasting
Frequency
One-Way Frequency
Surnmary Skatiskics
Summary Tables

Archived
Change Data Capture

Clinical

43)
[,
Q,
B

Control

Data

R

2 Ll S BET PR

CDISC-5DTM Compliance
COISC-SDTM ko CRT-DDS
Subject Sequence Generator
Walidate CRT-DDS

Append

Data Transfer
Diata Yalidation
Extrack

Key Effective Date
Loakup

Mining Resulks
Rank,

SCD Type 2 Loader

L__|---- I:I ClincalDI Course

="

I
= 3

+

PainsD

|:| Docurnents

[ External Domains

[ lobs

------ §i% Check AE Compliance

------ ﬁ-} Check DM Compliance

------ ﬁ-} Check G5 Compliance

------ ﬁ-} Create Standard CDT-DDS Define. :
...... 4% LoadDM

------ i Load Q3
------ ﬁ-} Load SuppDi

------ $i% Load WP

|:| Reports

[ somm

...... ﬂ oM
...... ﬂ Q5

------ SUFFDM

...... ﬂ WP

|:| SrcData

5 External Domains (Pain=0)
& PaindD

e PainxD Reports

5f PainsD SDTM Daornains

e PainxD Source Daka

G PainxD Study Terminology
PainsD2

SubjectInfol

- [ Products
- [ shared Data
|:| Syskem

|:| Users



" Analyze Model Usage

}=¢ 5AS Data Integration Studio 4.21 - CDI Admin
File Edit ¥ew CheckOuts Actions Debug Tools ‘Window Help

Analyze Model Usage: CDISC SDTM ¥3.1.1

§=¢ Analyze Model Usage: CDISC SDTM ¥3.1.1

Clinical Camponents: Clrical Camponents:
v BB rEX 0RO HE b hicssh001
Folders | Inwertory v | Transformations | hicssh00Z
Clinical DI Administration
[=)-/_§ Data Standards
1 Columr Properties
] Damair Show domains of bype: |4/ > Show Domain Detalls Show domains of type: |All - Show Domain Details
] validat
) Company ¢ [x] Manage Compliance Checks... Daomain Details: Domain Details:
-] Clinical Compar, Columins Columns
CControlled Tern X Delete | | IDENTIFIERS | ) IDENTIFIERS
G Refresh = | IFINDINGS || FINDINGS
| \EVENTS || EVENTS
| | INTERVENTIONS |” | INTERVENTICHS
| TIMING [ ) TIMING

Basic Properties X

Name Value
L Analyze Model Usage: CDISC SDTM ¥3.1.1

alyze Model Usage: CDISC SDTM ¥3.1.1

Clnical Campanents: Clinical Campanents:

Show domains of type: [All

0w Domain Details Show domains of bype: |All hd Show Domain Details

Domain Details: Domain Details:

Columns A€ (2) | M| omz) | ps [ Ec | ex| a2 [ mH2) [ as [ sc@ | su Columns A€ (2) | oM [ omiz) | s Ex |6 (2) [ mHe@) | os [ sc@ | su

# STUDVID o o o o o = L] o o L] o AI FINDINGS
# DOMAIN H o 3 = =& o 4 o = = || EVENTS
& USUBIID o o ] o o n ] o o ] o ~ @ TERM L] - L]
* EQ s = o % 8 84 o = o # # MODIFY s = Il o
® GRFID s = o 8 8 8 ¥ = ® = # DECOD s = Fl Fl o
# REFID 'l o o o o % CAT L] - o & n - L] L] - o
@ SPID 2 = % 8 % 3 = = = = ® sCAT " = 4 8 8 8 ¥ =2 = u
JF[ND[NGS & OCCUR o o L] o
| JEVENTS - # STAT Fl Fl 5 8 = = o
|” | INTERVENTIONS ~# REASHD 'l 'l s § = = =
JTIMING & BODSYS o o
-4 LOC L] -
- SEY o
* SER L]
% ACN L]
- ACNOTH o
& RFI -

B
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" Define a Clinical Study and Register Tables

SAS Data Integration Studio 4.21 - CDI Admin

SAS Data Integration Stus

Fie Edt View CheckOuts Actions Debug Tools Window Help S Data Integration Studio 4.21 - CDI Admin File Edt View CheckOuts Actions Debug Todls WWindaw Help
LM DA - vew - E B "X ZO RESsE0 az|a? Fle Edt Vew CheckQuts ictors Debug Toos Window Hep R V) YA e
File Edt View CheckOuts Actions Debug Tools WWindow  Help 2 ¥ | | G5 S5 | S| 6|2 Ele E = i| ; o ;(l D ‘.; ‘.— = |§ " lew | o= | | & <5 B |
Hew = Do 51 P
clnical DI Administration - Clinical DI Administration -
v H B BB X[ 0o RO HE g =] =]
- Folders | Tventory [~ | Trensformations |~ | i) B AR =] Folders | Inventory [~ |  Transfomatons |+
Clinical DI Administration \v| L = | e BT |
olders mentory | = | Transformations [~
Folders | Tnventory "I Transformations | v [D@ My Folder = -
Products 7 (@ My Folder
2] % Mv;u\der (3 shared Data 71 [ Products
% a ;’f‘ “;‘; . & [ Studies #1- [ Shared Data - Studies
D e 7 [ Hewbrug [ Studes [ MewDrug
o O3 enoru 3 (3 - [0 Newdrug = [ Meardipine
SO mgﬂ 5 4] Hicsa Propertiss =} []j N“E’D”‘F‘”ESE . 54 Dema Study
=i+ Hics: Properties &3 peme sy - [ Documents
i Collapse (3 Documents 0 1o
R 5 30bs - = iobs
@k 7 Folder [ Rawdata g o Properties
" » | [ Reparts 7 [ Rep
= & Check Cut b [ sotm 3 E oo Expand
tis
Check Out 7] Table... [ TrislDesign
| chathion [ Histary = . B Dema Study B Dem o hew ]
[ History: - . 1 on... Derna Study Reparts - [2)) Dem
Copy CHC Y Exvternal File » Dera Study SDTM Library () Dem  gcheckOut
2 Copy. Chri+C i Pasts Chri+y i Lbwary... Dema Study Saures Library (&) Den [ History
R resic Cirlaw S A0 \ Dema Study Study Design -G Dem
ocumert... " i
Paste Sgecid.. < oakte £ peno :Eujv ilt‘ijvgermlnn\ﬂgv Library ) Der B copy e
W ot ermo Study Validation & Den
¢ Deete —_—————— Demo Study YalidationReports per|  MAPaste Cerket
Renarne £ Nicsahoo1 N Paste Special
Rename Mooz 44  Micsshdy st Spel..
copy to Fald 3 Copy taFolder... = S-4 ] Hiicss 24 Mesahll X Delete
opy to Falder. ., [=] Standard Damains}... #1- [ Tools
7 Move to Folder 4[] system #- (] Tools
Move to Folde - [FEcustomDoman... 3 viers #. [ System Rename
o mmme =
] Regster Tables.. ] Register Tables... =] custom Domain From Existing. . %[ Users G A4
Inport » Import 4 e Move to Folder,
Export 3 Bt D
- L) olAPSchema..,
€5 Refresh Fs S5 Refresh FS Import »
Export 3
€9 Refresh F5
Basic Propetties X
Basic Properties X Basic Properties x | Name | Value [ Basic Properties X

545 Data Integration Stud DI Admi

Ele Edt View CheckOuts Actions Debug Toos Window Help

N~ B B[22 Ca B X0 04| &3 | M B [ b

Clinical B Administration |-
Folders | tventory | v | Transtomatons |+
Define Tables and Select Folder Location 5 (3 My Folder
Click and highlight the tables you wank to select From this data source. Select a Folder location For the a0 [ Products
tables. 41 [ sharedData
- [ studies
5[] NewDrug
[-Select Tabl = [ Micardipine

5y {1 Demo Study

Selsct All Tables L) Docunents
ADMIN
Select Mone ]

ADMINZ

|
7] ADVERSE
|
]

RANDFILE
REGISTER

Ea]
TrialDesian

Demo Study

Demo Study Reports

Demo Study SDTM Library

Demo Study Source Library

Demo Study Study Design

Demo Study Study Terminoloay Library
Dema Study Validation

Demo Study ValidationReports

o Miesah001
Location: [f5tudiesNicardipine/Demo Study/Rawdata Brows . g Nesahooz

[ Tools
<k [ mews | | Fisn Cancel | e |

F oD

System
Users

[k

Basic Properties T"E
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"= Create DM Jobs

= 505 Data Integration Studio 4.21 - CDI User
=

Edt Vew CheckOuts Actions Debug Tools Window el

Bew - B[ 2% 0a B X[ &z 5[ M (5| o b @ (] 5 [[E8| 2 [Woripoce Serner o] reieooons | Code | ecodsandromcode | paanetes | nos | e
Foldors | nventory |+ | Transfomations [l creote_om Gererd | Whee | GoeBy | oy Happhas Opturs
5 g My Folder By v map PP R OP B[ 8 @20 |E B 3= |R A = > X
% (] Products Sourte table: SQL Jun (WSCLOUPS) C1 Tarost table: Extract (WSOLQWFE) i
% [ Shared Data (Caitmn Desciption # | Cohn Cohmn Descripben | Expression.
=[] studes SN ML e V| 4 SO oy lerkfer_NicoOr e
- [ icardipine REPCRTING CENTER._(Chers {2 | b DOMAIN__Domein Abrevistin TN [ 8
24 Demo Sturdy L SEFCRTINE RO, Chr 3| USUBTD e S Y. (PTG e | fee = -p
=41 Niesahool Ej E— REPCRTING INVES. 4| B SEND byt Lot = i
7 [ Documents \ ATENT TTIALS U5 | o RPSTOTC subeaRefmerce . ch neear U repeste g
=[] Jobs \ [CEMTRAL REGISTR. | B | i RFENDTC [Subject Fsference .., CASE DDl &5 Maodl
$i& Check Compliancs to Standard \ 5 GATE | 7| i STEID Study Ske Idertifier  SUBSTRIRTI s Map Selected
-8 Create Define.xml \ IRDHISS10N DATE (8] bmve  vestomo oot
§ Creste AE | \{( IEATE OF BIRTH 0 WHAHlvestigator Name  FUT(RETINN,
£% Create_CM \ [ BRTHOTC _|Date/Time of Eirth _ PUT(DOBISE.
- - oin able Loader ||
&% CREATE_DEFINE (Computed Values) Ej‘“’”"“’ / ELEE e TATUS PRIGR T0 . s 498 1 AGEL ot RFS... FLOGRITINTC
& Create_DM / Dermoaraphics [ge Unts esas
&% Create_DI_sURPOM_5C EFLCAENT FRID.., N Sex SEsTRELT
5 Create Ds CUPATICNPRID. . Chara Race QT W oo Y
£% Create 45 / [CIGARETTE SMOKER Humex Ethnicty P
[ mwalid us Test codes e A paoGPER DAY humes Plarved Am Code  CASE TRT W1 Select M1
[ Missing AE Terms Ej SANOENLE o [ALCOHOL N TVEL... Hune [Desciption of Flsnn.. PUT(IRT 4T Delete Target Cobumrs
-+ [5] Missing Trestment Codes [USED ORAL COHTR... Humex COUMTRY | Country = p— L Y ot
[ i viss - T ANDEDNESS Humes DMDTC Doteflime of Colee. . PUT(ACHDAT,
5[] Rewdata EETES MELLITUS Mt MDY Shudy D of Colec... CASE WHEN
Seps e
g [ soTM =
3 ey | e e e e
5 Nicsah0ol T e "T‘J e
Nicssh00 Reports - t il o L
Nicsah001 SDTM Library
Nicsahiio1 Source Library 1| e m (o] cmat | weo |
Nicsah001 study Terminology Lbrary || ‘ oe—F@o
Niessh0U1 Trial Design Diagram | code | ~| Log ouput_| ~]
Nicsah001 Yalidti
o {7 Niesshooz Details
7 [ Toels Stetus | warnings and Errors | Statitics | Contrel Flow |
53
srs
[ Name [ Status [ Detals Eresmied
SUBSTR{COMPRESS(PUIT(STUDYND, 26.1),4,3)|
% Create_DM * 1=1x]
1 Run M 3o af [
e e S E [ e[ oo nor [ == <] =]oo=[=] v]]ea]

Code generation pode: TP ~ |

BsEHRP ~2Aa X Undo Redo e e |
17 | * Generated by: cdiuser@SASBI * ﬂ Data Sources Euncions |
18 * Version: SAS Data Integration Studio 4.21 * Al -
19 / [ sogreqate
20 [ Avithmetic
21 /* General macro variables */ %i‘:"““t"“g‘ﬁ‘o"e’em”s
aracter
22 $let jobID = %quote (ASIO7QGK.ABOODOOF); ) Character String Matching
23  slet etls_jobNams = $nrquote (Creats_DM) ; (1 Data Quality.
24  %let etls userID = $nrquote (cdiuser@SASRTY; i} Ti
25 ¥ Create_DM [_[=] Jia DATOIF
- . ' [ i DATE
26 ||/+ vertormance statistics require AIBE| PEn HE W30 B $IP |G 5| Toen
27 H%macro etls_startPerformanceStats; | 212 | _DISARMI 0.000000| _DISARM| - fi DATEPART
28 $logdsas () ; 213 0.047000| _DISARM| 1582219282.2890001 _DISARM| 1582215282.336000 DISARM| 0.000000] _DISARM| o DATETIVE
. 214 | _ENDDISARN Fapay
20 #logdsas_logger (Perf.ARM, 'Ievell o o yomm. paTa statement used (Totel process time): = Fa b
30 options armagent=logdsas armsubs| 216 real time 0.04 seconds Fa b
31 $global _armexec; 217 cpu tine 0.00 seconds Fa HoLIDAY
32 $let _armexec = 1; as Jia HOUR
y 219 ¥
ini —r a INTCINDEX
ES - Sperfinit(applnans="SAS Dats INT| op0 wpppyripris RECORDCHECK):  proc datasete Lib = work noliSt nOVErn Weucype = (data view); FamTCK ||
221 NPRINT (ETLS RECORDCHECK): delete etls contents; CASN
222 NPRINT (ETLS RECORDCHECK):  quit;
Dizgram  Code Log | =] oupur | =] 223 Cancel Help
224 NOTE: Deleting WORK.ETLS_CONTENTS {mentype=DATA).
225 NOTE: PROCEDURE| _DISARM| STOP| _DISARM| 2010-02-19T12:21:22,395-05:00 DISARM| Workspacede
226 rver| DISARM| SAS| DISARN| |
227 _DISKRM| 2295616| _DISARM| 67768801 _DISARM| 10| _DISARM| 10| _DISARM| 22528 _DISARM| 2586419
228 | _DISARM| 0.015625| _DISARM|
229 0.0630001 _DISARM| 1582219282,3360001 _DISARM| 1582219282,399000| _DISARM| 0.000000] _DISARM|

230 | _EWDDISARN
231 NOTE: PROCEDURE DATASETS used (Total process time):

232 real time 0,06 seconds
233 cpu time 0,01 seconds
234
z3s

236 MERINT (ETLS ] options SYNTAXCHECK;

J* Runtime statistics macros

T s SaS ko
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" Perform Compliance Check and Report it

57 A5 Data Integration Studio 4.21 - 5%

Dlo Edt view Checkouts Actions Debug Tools Window beln
New = Bl [ o= B MR X[ o0 | M S5 | 88 [ | o ob o W | 5207 | B | P [Worlepaco Sorver ¥

clinical DI Administration

volders | wentoy | 7|

Transformations | =

51 LA My Folder
[#1L1 Products
[ L1 Shared Data

0 Check Co
[ [T

CDISC-5DTM Compliance Properties

General| Data Standard Domains | Checks | Options | Code | Frecode and Postcode | Parameters | Notes | Extended Attributes |

Domains to Check:

= Cimco

P e
4 Sk canelanc o Standrd e IVJ ”fsizﬂ?;dv%e o)
A Croare Dofina.x :
& comene T e cn(Concomant Meduations)
ato_cH L@+ DM (Demographics)
CREATE_DEFINE (conputed valuas) L= e D5 Dispomtion)
Croate DH_SUPFON_5C . u SD ¢ o)
qf; creats D5 (1] masun | S [ ® LB(Laboratory Tests)
4k croate_vs T ST # MH(Medical Histary)
Irwalid V8 Test codes [ # Q5(Questionnaires)
Migsing AE Teiing Lo[T # SC(Subject Characteristics)
Wiseing Treatment Codes > “[7 ® SUPPDM (DM Supplemental Quaifiers)
e () ks - TV S, = T % SUPPQUAL (Supplementel Qualfiers)
1 Neardpine ST % s (el ians)
{1 (5] Tools LT e XQUQualky of LFs Instrument)
59 System
# L Users

 vingram [ code | =] Log | ~] oupu |+

I
2IFE|e —_F— @ioom|EPsE|

Details —E%
Status | warnings and Errors | Statistics | Control Flaw |
[ o= & | i Gloar Al
order | Nane | status |
asic Properties x
Name [ Valus [ — =
ance telp
[ T SATADD T cdiadinin! @5 Clinical D1 Adi,,.

indows Internet Explorer

)~ [Borcttmancasoremcsan s mpocmemeageinem =] 42 x| [ e -
Checks available ko be added to the selection: Il Gl Edt Wiew Favorites Tools Help
= - »
Check ID Skandard Type Sewerity | Source Status Dormainis) Colurnnls) w o licea0 Date el | | fr - B - e - G -
SOTMOD0L  [CDISC-SDTM Metadata Moke Janus Ackive _ALL_ Identifie:l - f’
SOTMOO0L  |CDISC-5DTM Metadata Warning [WebSDM_|Active | ALL_ Identific | Datasets for Study Nicsah001
SCTMO00Z  |CDISC-50TM Metadata Error JanusFR.  |Ackive CM+DS+Ex A load © Dataset Description Structure Purpose Keys ‘anatinn
SDTMOO03  |CDISC-SDTM Metadata Errar ebSDM F\ct!\.-'e Elul Wb AE Adverse Events | Events - One record per event Tabulation | STUDYID USUBIID
SDTHMO004  |(CDISC-SDTM Metadata Moke SRS Ackive ALl SOuUrce | per subisct AETERM AESTDTC
SDTMO00S  |[CDISC-SDTM Metadata Mote SAS Aickive _ALL_ Zuskom
SOTMOO0E |[COISC-50TM Metadata WWarning |S45 Active | ALL_ Source CM Concomitant Interventions - One record per | Tabulation | STUDYID TSUBIID
SOTMOO1L  |CDISC-50TM Metadata Mote  [Janus  |Active | _ALL_ Identifie Medications medication intervention episods CMTRT CMSTDTC
SDTMOO11  |CDISC-SDTM Metadata MNote WebSDM _|ackive | ALL_ Tdentifie per subject
SOTMOD1E  [CDISC-SDTM Metadata Error WebSDM  |Active ALl Identifie D Demographics Special Purpose - Cne record Tabulation | STUDYID USURIID
SOTMODLS  [CDISC-SDTM Metadata Warning |\WebSDM  |Active _ALL_ Identific per subject
SOTMOD0LS  [CDISC-SDTM Metadata \Warning |lanus Active ALl Identifie D2 Disposition Evenis - One record per Tabulation | STUDYID TSTUEID
SDTMO01S  |CDISC-SDTM Metadata Warning |WebSDM | Ackive _ALL_ Iden! disposition status or protocel DESTDTC
SDTMOD17  [CDISC-SDTM Metadata Errar Janus Ackive SLPpe Identific milestone per subject
SDTMO017  |CDISC-SDTM Metadata Error WiebSDM  |Ackive SLIPP*+ Identific .
SDTMO01S  [COISC-SDTM Metadata Wiarning |JanusFR |Active | ALL_ Identific ¢ Subect Findings - One record per Tabulation | STUDYID USUBIID
- - — Characteristics characteristic per subject SCTESTCD
SDTMO019  |(CDISC-SDTM Metadata ‘Warning |WebSDM  |Active ALl Identific
SDTMOD20  |CDISC-SDTM Metadata Warning |[SAS Active _ALL_ Column SUPPDM | DM Supplemental |Relates - One record per qualifier | Tabulation | STUDYID RDOMATY
SOTMO023  |CDISC-SDTM Metadata Error SAS Active ALL Calumn T Qualiiers value USUBJID IDVAR
K| | 3 IDVARVAL QNAM
Select Al I Deselect Al I v Vital Signs Findings - One record per wital Tabulation | STUDYID USUBIID
sigh measurement per time point VSTESTCD VISITHUR |
Add | Selected I Close | Dane 0 [ [ [ [ '3 My Computer [®00% -
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"% Create CRT-DDS / Define.xml

Clinical Adrministration | ol i % Create Standard CDT-DDS Define.xml

Transformations | w7 .up | [+ Fun W Shop ‘? ;- ‘ l;l- l? | %ﬁ E(H ||'_'|_.| E | E 3 E}'|
Folders | Invventory | =
- LA My Falder = —~
=l [ Clincalbl Course (W CDISC-SDTM
EQ Pain®D @ to CRT-DDS L
=[] Documents
- D define. xml (==
- [ External Domains .'. s —_—
=[] Jobs \ T
------ 2% Check AE Campliance + : J‘
------ {%} Check DM Compliance - CRT-DDS & D define.xml J
------ {E-} Check 95 Compliance I::E Results ]

------ gi% Create Standard COT-DDS Defir
------ 4% Load DM

...... :’j;g.} Load Q5
------ 2% Load SuppDM

------ %% Load xP

THE
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" Navigate in the Define.xml file

> Study PainxD, Data Definitions - Windows Internet Explorer

@@ hd Fﬂé:,I',I';I'D_:,I'(.:DICI-JU-I’-SE,I'PaiHXD,I'dBFin_E.x.m|#b|.‘;"| ’ o _'_l_ |E| |£| ILive Search |E
'ir.} el @ Study PainxD, Daka Definitions | | @ - - @ - @ Page - @- Tools =
Datasets for Study PainXD
Dataset Description Structure Purpose Keys | Location
D Demographics Spectal Purpose Domains - One record per subject Tabulation | STUDYID TTSTTREIID
5 Questionnaires Findings - One record per questionnaire per question per | Tabulation | STUDYID TTSTRIID QSTESTCD
time potnt per wist per subject QESCAT VISTTHNUM
SUPPQUAL | DM Supplemental Special Purpose Datasets - One record per IDVAE, Tabulation | STUDYID EDOWATN TTETTRIID
Oualifiers IDWVARWVAT, and QITAM value per subject R AW
P Pam Dhary FINDINGS - Tabulation | STUDYID TTSTEID XPSEQ
HPTESTCD XPDTC
Cho Demographics Dataset (DM)
Variahle Label Type Controlled Terms or Format Origin Role Comment
Date STUDYID Study Identifier text Tdentifier
DOMAT Deomain Abbreviation text Tdentifier
TSUBIID TTgue Subject Identfier text RJI:'LCE, REfE!I’E!nCE Na.fne (RACE)
SUBIID Subject Identifier for the Study text
RFSTDTC | Subject Reference Start Date/Time et AMERICAN INDIAN OF ALASKA NATIVE AMERICAN INDIAN OF ALASEA NATIVE
RFENDTC Subject Beference End Date/Time text
SITEID Study Site Identifier text ASIAN ASMN
NVID Investigator Identifier text
ELACE OF AFRICAN AMERICAN BLACE OF AFRICAN AMERICAN
DNWVIAN Investigator MName text
BTHDTC |DasfTine ofBink = NATIVE HAWATLAN OR OTHER PACIFIC ISLANDER | NATIVE HAWAIAN OR OTHER PACTFIC ISLANDER
AGE Age float
AGET Age Umnts text AGET H}. H E H}. H E
SEX Sex text SEX L A T
RACE Race text EACE EecordQualifier

GSas  Em.
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" Explore the Hidden Patterns in Clinical Trials
Data with JMP Clinical

= JMP Clinical creates analytical reports on CDISC data
= SAS® Analytics running behind a IMP® user interface
* |nteractive JIMP® features for dynamics analysis

= An intuitive dashboard makes it easy to get started

= Examine patient profiles from many perspectives

=  Apply trusted statistical methods with flexible options

= Use sophisticated pattern-discovery capabilities

THE
POWER
TO KNOW.
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" From the ICH E3 reviewer guidance, what
types of reports the FDA looks at

L] Identify possible consequences of a safety signal from any
SOUrce
. Commaon AEs

- Subgroup analysis
SAEs

Exposure response
Time dependency
- %ersgnlﬁcant AEs as d

N
N
- Dropouts and other SAEs
N
N
N

AFE incidence by interaction (cont ) . Imimunogenicity
. Relative risks and attibutable risks for subgroup differences -
. eretahi&l’ time-to-event analyses cumulative ncidence . Carcinogenicity

- Summarnze and assess

. Hmdms—ﬁskmﬁmsﬁmﬁm

Less common AES

. Idﬂtrfyarldgmpbyho:rysmmfurmes

. Special Safety Studies
- Surmmanze any such studies
- Similar to other :itlgs in pharmacological dass?

Surmmanze and assess available data

Additional Clinical 1ssues

. Lews of confidence for dosa/regimen

. Crose-toudcity and dose response relationships

. Diose modification for special populations

General assessment of adequacy of Special Animal and'or In

itro tesfing
- Pre-dlinical animal models
- QT studies

Adequacy of routine clinical testing
- Labs, vital signs, ECGs, assessment of cerain events
Adegquacy of metabolic, clearance, and interaction workup
- P450 and p-ghycoprotien pathways
Other dng-dreg interaction studies
Specify potential safety consequences
Adaqg of evaluation for potentially problematic AEs that
migmut?eqexpemed for a new drug e
. Azsess adeg.l and note pertinant negative findin
{absences ings) == o=
Assessment of Quality and completeness of data
. Generall gverall assessment of the quality an deompletensss
of data with a description of the basis for this assessment
Additional submissions, including safely update

. Particularly those submission whose data were not
incorporated into the rest of the review

T F ¥ B @

Summary assessment of important identified adverse events
- Not important imitations of data and make conclusions
General Methodology

- Discarssion of general methodological issues

Pooled data vs. individual study data

Causality determination

Exploration of predictive factors

- Plasma levels, duration of treatment, concom meds, concom

Age, SE, race
Special populations
Fediatrics

AC mesting

Literaturs review

Post-marketing Risk management plan

Crther relevant materials

- Result of consultations with DDMAC, ODS reviews, actual use
and labeling comprehension studies, marketing studies

Crverall asssssment

- Conclusions

- Recommendation (regulatory)

- Recommendations on post-marketing actions

Risk management activity

- Include all such recommended activity with rabionale

Required phase 4 commitments

- Include the agread studies, the timeline for submission,
and basis for each ;aqsneﬂf comimitent

Labeling review

5 SaS | B



"= JMP Clinical Process Flow

Tools  Wiew ‘Window Help

Compliance k
ga8 Basic Safety WorkFlow

Demographics
Disposikion

Mortality
The order of this menu is important.

The order follows the order layout for
the FDA reviewer guidance

Adverse Events
Concornitant Medications
Medical Hiskary

Labs

Wital Signs

" v v v v v

Standard Reports
L. Patient Profiler

[34 Domain Incidence Indicators

Pattern Discovery
Predictive Modeling
Ltilities

5485 Data Set

b . . .

& Clear Parameter Defaults
Generate Dialogs From XML

Cocumentation and Help




" JMP Clinical Ease of Use

Ef Required Variable Check |Z| |§| |X|

= Dialogs are organised such as only
the SDTM and ADaM folders needs
to be defined

= Once an application has ran, the
next dialogs will automatically
populate the same settings (same
folder definition)

=  BENEFITS

= Easyto use

Description
Fhis process checks SAS data sets in specified SOTM and ADaM folders for all [are. ..

General |

* 50TM Folder
C:\Program Files\SASWMPASAClinicalSample [ choose ][ Open ][ 2 ]
DatatMicardipinesS0Th
* ADaM Folder
CWProgram Filesh\SASWMPEWClinicalhSample [ Choose H Open ” 2 ]
DatatMicardipine\ADahn,
Reguired “ariables Data Set
C:\Prograrm | choose || open |[ 2 |
Files\SASWUMPE\C linicalrequired_variables. sas7bdat
Output Folder

CADocuments and SettingsteurvaniLocal [ choose ][ Open ][ 2 ]
SettingstApplication DataWMPCA\ProcessResultst

+

+

* Required Parameter

[ Run H Save... ]L Load... j[ apphy HSet as Default H Reset ”Llser Guide H Cancel ]

| » Reduced learning curve

= No programming requirements

GSas  Em.



2 JMP Clinical Output Files

EEE _processinfo,sas7hdat 17 KB
=] ProjectLog_Test.kxt 1 KE
Ezarequired_variahles.sas?l:u:lat 17 KB
@ RequiredyariableCheck, Script, jsl 1KE
RequiredyariableCheck, log 14 KB
@Required'n-'ariablecheck_required_varial:ules.sas 3KB

@ sasclean. jsl

required_variables- Distribution

545 Daka Sek

Text Docunment
545 Daka Sek

IMP Scripk

245, 0utputlog, 701

285 Sysktem Program

IMP Scripk

04/05/2010 10°08
Data Table=required_vatiables
¥~ Distributions
v~ Data Set |/~ variable 7" Exists
WETEST
W5 WESTRESN
WEOY
UsupJio
hiH TRTDUR
TRTOP
TRTI A
LB STUDYID
e
D RFENDTC
W EECoD
Ch WMHBODSYS
LBTEST
AE e
e
ADSL DTHOESCR
CIED
OEATH
» — CMODECOD > — » — » —
Frequencies T Frequencies ] [ Frequencies ] [ Frequencies
AGE
AEgTDY
AEREL
AEENDY
AEDECOD
AEBODEYS
¥ Frequencies

SAS data sets

Processinfo files to track what has
been performed, when it has been
performed, how much time this
process ran

SAS logs to track SAS runs

SAS program with the settings of
the application

JSL scripts generating the dynamic
and interactive graphics

BENEFITS

e All the SAS files that is needed for the
submission

THE
POWER
TO KNOW.
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I JMP Clinical Patient Profiles

4 Subjoct 101013

Subject ID=101 013 Age=32 Gender=M, Race=WHITE, Treatment Gmup:PIacebo

Brain oedema

Ftracranisl pressure increased
Vasoconstriction

Apnoea

Cerebral haemarthage
Convulsion

Hypotension

Pyrexia

Hyponatraemia

Atelectasis

AMINDOAPROIC ACID
ACETAMNOPHEN
POTASSIM SUPPLEMENTS
DIAZEPAM

MULTIVITAMNS
PHENOBARBITAL

Placebo

|Activated Partial Thromboplastin Time
Alaning Aminotransterase
Aspartate Aminctransterase
Bilrubin

Blood Urea Nerogen

Carbon Dicxide

Chioride

Creatine Kinase

Creatining

Lactate Dehydrogenase

Partial Pressure Carbon Dioxide
Partial Pressure Oxyyen
Platelet

Protein

Prothrombin Time

Sothum

Diastole Blood Pressure
Heart Rate

Adverse Events

Concomitant Medications

G —
Exposure
Labs
-
A —
- - v
\ -
- A A
P ‘ -—
A - A
v
-— A -
- - v
A A -
- - v
— - v
A A
\J
A A A A A A
Vital Signs
89 9t 107 104 100 101 2 95 102 102 %
9 112 114 96 112 143 115 113 112 11 108

0 8

§TDY

¥ Controls
Dlsplay
[9 agverse Events
Concomitant Medications
Exposure
Labs
Vital Signs
-Lab Details -
Representation
© Markers
O Numbers
Datato Display
O
® HighiLowValues Only

Frame Size

Vertical ‘
Horizontal [ 800 | ¢

¥ Legend

J

Adverse Events

Labs

Create interactive patient profiles
instantly for any individual or
group of subjects

You can also select from patient
details — adverse events, medical
history, vital signs, etc. — to
customize patient profiles

BENEFITS

e Easy to use
e No programming requirements

e (Create customized patient profile
templates to select display of relevant
safety domains.

e See the medical history for any subject

51
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Demonstration
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" Verify CDISC Data Consistency

Ra o o
] d ¥ariab

Description
Fhis process checks SAS data sets in specified S0TM and ADahd folders for all Mare. .

General |
* S0OTM Folder

ChProgram Files\SASWUMPYClinicalhSample

[ Choose ][ Open H 7 ]

DatatMicardipineA\SD T
* ADah Falder

* Required Variables Data Set
ChProgram
FilestSASMMPAWClinicalrequired _variables sas7hdat

Choos

Open

* Qutput Folder

Choose

" Required Parameter

[ Run ][ Save... ][ Load... ][ Apply ][Set as Default ][ Reset ]E

1k Type

i required_variable |
'~ required_variahles &
Variable Type Label Notes E
AGE M Age YE
¥ ~ Data Filter AGEGR1 © Age Group 1 e
m ARM © Description of Planned Arm Cnly one of ARM, TRTO1A, or TRTO1P is required YE
= DEATHDSC |C Death Description MNonstandard, used anly in Mortality Cause Comparison e
2 matching rows RACE © Face e
oo Select [ Show [ Include SEX € Sex e
W Folde STUDYID © Study [dentifier Must be coded consistently across data sets e
WL Data TRTEDT N Date of Last Exposure to Treatment Either TRTEDT ar TRTEDTM is required Ve
Matching Type TRTEDTM |M Datetime of Last Exposure to Treatment | Either TRTEDT or TRTEDTM is reqguired Ye
o Yz TRTSDT N Date of First Exposure to Treatment Either TRTSDT ar TRTSDTM is required YE
ik Lahel Matching Label TRTSDTM [N Datetime of First Exposure to Treatment | Either TRTSDT or TRTSDTM is reguired e
th Noteg| Mo Yes TRTO1A C Actual Treatment for Period 01 COnly one of ARM, TRTO1A, or TRTO1P is required [l
1l Exists TRTO1P © Planned Treatment for Period 01 COnly one of ARM, TRTO1A, or TRTO1P is required e
-Starl Qwer = .
th Mate - O USUBJID © Unigue Subject [dentifier Must be coded consistently across data sets YE
e Matchiroer 15|S0TM  [AE AEBODSYS |C Body Systern or Organ Class fE
: g“rre”i{\’ge‘ 16|s0TM [AE AEDECOD |C Dictionary-Derived Term Ye
‘Vn“u';f” e 17|50 |2E AEENDY [N Study Day of End of Adverse Event e
18|S0TM [AE AEREL © Causality Ye
19[SDTM |AE AESEY © Severity/ntensity Either AESEY or AETOXGR is required; values must be Mil | e
20|S0TM |AE AESTDY M Study Day of Start of Adverse Event Ye
_SDTM AE AETOXGR  |C Taoxicological Grade Either AESEY or AETOXGR is required, values must be Mil | Nc
= Rows 22|30TM |AE STUDYID © Study Identifier Must be coded consistently across data sets e
Al rows 55 23|S0OTM |AE USUBJID © Unigue Suhbject [dentifier Must be coded consistently across data sets YE
Selected 3 24|S0TMW [CM CMDECOD |C Standardized Medication Name e
Bl 0 25|SDOTM | CW CMENDY © Study Day of End of Medication YE
Hidden 0 26|S0OTM  [CM CMSTDY < Study Day of Start of Medication e
Labelled 0 27|S0TW |CKM STUDYID C Study [dentifier Must be coded consistently across data sets YE
28|S0DTM | CM USUBJID € Unigue Subject dentifier Must be coded consistently across data sets Ve
29|50TM | D AGE N Age Ye
30|SOTM | DM ARM © Description of Flanned Arm e
At lormia [hea [T ¥alnl ~ [y e )
< il I =21




" Relationships between demographic
characteristics and treatment group

~ “Distributions |~ Data Filter
¥ ~Age ¥ ~Sex | ~Race ¥/~ Planned Treatment for Period 01 [ e |
110 -
. . 100 WHITE Select [ Show O Include
Tools  View ‘Window Help 80 " [S— E———
80 R
Campliance 70 GUHER
. 60 -
o8 Basic Safety WorkFow o {H ELACK OR AFRICAN AMERICA
gg ® RIC i3 ASIAN (15)
ASIAN BLACK OR AFRICAN AMERIC
) - gl OTHER (51)
Disposition S ’ - S - y - WHITE (701)
Frequencies ] lFrequencles Planned Treatment for Period 01
¥ Moments |
@ Oneway Analysis of Age By @ Contingency Analysis of Sex By °[@ Contingency Analysis of Race By Planned Treatment for Period 01 ]
Planned Treatment for Period 01 Planned Treatment for Period 01 0[ Mosaic Plot
10 o ¥ Mosaic Plot
1004 [ 1.00
T o 1.00
804
o 704
N | [
] LE] L]
304 DTHER
207 —— . — BLACK OR AFRICAN AMERICAN
NIC .15 Placebo
Planned Treatrnent ME 8 IFlzem
for Period 01 NIC 15 Placeba Planned Treatment
Planned Treatment for Period 01
¥ Oneway Anova | for Period 01 ¥ = Contingency Table |
¥ = Contingency Table )
~ = Distributions ]
Q[@Age ]9|®Sex ]°[®Race ]*[®Planned Treatment for Period 01 ]
110 =
100 WHITE
o I Placebo
a0 OTHER
70
G0 -
50 H BLACK OR AFRICAN AMERICA
I
40 F MNIC 18
a ASIAN
20

» Quantiles Y Frequencies | * Frequencies
* Moments

THE




Visualize Relationships between Mortality

Rate and treatment groups
JEREN ool view window Help

Compliance 4
§o8 Basic Safety WorkFlow

Demographics 4

Disposition

Aidverse Events *| [¥] Cause Comparison

@ Kaplan-Meier Curves

* = Product-Limit Survival Fit v ~ Contingency Analysis of Subject Died By Planned Treatment for Period 01 L

9[ Survival Plot ] 0l Mosaic Plot l
1.0 NIC 15 — 1.00
0.8+ Flacebo —
0.8- 075
0.7 .
£ 05 E
=
¥ 0.8 Bosn
3 04 z
0.3 =
0.24 P a5
0.1
0.0 : T T ; 7 0.on
0 5 10 1520 25 NIC .15 Placebo
SURVDAYS Flanned Treatment .
Time o evert SURVDAYS et [PLztacs) O

Censored by CENSOR ¥| = Contingency Table
Censaor Code 1 Subiect Died
Grouped by Flanned Treatment for Period 01 )

Count |0 1
v
| Summary Total %
Number  Number Cal %
Group failed censored Mean Std Error Row %
NIC 15 80 367 132138 Biased 0.19235 'é NIC 15 368 a1 449
Placeho a1 374 155785 0.26177 it 40 B2 B.94 4958
Combined 181 741 153602 Biased 0.21198 2 48600 4539
~ Quantiles IS 8186/ 18.04
Q . | ElPfacebo  ap4| 83 457
Ao i 4128 816 5044
Group Median Time Lower95% Upper95% Failures Failures = 5040 5061 =
NIC 15 15 14 E a184 1816
Placebo 18 18 14 E 7472 164 a06:
Combined 18 14 o 81000 1810
¥ Tests Between Groups ¥ Tests
Test Chis: DF Prob>ChiS
LogRank  DoGET i 07834 LY o7 <heplo [Refyrem ()
£l ’ 208 1 000113390 0.0000

Wilcoxan 0.6359 1 0.4252 |

£




2 Visualize Frequency Rates of Adverse
Events and Correlation with Demographic
Characteristics

¥ Description
The size of each hox below is proportional ta the overall frequency of the adverse evert in the data set. Click in a box 1o select it, Shift-click ta select multiple boxes, or Gtri-click to unselect
¥~ Tree Map of Dictionary-Derived Term Colored by Body System 9[@Distributinns Planned Treatment for Period 01=NIC .15 ]9[®Data Filter
or Organ Class Planned Treatment for Period 01=NIC .15 *[@’Age Group 1 ¥~ sex ]*[@Race
I I |
WHITE Select Show In
B8 M 168 Body System or Organ Class
Awealtis [ OTHER BLOOD AND LYMPHATIC S
l- H CARDIAC DISCRDERS (373)
pheral BLACK OR AFRICAN AVMERICA EAR AND LABYRINTH DISOR
e N 79 ENDOCRINE DISORDERS (&
Rzt eledtasts 361 £ 201 EYE DISORDERS (22)
GASTROINTESTINAL DISOR]
(R GENERAL DISORDERS AND
HEPATOBILIARY DISORDER:!
Hypol IMMUNE SYSTEM DISORDER]
H H G[@Distributinns Planned Treatment for Period 01=Placebo l INFECTIONS AND INFESTATI
¥ ' Tree Map of Dictionary-Derived Term Colored by Body System °[®Age Group1 ¥ ”Sex ]*[@Race INJURY, POISCNING AND PR
or Organ Class Planned Treatment for Period 01=Placebo INVESTIGATIGNS (221)
Hepatic fur] METABOLISM AND NUTRITION
o infec|
lction ab rinary WHITE MUSCULOSKELETAL AND C
Ml sep ractin W 160 - - - SSEEESS _
%> ae By (Dictionary-Derived Term, Planned Treatment for Period 01)- Chart of N Rows
Enantne 1 1) ection CTHER
Oede | Pyrexia
ma pe BLACK O
inheral N
<B5 394 F 207
Alvealiis  [] Atelectasis
ASIAN
et
veaemil Hynok [Hypol Pulmenary [R
a 7| oedema e
oiat]ina] & A n M
e e e R e e T T L e T e E e e e e e e e T e e T B e e e Ee e e e B e e e e e el

S RS R R Rl R s R s B C Rk R s R L~ RS Roh - RLIC R RI4C RLfs Bite REIC Rt RIdC Rldc RITe Rl s REICRLE s RIfC RITe Rl s ali RIS RIF o RLlc RIS RL - BRI Ry ol hllc REls ol Bl Rl oL s RS alts Rld- RII <
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