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CDISC(Clinical Data Interchange Standards Consortium
CDISC
CDISC IT

CDISC
CDISC

CDISC

CDISC Organization 2006

COISE Cocrdinating Commities cDISC mﬂ.@m
e ) RS Board of Directors +Financial Dwersight

Industry Advisory Board

President

Global Operations

Board and I1AB Support
sMember S 5

Technical Advisory Committee

Production Standards Implementation Services Innovation Initiatives

=Education Courses
=Global User Metwork Support
~Regional CDISC Coordinating
Camm. (Japan, Europe)
=5, Metworks
=implementation Enablers (lools)
=Help Desk

*BRIDG Modeling
*SDTM-ADaM

*Submission in ODM XML
*Terminology and MIH Grants
=Protocol Representation
=Healthcare Link

*Productistandands Updates
(SDTM, SEND, defingxml, ODM,
LAB, ADaM, Glossan
*End-to-end Documentation
simplementation Guide/Std Updates
{e.n. TOM, PK, device, vaccing)

http://www.cdisc.org/about/about structure.html



http://www.cdisc.org/about/about_structure.html

CDISC

. (0S) XML

CDISC 4

ODM: Operational Data Model

SDS: Submission Data Standards Model

LAB: Laboratory Data Standards Model
CRO

ASCII
SAS XML Lab Model Good transmission practice, study,
site, investigator, subject, visit, accession, record of extension type, base specimen, base battery,
base test, base result 10
blank, null, empty Transmission agreement bar delimited ASCIl SAS,
XML Schema

ADaM: Analysis dataset model
http://www.cdisc.org/pdf/japaninterchange?.pdf


http://www.cdisc.org/pdf/japaninterchange7.pdf

CDISC

CDISsC

Meta-Xceed Inc. MXI
Meta-Xceed Inc.

1751 McCarthy Bvld.
Milpitas, CA 95035
408.955.9333

info@meta-x.com

CDISC

SDTM
o Sy/Validate 3.0 — SAS

e Transdata 1.0 -SAS

e CDISC Builder 1.0 - CDISC

e Definedoc 1.0 -

[&_“'M‘—";@—’@

Sy Malidake Transdata ZDISC Builder Define doc


mailto:info@meta-x.com
http://meta-x.com/transdata/index.html
http://meta-x.com/cdiscbuilder/index.html
http://meta-x.com/definedoc/index.html

Sy/Validate

SAS Audit trail Windows Explorer
CFR Part 11

Sy/Validate  SAS MS Word MS Excel PDF

Hyec @

Walidation Motes
Falkr C:%walidation \wesikithzaspom

Program: vession] . gas.sa?

Tasks
SAS Piogam Header
545 Vanable Mam
\ a feen

2

SAS Datazel Label:
Diata \iah =

Shatusz. m -:I

Desalopment

Moles:  |Vedfcation Slated

et \fetilication Pazzed

Th'_* 12 3\ erihcation Failed

CIEL RS & eiifination P assed + Bioduchon

T iCakon.

Ok Carwel

MSWord Excel PDF

. SAS
e SAS



Transdata 1.0
Transdata SAS

Integrated safety sumary ISS CDISC
e CDISC
[ ]
. SAS Audit Trail
Transformation Data

Source Data: !|N|-|E--'*'-E ‘__J [i.e. libname. dataname]

Dutput Data Label: ;.ﬁ.dverse Ewent [ie. Adverse Event)

b odel Location: 1"-."xserver\cdisc\transfurmatiu:un'xmu:udels J

Dutput D ata; i|:||_|T|_|B __‘f_j _ ],&E| fi.e. libhame. dataname]

[ibrame] [dataname)
k. | Cancel | Save Code... Edit Models




CDISC Builder 1.0
URL: http://meta-x.com/cdiscbuilder/index.html
http://meta-x.com/cdiscbuilder/demo download.html

CDISC Builder CDIsC

. CDISC
. CDISC
e SDTM Supplemental Qualifier Relating Records Comments data domain

legacy program
. CDISC
e SDTM CDIsC

. Metadata

e DEFINE.PDF DEFINE.XML

CDISC Builder SAS CDISC
Builder


http://meta-x.com/cdiscbuilder/index.html
http://meta-x.com/cdiscbuilder/demo_download.html

Sawce Dala CAGLOBAINFROJECTINS TUDN S OUIRCE DATA
DalaSets:
ADWERSE 4 :
ADVERSEZ | SREves!
ADVERSES
ADWERSE Select Al
ALVE REM
LEE
SETSTMY | EEREE |
Toals
m o ADDSED
!l = Add seuence v formullicle obssreation
CDISC
WVerfp 545 datasetz against CDISC standaidz
COMMENT
Generata corrnent doenzin datacel
CONTEHTS
Gengrele 2 PROC COMTEMTS and PROCPRINT
JIFETERT
Werfy cillziences 2mong 545 datasels
FIMOIHGES
Ganerale COISC Findings dalazsl
FIMOAREL
Fird vanatles tral aie polertialiedated reconds
FTSUM

Cieate & summenp iepoil of &l foemets

; METADATA
Create and manage metadata datehace

O MaTCHYAR
Lo i Malch vaiizble names and lzbels Fthey aie siilar

= ORDERVER
I:: Modies the pozition adar of the variables

@ memeC
&% Generats CDISC Relating Growps of Recads

S0ZPT
Ciaates & $A5 nanspait e lrom 545 dalazals

ﬁ SUPPZUAL
Genersts CONSC Supalamendal Duszlhe:

= WARLEM
=Fea Eeslzate lhe vanshles andiecommend lenglhs

=
Ext COISC BUILDER toal

(X




Definedoc 1.0
http://meta-x.com/definedoc/index.html

Definedoc
DEFINE.PDF DEFINE.XML
. SAS PROC
CONTENTS
. key field
o format catalog decoder algorithm
.
. Audit Trail
e DEFINE.PDF DEFINE.XML Excel WORD

Define PDF/XML

[nput 545 inlib. ae
D atasets: inlib. =
inlib s

irlib berm 1

KeyFields: | subijid wizitdt

Farmat Librany: ilibrary.fnrmats

SDaLtJ.;CF'Eath: ||::'\my'\path'\lu:u:atiu:un'\t-:u'\.su:uuru:e"adata |

Cutput File: ]define_:-:ls [i.e. define.xlz, define.rtf, define. pdf. define. =ml]
ok | Cancel Save Code... Edt |



http://meta-x.com/definedoc/index.html

Data Ceutics, Inc.

1610 Medical Drive, Suite 300,
Pottstown, PA 19464
610.970.2333

610.970.4884
info@dataceutics.com

CR Toolkit
http://www.dataceutics.com/crtoolkit/sassolution.htm

Clinical Reporting Toolkit (CR Toolkit) SAS

DataCeutics Report Portal validated table
o CR Toolkit 1 1
SAS CR Toolkit
e CR Toolkit 99 80-90 50
( )
[ ]
e SAS
[ ]
e SASODS ASCIl RTF XML PDF HTML

. SAS version 8.2 9.13


http://www.dataceutics.com/crtoolkit/sassolution.htm

Report Portal
SAS

e SAS
e SAS
. SAS

° SAS Audit trail SAS
Audit Trail

e SAS

e CFRPart11 SAS

e host-based application-based
e SAS reporting

. SAS

e CR Toolkit reporting software
e ASCIIl, HTML, RTF, PDF, XML

e SAS Output Delivery System (ODS)

SAS
SAS
The Build Templates Tables,
Listings and Graphics (TLGSs) TLGs

. Listing Generator Template

¢ The Combined Frequency and Descriptive Statistics Template

¢ Subject-Level Frequency Template 1

10



subject-level frequency count
¢ The Descriptive Statistics Template Descriptive statistics
2 categorical variables common statistical
procedures p-value
Report Template SAS

11



XML4Pharma

IT

78224 Singen,
Germany,

+49 7731 975044,
info@XML4Pharma.com

The Lab ASCII to Lab XML converter
http://www.xml4pharma.com/CDISC Products/LabASCII to LabXML.html

( ) http://www.xml4pharmaserver.com:8080/XML4PharmaServer/index.jsp
e CDISC Lab 3 SAS ASCII XML
e Lab CDISC XML CDMS
o XML CDISC ODM Lab
e Lab ASCII Laboratory

e XML

4 CDISC Lab ASCII to Lab XML Converter -0 x|
Lab ASCI Input File: IC:'Ilmplemen‘tatiun_wurkshup_sept2l]l]41A: Browse ...
Lab XML Output File: |C|:'ltemp.::n1l Browse ...

Convert How ! |

arting conversion ...
uilding XML tree ...

Transforming XML tree ...

About this Converter

12


http://www.xml4pharma.com/CDISC_Products/LabASCII_to_LabXML.html
http://www.xml4pharmaserver.com:8080/XML4PharmaServer/index.jsp

The CDISC ODM Checker
http://www.xml4pharma.com/CDISC ODM Checker/index.html

The CDISC ODM Checker  ODM CDIsC
CDISC

CDISC

Checking ODM file C:\CTChicago_not_conform.xml |Z| |E| E'

Results from checking the COISC ODM Document

Checking ODM file C:\CTChicago_not_conform.=xml

Level 2 ERROR when reaching line 203

SAS Name error: element "ltemDef” has an invalid value for the
"SDSWVardame" attribute

SAS Names must be between 1 and 8 characters long

The SAS Name found was "AEHNORM SDS Variable Hame"

Level 2 ERROR when reaching line 203

Length attribute of ltemDef element with OID "IT.ABNORM" is
missing

Length attribute is required when the DataType attribute has the
value “integer” or "float” or "text”

[

13



http://www.xml4pharma.com/CDISC_ODM_Checker/index.html

The CDISC ODM Study Designer
http://www.xml4pharma.com/CDISC _Products/ODMDesigner.html

e ODM Study Designer XML ODM
° ODM
e ODM Study Designer ODM XML-Schema graphical interface
)
o Graphical mode XML
o Update
o CDISC ODM
Validation )

e Libraries of CodelLists, Items, ItemGroups, Forms,

o ODM Study Designer
o CDISC ODM
e ODM Study Designer SDTM-ready SDTM version 3.1 SDS
e SDTM ODM Study Designs Domain attribute of ItemGroupDef attribute of ItemDef
e SDTM
e Study
o ItemGroups
e Protocol
ODM1.2.1 ODM Vendor Extensions
( ODM 1.2 XML-Schema Vendor Extension XML-Schema

14


http://www.xml4pharma.com/CDISC_Products/ODMDesigner.html

0DM Study Designer. by XML4Pharma
File Walidate Options Help

| Global Study ariables || Basic Study Definitions || Study Metadata |
rlncludes rPrutucuIs rStudyE\rem Definitions rFurm Defininitions: rltem Group Definitions | Kem Definitions Codelists | Imp
& [a]|n] Matme DataType Lenith SignificantDigits SASFieldMarme SDEvVarMarme
!
BN
By
BEY
B
[N
By
BEY
B
BN
][] Marme DataType Length
BT AEMORM Marmalisbnorma. .. [inteder | w1
[T AEACTTRT  |Actions taken re .. [integer ]
E}QIT.AECONTHT Actions taken, ot lqnat 1
E’;Q.IT.AEENDAY Stop Day - Enter ... 2
E’;QIT.AEENDT Derived Stop Date _ 10
B &/ T AEENMON Stop Month - Ent. |oaeame z
BT AEENYR Stop ‘Year- Enter . [TH€ 4
BT AEOUT Outcorme [text 1
[ S IT.AEREL Felationship to ... [string 1
@QIT.AESEV Severity text 1
(o . S — - —_ . -

15



Extra information for: ltemDef with OID = |T.ABNORM

5 Extra information for: Question
T | Translated Text | ORM C
g Language I
q
i
: Choose a language using a button or the selector :
o (You can use the autocompletion facilities of the selector) -
-
i =
il |
i | English | l Spanist | | Portug | | French | | German | B
t
:le | Arabic ‘ l Chi | | laf : ‘ | Russia | | Korean | -
o IHindi X —
3 L L
3 Selected Language: Hindi B
Hi " :
3 Code: hi B
1 B
& -
3 =
1 e e
k| Save to Library Load from Library

-

16



The CDISC ODMViewer
The ODM Viewer CDISC ODM1.2
HTML ODM

ODM 1.2 1.1 Explorer

L ILhicagoe_Xschemaxml

Fle Citon: Help

=1of =]

CGDM Atributes

Ciesirip im CDI3Z CTIW wersiun 1.2.2 fucznal
[ T L ¥ [p——— - —
£1-7| Metagats wersions Fi'e Typr Trznzardirnal
- | Weremmn 1.0 " _— R
;@ DMrotocol i ¥ e
4 Hudy cuents el
# Fnms
# Nem groups Fie CIC 0E7.654-321
& Neme
4 Code liats Creaiun Dal= ard Tice (2302-04-20T:1.07 23-05.0C
& P ntati
resemations Friar Fil= 21

] Ml ol i 1l
-] 123-455.T69

Az ot Lace and Tenc

-4 leare
~# Losatione 0D Vecsion
H 4 Sionaturc defa
| Reference Outa Cladgmma, ue
B ] 175456 7R
B2 man Amur e System
~- & Sampla Helerancs Liata
[7 =1 Chinical data o ; Byslom vorsoa
-] 122-456-704 -
§OE-C]wlan -

# ODemography

4 Ireatment Acexnment
# Mharmacolinetica

# Physical Cxnm
-
-

Arlwa e Furds

Concom Meds
Bl | T2 185 IR

Wcldilional Tunctions
Clinical dta subsets

17




] Studies _ ~ 0 _ .
- 129.456-769 Study Events - Study 123-456-789 - MetaData Version v1.1.0
# Global variables -
[__| Basic definitions Natne ol Fepeating 7 | Type Category
.~ # Units of Measurements
-] Metadata Versions Pre-treatrment || SE.WVISITO Mo Scheduled | PreTreatment
-] Version 1.1.0 Post-treatment | SE.VISIT1 |No Scheduled | PastTreatment
=4 Protocol
.
# Forms
# Hem groups Study Exvent: Pre-treatment
Form Mame Form OID Order Mumnber | Wandatory 7
# Presentations
L] Administration data Demography FORNM DEMOG 1 Mo
B[] 123-456-789
& Users Treatment Azsignment |FORR DEUGPHEM | 2 Mo
# Locations
# Signature defs Pharmacokinetics FORM PHAELTYIT |3 Mo
] Reference Data )
-] 123-456-789 Physical Exam FORMWITPHYEX |4 Mo
=] v1.1.0
~# Sample Reference Data
] Clinical data Study Event: Post-treatment
o] 123-456-789
=] v1.1.0
"% Demography Formn Mame Form QOID Order Mutnber | WMandatory ¥
@ Treatment Assionment | | 5 4verse Events |FORM AE 1 Mo
# Pharmacokinetics

2 (Clinical Data Subsets

Studies Metadata Versiohs Sites hwestigators

123-456-709 @'Yersion 1.1.0 Moswell Park John Smith, M.D.
1.2.0 Ired llutchinson Jane Doe, MD.

Subjects Study Events Forms kem Groups

Pre-treatment Demography Demography Compound
Post-treatment Tregtmeni Assignment| Treatment Assignment| LLEETENTR0TEE]
Pharmacokinetics Pharmacokinetics Protocol Number
Phyrsical Exam Physical Exam Country

dverse Everts Adverse Events Record stalus, 5 levels, internal use
Concom Meds Concom Meds

Display Subset

18



CSS Informatics
http://www.csscomp.com/web/products/oc2sds.ht6D

84 Sherman Street,
Cambridge, MA 02140
+49 7731 975044,
inffo@XML4Pharma.com

OC2sDS
OC2SDS  Oracle Clinical™ data CDISC SDTM 3.1

e (OC2SDS Oracle Clinical data CDISC SDTM 3.1

e OC

o ocC SDTM3.1
e Folios 0C2SDS

e Partll

e Oracle Clinical Data extract views
e 0OC2SDS View

o View SQL

e CDISC SDTM3.1

o Folios
o 1

e view columns

e Folio

o

e OCDVG SDTM

e SDTM terms

o SAS XPT SDTM3.1
) Define.xml

e  Oracle Clinical 4.5

19
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http://www.csscomp.com/web/products/oc2sds.ht6D

icago_XSchema.xml

File ©Options Help

=10l

5[] 123-456-789

: Global variables

Basic definitions

# Units of Measurements

| Version 1.1.0
: Protocol
Study events
Forms
ttem groups
tems
Code lists
Presentations
=] Administration data
-] 123-456-789
# Users
# Locations
=4 Signature defs
[=-__] Reference Data
=[] 123-456-789
- [LEN ]
# Sample Reference Data
=] Clinical data
(=[] 123-956-789
RS EN]
# Demography
# Treatment Assignment
# Pharmacokinetics
# Physical Exam
*

Adverse Events
= Concom Meds
[ 1123-56-789

fdditional Functions
Clinical data subsets

ODM Atiributes
Description CDISC ODM wversion 1.2.2 fortnat
File Type Transactional
Granularity Al
Archival
File OID 087-654-321

Creation Date and Time

2002-04-20T11:07:23-05:00

Prior File OIC

As of Date and Time

ODM Version

Originator

Source System

Source System Version

D

20




Assero Limited
http://www.assero.co.uk/1-10.asp

The Old Post Office
High Street

Buckland Dinham

Frome

Somerset

BA11 2QY

United Kingdom

Tel: +44 (0)1373 452303
Fax: +44 (0)1373 453823
info@assero.co.uk

ODMConform

http://www.assero.co.uk/1-10.asp
http://www.assero.co.uk/6-0.asp?ID=26

° ODM
. ODM
ODMTest

http://www.assero.co.uk/1-8.asp

e ODM

e ODM /

21


http://www.assero.co.uk/1-10.asp
http://www.assero.co.uk/1-10.asp
http://www.assero.co.uk/6-0.asp?ID=26

SAS Institute
http://support.sas.com/rnd/base/topics/sxle82/TW8774.pdf

SAS Base
SAS,STAT,GRAPH,IML
CDISC SAS V8.2  Tech Support Hot-fix SAS v9 (SP4)
e CDISC ODM XML Import/Export
e SAS CDISC
o SAS CDISC
PROC CDISC

CDISC ODM1.2 XML import/export

<SAS XML Libname Engine ODM Syntax>

FILENAME  odm “AE.xml” ;

Libname odm xml xmltype=CDISCodm FormatActive=Yes FormatNoReplace=NO
FormatLibrary="WORK”;

FILENAME out “AEout.xml”;

Libname out xml xmltype=CDISCodm FormatActive=YES xmimeta=SCHEMADATA,

/* INPUT */
data  AE;set odm.AE; run;

/* OUTPUT */
data out.AE; set AE; run;

libname odm ;
libname out ;

<PROC CDISC Input Syntax>

FILENAME XMLINP “saspgms/AE.XML”;

PROC CDISC MODEL=0ODM
READ=XMLINP

formatActive=YES
formatNoReplace=NO

ODM ’ ODMVersion= "1.2”
ODMmaximumOIDlength=16
ODMminimumKeyset=NO

CLINICALDATA ’ OUT = CURRENT.AE

22



SASDATASETNAME = “AE”
RUN; ’
FILENAME XMLINP ;
Proc contents data=CURRENT.AE varnum; run;
Proc print data=CURRENT.AE; run;

<PROC CDISC Output Syntax>

FILENAME XMLOUT *“AEmin.XML?;

PROC CDISC MODEL=0ODM
WRITE=XMLOUT

formatActive=YES
formatNoReplace=NO

ODM ODMVersion="1.2"
FileOID= “000-00-0000"
FileType=SNAPSHOT
Description=""Adverse events from the CTChicago file”
ODMminimumKeyset=YES

STUDY ’ DATA=CURRENT.STUDY ;

GLOBALVARIABLES DATA=CURRENT.GLOBALS ;
METADATAVERSION DATA=CURRENT.METADATA ;

CLINICALDATA  DATA=CURRENT.AE(rename=(subject=_SUBJECTKEY)) ;
RUN ;

FILENAME XMLOUT ;

23



Lincoln Technology

Lincoln Technology

WebVDME for Strategic Pharmacovigilance
WebVDME for Signal Management
Clinical Trials Signal Detection

http://www.lincolntechnologies.com/index.html

880 Winter Street,
Suite 100

Waltham, MA 02451
U.S.A.

WebSDM
http://www.lincolntechnologies.com/Technology/standards.html

WebSDM FDA CRADA Web SDTM

NDA NDA
Review Template

e SDTM
o Audit Trail
.
.
) .csv, .xpt, .sas, .xls
FDA 2005 12 JANUS
Lincoln Technology WebSDM CDISC sDS, LAB ODM ICH E2B
XML SDTM FDA JANUS

24
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rata Manager - &
| Ble Edit ¥ew Favorites Iools Hep
| Eack > =+ ~DE | F BrSE O

Internet Explorer

| Acicress [£) b s fwebscim/sekect_teb, spPgotoTab=dom ain_tab jsp ~| e
r Select StUdy Home || =250 | Domains || Subject Lists || Reports

User: Armando Dliva [olivaa]

Select a new Application

Available studies in the application:

| ID| Mame Description State
0 Aziaiong 6556 Subjects Cross-Domam Checls Run sdm31 08152004 15:00:46 EDT
1 |AZiAdnoa 924 Subjects Cross-Oomamn Checks Bun sdm%1 05152004 15:27:46 EDT
2 A21e1004 983 Subjects Cross-Oomam Checks Run sdm31 081352004 14100259 EDT
7 3 |a2181030 540 Subjects Cross-Domain Chacks Run| sdm31 |05/13/2004 12:18:25 EDT
o4 503 Integrated Szfety Summary - 1907 Subjects Cross-Domain Checke Run sdm3l 08132004 14139118 EDOT

Select Study |

-

IEI l_l_l_ Fﬂ Local intraret 4

[FoA CEER

zamm Ao ozt = NI

http://www.fda.gov/oc/datacouncil/meetings/oliva.pdf
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.JEle EOt Wew Favomes Toos Help
| ek =2 > H & @ BHra=xQ

|Aoidress [ @) i s mawersdm idoman_tbh e | e
Brefarence: Sebiings Pesdbad: Exit Help
|Fn& Study Data Domains Homa |[Salec: | [T Cubject Lists || Raparts

Application /Study: A21757 fhZ 181002

Applications . __. __ Study; AZ181002 Sponsor: Pfizar Last Data Load: 09 1372004 15:00:46
EDT Last Rum Fame: Load 42 181002

Viaw Completa Ermar Log

Comain | Subjocts Dascription Eeport | Bowndoad Rows | Yanables | Structurs Errors
3 T34 | Advarca Evants & 29138 s aL i 2
oM E556  Demoaranhics = ESES rmws a 4 3
bs £556  Diepacition 17154 [ows 24 2 1
Ex ESSE Expoiufa & BEES rows EES 2 1
I BE56 b = 4694 oW, 40 a 5
BT ESBG  Subdeck Characterictics = 427A0 mws 2= 1 1
=3 I2ET RdbmchElaments 2058] mws 22 o z
ET) E556 Eubstance Use Of 22386 mws 28 0 =
EUPPOUAL EEEA Zupplamantal Juabfier Vare E1272 ows ) 1 4
I Trial oy 3 rows 0 0 ]
TE Trial Blements 3 rows I [ i
I= Trial Summary =4 rows -3 2 a
'} Trial Visk 14 roows ] [ o
¥ AR Wil Si0nS = 17112 (DS in i 1

Maximum Error Severity Levels: = -
Mo Errors  Low Hedium High

=
rLLlHJ [ [ [Eocd rimaret Aot = HENE

http://www.fda.gov/oc/datacouncil/meetings/oliva.pdf
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]Ele Edit Wew Favores Toos Hep

ret Explorer

ek =5 ~DE A @ E~a3=0

JA;icreﬁ lﬂ fr: ffed m Aeebsdm o tShowCompositeTatle, fpedoiit=1

=] wao

m Display Report

Use:

Denvog Summary by ARM [1 rows]

Home || §alact | Damains (| Subject Liste | LML e
Armandn Oliva [alivaa], Application/Study: A21757 /2181030, Report: DM:

Edit Definition Save Output Choose Graph Download Oations

Brint

Blinded Therapy 540 6187 6,51

Nates

Diata Source: A21757_02181002_c ONFlS
Subjsct List: {nan=1

Repart: Dff: Demog Summary by ARM
User:

&rrnanda Oliva

RALCE
ASTAN BLACE |HISPAMNIC | OTHER

|usuparp | usuzaro |usuaato | usupai | ususaio | usuasto |
s [ em ] ot [

340 13

Preferences Sedings Feedback Ewit Help ;I

Report

WHITE

L Ia H 437

F Repart Run Dot 092372004 1057103 EDT

=l
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- HEE
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Statistical Solutions

BMDP
nQuery Advisor
SOLAS  Missing data

http://www.statsol.ie

8 South Bank,
Crosse’s Green,
Cork,lreland

Tel: +353 21 319629
Fax: +353 21 319630
sales@statsol.ie

Patient Profile
http://www.dataceutics.com/crtoolkit/sassolution.htm

Excel JMP
Audit trail
Patient Profiles

Patient Profile

. xml
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Demo

Diary 2

Diary2 2

Clinic

Clinic2

Labs

Labs2

Adverse Events

ConMeds:
StudyMeds

Excel SAS CDISC XML

M Select Data Source

Excel Spreadsheets [*.xls)
Access Databases (*.mdh)
S0L Server Databases
Oracle Databases

SAS Datasets (*.5d2,% ssd# 2 sas7hdat, #.5d7)

SAS Transport Files [*xpt)

ASCH Tewt Files (*.1xt,% v, * dat)
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