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Safe Harbor Statement

The following is intended to outline our general product direction. It is intended for
information purposes only, and may not be incorporated into any contract. It is not a
commitment to deliver any material, code, or functionality, and should not be relied upon
in making purchasing decisions. The development, release, and timing of any features or
functionality described for Oracle’s products remains at the sole discretion of Oracle.
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CDISC Europe Interchange 2015
4 - 8 May 2015

Location:
Basel, Switzerland.

Main conference 5th/6th May 2015
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CDISC Interchange, Europe, Call for ABSTRACTS

The Programme Committee is now accepting abstracts for presentations and posters at the CDISC
EU Interchange in Basel, Switzerland on the 5™ and 6™ May 2015.

The hot topics we see for this year are:

Measureable Benefits of CDISC Implementations
Implementing CDISC standards (e.g. SDTM, terminology, CDASH) into your R&D process and measure and
metrics of the benefits.

Practical Implementation of Therapeutic Area Standards
Therapeutic area specific topics and theirimpact on existing CDISC standards; practical implementation
experiences

Protocol Metadata for the CDISC end-to-end implementation

Structured protocol metadata as a starting point to automate setup of clinical databases and downstream
CDISC standards deliverables such as CRF's, datasets and reports. What is needed?
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CDISC Dataset-XML

E®» Quick history of SAS®-XPT in Electronic Submisssions
E» CDISC Dataset-XML

) Data Structure
E» Demo

) Status and Future
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History of SAS®-XPT

... and the combined challenges
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SAS®-XPT in Clinical Research and Electronic Submissions

* FDA, eCTD and Electronic Submissions

* Free available and documented formats: PDF and SAS®-XPT (V5)
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FDA Portable Document Format (PDF) Specifications

HI I II I lI I ll I I e FDA PORTABLE DOCUMENT FORMAT (PDF) SPECIFICATIONS

PURPOSE

These specifications are for submitting documents in Portable Document Format (PDF). The purpose of this
document is to provide specifications for submitting PDF files that align with the ICH M2
Y 1 O e a rS | a t e r recommendations’ and that are in a format that the receiving Center currently supports. For purposes of this
y soe document, “supports™ means the receiving Center has established processes and technology infrastructure to
support the receipt, processing, review, and archive of files in the specified standard format. PDF is an
open, published format created by Adobe Systems Incorporated (http://www.adobe.com). Software from a
variety of sources can be used to create files in the PDF format.

—IT technology improvement

VERSION

PDF versions 1.4 through 1.7 are acceptable. Submitted PDF files should be readable by Adobe Acrobat 8.0,
should not require additional software or plug-ins to be read and navigated, and should be text searchable. If
plug-ins are used during the creation of a PDF document, prior to submitting the document, ensure that a

- P D F vers i on i ssues plug-in is not needed for review or archive.
* FDA PDF v1.4-1.7 SECURITY

° S ecu rlt | ssues Do not activate security settings or password protection. The integrity of the submitted files is maintained
y through Agency security and archival processes. A copy of the files, generated from the submitted files, will
be provided to the reviewer. The reviewer should be able to print, select text and graphics, and make
changes to text, notes and form fields using the provided copy.

FDA Forms downloaded from the FDA Forms website contain security settings that prevent changing the

— S AS ® -X PT fo F NON S AS Syste ms documents. These forms should be submitted as provided, with no additional security added and without

removing the provided security settings.
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Copyright © 2014, Oracle and/or its affiliates. All rights reserved. |




SAS®- XPT

File Edit View Window Help
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TS-140
RECORD LAYOUT OF A SAS® VERSION 5 OR 6 DATA SET IN SAS® TRANSPORT (XPORT) FORMAT

INTRODUCTION

A1l transport data set records are 80 bytes in length. If there is not sufficient
SAS ® TS_ 140 data to reach 80 bytes, then a record is padded with ASCII blanks to 80 bytes. All

character data are stored in ASCII, regardless of the operating system. A1l

integers are stored using IBM-style integer format, and all floating-point numbers
are stored using the IBM-style double (truncated if the variable's length is less
than 8). [An exception to this is noted later.]

See the section "NUMERIC DATA FIELDS" for information on constructing IBM-style
doubles.

RECORD LAYOUT

1. The first header record consists of the following character string, in ASCII:

00000
2. The first real header record uses the following layout:

aaaaaaaabbbbbbbbccccccccddddddddeeeeeceee fEfFfFFFFFfFfffffff

* Sure, documented, S

aaaaaaaa and bbbbbbbb specify 'SAS !
-- cccccece specifies 'SASLIB .

M M -- dddddddd specifies the version of the SAS(r) System under which the file
- ut I n O I n a ry was created.

-- eeeeeeee specifies the operating system that creates the record.

-—— fEffffffffffffff specifies the date and time created, formatted as
ddMMMyy:hh:mm:ss. Note that only a 2-digit year appears. If any program
needs to read in this 2-digit year, be prepared to deal with dates in the
1500s or the 2000s.

Enother way to consideJh%his record is as a C structure:

struct REAL HEADER {
char sas_symbol[2][8];
char saslib[8];
char sasver[8];
char sas_os[8];
char blanks[24];
char sas_create[16];

}i
3. Second real header record

https://support.sas.com/techsup/technote/ts140.pdf daMMMyy :hh - s

In this record, the string is the datetime modified. Most often, the datetime
created and datetime modified will always be the same. Pad with ASCII blanks to

ORACLE
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[y struct NAMESTR {

short ntype; /* VARIABLE TYPE: 1=NUMERIC, 2=CHAR */

Wh {l . h XPT? short nhfun; /* HASH OF NNAME (always 0) */

at S Wrong Wlt H short nlng; /* LENGTH OF VARIABLE IN OBSERVATION */

short nvaro0; /* VARNUM */

*/

*/

short nfl; /* FORMAT FIELD LENGTH OR 0 */

. . . . short nfd; /* FORMAT NUMBER OF DECIMALS */

* Variable name lenght limitation i os; /+ OMLEFT JUSTIFICATION, 1-RIGHT JUST  +/

char nfill[2]; /* (UNUSED, FOR ALIGNMENT AND FUTURE) */

. . . . char8 niform; /* NAME OF INPUT FORMAT */

¢ Va r|ab e Iabel Iength ||m|tat|on short nifl; /* INFORMAT LENGTH ATTRIBUTE */

short nifd; /* INFORMAT NUMBER OF DECIMALS */

long npos; /* POSITION QF VALIE TN ORSERVATTION * /

o Va rlab e data Iength ||m|tat|0n (;har rest[52]; /*|remaining fields are irrelevant */
* No support for international characters sets bae 5 ot o1

* A kind of binary format (structs)

-> Hard to process on non-SAS® platforms

https://support.sas.com/techsup/technote/ts140.pdf
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Requirements for a change

* A new, modern dataset transport format of regulated data

* Easy to process (with free tools) and faster software development
* Support tabular datasets including SDTM, ADaM, SEND

* Support of international character sets

R CLG Copyright © 2014, Oracle and/or its affiliates. All rights reserved. |



CDISC Dataset-XML

... as the answer
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Where does the name come from?

* Original name was

Study Data Set XML (SDS-XML)

* To avoid confusion changed to

Dataset-XML

R CLG Copyright © 2014, Oracle and/or its affiliates. All rights reserved. |



Dataset-XML

* Based on CDISC ODM and Define-XML
— Define. XMLV 2.0 or later is recommended for Dataset-XML

* Related to SDTM, ADaM, SEND and any kind of tabular data in the future
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What will change for submission / eCTD?

For the end user?

* Old
SDTM-IG 3.1.2 Date of document generation: 2013-03-03T17:04:44

Annotated Case Report Form Stylesheet version: 2013-04-24
Reviewers Guide

Complex Algorithms
» Tabulation Datasets Tabulation Datasets for Study CDISCO1 (SDTM-IG 3.1.2)

» Value Level Metadata

Dataset Description Structure Purpose Location Documentation

» Controlled Terminology
. ) TA Trial Arms TRIAL DESIGN One record per planned | Tabulation | STUDYID, ARMCD, | ta.xpt
» Computational Algorithms
Element per Arm TAETORD
» Comments
TE Trial Elements TRIAL DESIGN One record per planned | Tabulation | STUDYID, ETCD te.xpt
Element
TI Trial TRIAL DESIGN One record per I/E Tabulation | STUDYID, ti.xpt
Inclusion/Exclusion criterion IETESTCD
Criteria
TS Trial Summary TRIAL DESIGN One record per trial Tabulation | STUDYID, ts.xpt
summary parameter TSPARMCD,
value TSSEQ
™V Trial Visits TRIAL DESIGN One record per planned | Tabulation | STUDYID, tv.xpt
Visit per Arm VISITNUM,
ARMCD
DM Demographics SPECIAL One record per subject | Tabulation | STUDYID, dm.xpt See Reviewer's Guide, Section 2.1
PURPOSE USUBJID Demographics
Reviewers Guide

ORACLE
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What will change for submission / eCTD?
Nothing special

* New

SDTM-IG 3.1.2 Date of document generation: 2013-11-09T22:11:15

Annotated Case Report Form Stylesheet version: 2013-03-04
Reviewers Guide
Complex Algorithms
» Tabulation Datasets Tabulation Datasets for Study CDISCO01 (SDTM-IG 3.1.2)
» Value Level Metadata
» Controlled Terminology

Dataset Description Class Structure Purpose Documentation

» Computational Algorithms Trial Arms TRIAL DESIGN One record per planned Tabulation | STUDYID, ARMCD,
Element per Arm TAETORD
» Comments
TE Trial Elements TRIAL DESIGN One record per planned Tabulation | STUDYID, ETCD
Element
TI Trial TRIAL DESIGN One record per I/E Tabulation | STUDYID, IETESTCD
Inclusion/Exclusion criterion
Criteria
TS Trial Summary TRIAL DESIGN One record per trial Tabulation | STUDYID, TSPARMCD,
summary parameter TSSEQ
value
TV Trial Visits TRIAL DESIGN One record per planned Tabulation | STUDYID, VISITNUM,
Visit per Arm ARMCD
DM Demographics SPECIAL One record per subject Tabulation | STUDYID, USUBJID See Reviewer's Guide, Section 2.1
PURPOSE Demographics
Reviewers Guide
SE Subject Elements SPECIAL One record per actual Tabulation | STUDYID, USUBJID,

ORACLE
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Data Structure

Bring some light on it — no magic
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ODM is my base for the structure (1) - Clinical Data

<ODM> - base ODM information as usual
<ClinicalData> - study information, metadata version
<ltemGroupData> - table/dataset level
<ltemData> - data points, items

For all clinical domains, like AE, DM, CM etc.
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First Clinical Data Example

<?xml version="1.0" encoding="UTF-8"?2>
<ODM
xmlns="http://www.cdisc.org/ns/odm/v1l.3"
xmlns:xlink="http://www.w3.0rg/1999/x1ink"
xmlns:data="http://www.cdisc.org/ns/Dataset-XML/v1l.
FileType="Snapshot"
ODMVe on="1.3.2"
lata: setXMLVersion="1.0"
'www.cdisc.org.StudycdiscO0l-Define-XML 2.0.0(IG.CM)"
e0ID="www.cdisc.org.Studycdisc0l- Define- XML 2.0.0"
>r="CDISC Dataset-XML Team"
: nDateTime="2014-03-20T721:45:33">
<ClinicalData
StudyOID="cdisc01l"
MetaDataVersionOID="MDV.CDISCOl1l.SDTMIG.3.1.2.SDTM.1.2">
<!-- Dataset (CM) -->
<ItemGroupData ItemGroupOID="IG.CM" ii:azit%*—1‘1 oDataSeg="1">
<ItemData ItemOID="IT.STUDYID" Value=

W'
’_l.

w
M

=
W

(SR

I
b—‘ It

[
O 0

ct F-; R O
’_I
1
|

n] (N S

O oMy
H K K P
h - M
1] \
L)

ct

<ItemData 't .CM.DOMAIN" Value L,M"/>
<ItemData _t© .USUBJID" Valu=="CDISC01.100008"/>
<ItemData It .CM.CMSEQ" Valus="1"/>

<ItemData It .CM.CMTRT" Valu=="PROCARDIA XL"/>

</ItemGroupData>

</ClinicalData>
</ODM>

ORACLE
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ODM is my base for the structure (2) — Reference Data

<ODM> - base ODM information as usual
< ReferenceData > - study information, metadata version
<ltemGroupData> - table/dataset level
<ltemData> - data points, items

For all reference / trial metadata domains, like TA, TV etc
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Reference Data example

<?xml version="1.0" encoding="UTF-8"7%>

<ODM
xmlns="http://www.cdisc.org/ns/odm/v1.3"
xmlns:xlink="http://www.w3.0rg/1999/x1ink"
xmlns:data="http://www.cdisc.org/ns/Dataset-XML/v1.0"

FileType="Snapshot"
ODDMVersion="1.3.2"
data:DatasetXMLVersion="1.0"
Fi1ileOID="www.cdisc.org.StudycdiscOl-Define-XML 2.0.0(IG.TA)"
PriorFileOID="www.cdisc.org.Studycdisc0l- Define- XML 2.0.0"
ODriginator="CDISC Dataset—-XML Team"
“reationDateTime="2014-03-20T21:45:33" >
<RefersnceData
Study0ID="cdisc01"
=taDataVersionOID="MDV.CDISC01l.SDTMIG.3.1.2.SDTM.1.2">
<!—— Datas=t (TZ) -->
<ItemGroupData ItemGroupOID="IG.TA" da ItemGroupDataSeg="1">
<ItemData ItemO .STUDYID" Valu CD Ul"/>
<ItemData It .TA.DOMAIN" Valu %='”IA"/>
<ItemData It .TZ.ARMCD" Valu=="PLACEBO"/>
<ItemData ¢ .TA.ARM" Value="Placebo"/>
<ItemData It .TZ.TAETORD" Valuese="1"/>
<ItemData ItemO .TA.ETCD" Valu=="SCREEN"/>
<ItemData ItemOID= .TA.ELEMENT" Value="Screening"/>
<ItemData ItemOID= .T2A.EPOCH" Valu=="SCREEN"/>
</ItemGroupData>

</ReferenceData>
</0oDM>

ORACLE
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Define. XML are my metadata description
Relation of OIDS

Define. XML Dataset. XML
<Study OID = ..> =2 <ClinicalData StudyOID = ...>
<MetaDataVersion OID = ...> --> <ClinicalData MetaDataVersionOID = ...>
<ltemGroupDef OID = ...> --> <ltemGroupData ItemGroupOID = ...>
<ltemRef ItemQOID =...> o> <ltemData ltemOID = ._.>

Remark: For <ReferenceData> same like <ClinicalData>

OR CLG Copyright © 2014, Oracle and/or its affiliates. All rights reserved. |



Define. XML and Dataset. XML OID mapping

<ODM ...
<Study 0ID="cdiscOl"> 41
<GlobalVariables>
<StudyName>CDISC01</StudyName>
<StudyDescription>CDISC Test Study</StudyDesc
<ProtocolName>CDISC0l</ProtocolName>
</GlobalVariables>

<MetaDataVersion CID="MDV.CDISCO01.SDTMIG.3.1.2.5DTM.1.2" .> =2

Tl . <ODM ...

- £ —NTE ARN =

<lremGroupbes - IG.AE" ¢-3 —_— <ClinicalData
. =4 ng=ries™ IS 5 ="cdiscOl" -1
5 ). pose="Tabulation" M caVersionOID="MDV.CDISCO1.SDTMIG.3.1.2.5DTM
. "One record per adverse event per subject" def:Class="EVENTS" <ItemGroupData pOID="IG.RAE" 43 g I G
def:Ar =LocationID LAETS <ItemData(T .STUDYID" Va DISCOL"/>
<Description> <ItemData|I .AE.DOMAIN" RE" />

<TranslatedText xml:lang="en">Adverse Events</TranslatedText> <Ite‘zoata TtemOID="IT.USUBJID" Valus="CDISCOL.100003"/>
‘f/Dfscr"‘p?lon?“*“ e i e <ItemData|” .AE.AETERM" ¥ AGITATED"/>
<ItemRef (I S EE.STUNELD e >s" KeySequence=tit/> <ItemData .AE.REMODIFY" | AGITATION"/>
<ItemRef |I -RE.DOMAIN 2 Yes"/> <ItemData .AE.AEDECOD" ° "Agitation"/>
<ItemRef [T .USUBJID" C ! S ce=n2m .
. </ItemGroupData>

LAy
<ItemRef LAE . RETERM" O
<ItemRef .AE . REMODIEFY"
<ItemRef .AE . REDECOD" nce="3"/>

<def:leaf ID="LF.ARE" xlink:href="ae.xml">
<def:title>ae.xml</def:title>
</def:leaf>
</ItemGroupDef>

ORACLE
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One XML file per (SDTM) domain

<ClinicalData
3 "cdiscO1l"
S1 OID="MDV.CDISC(01l.SDTMIG.3.1.2.SDTM.1.2">

<!-- Dataset

(RE) ——>
<ItemGroupData SroupOCID="IG.AE" ds
<ItemData Ite .STUDYID" V
<ItemData I .AE.DOMAIN"
<ItemData I .USUBJID" V "CDISC01.100008"/>
<ItemData ° .AE.AESEQ" />
. R <ItemData I .AE.AESPID" Ve />
* One XML file per (SDTM) doma G mmmme
F) I r] <ItemData I .AE.REMODIFY" 7 "AGITATION"/>
<ItemData I .AE.REDECOD" ¥ Agitation"/>
<ItemData I .AE.AEBODSYS" 1 "Psychiatric disorders"/>
<ItemData © .AE "MILD"/>
<ItemData © .AE.RESER" "N"/>
<ItemData I .AE.REACN" "DOSE NOT CHANGED"/>
<ItemData I .AE.AEREL" "POSSIBLY RELATED"/>
<ItemData Item .AE.AESTDTC" ¥ "2003-05"/>
. <ItemData © .AE.AESTDY" T "3"/>
* NULL and MISSING values not included s
</ItemGroupData>

1pOID="IG.AE" data:Item ur ="1le">
TUDYID" V.

w

as an ItemData element e

<ItemData I .AE.DOMAIN" T =="RAE" />
<ItemData I .USUBJID" V. "CcDISC01.200002"/>
<ItemData I .AE.AESEQ"
<ItemData I .AE.AESPID" T
<ItemData I .AE.AETERM" T "PALPITATIONS INTERMITTENT"/>
<ItemData I .AE.REDECOD" "Palpitations"/>
<ItemData _ .AE.AEBODSYS" Valus="Cardiac disorders"/>
<ItemData © .AE "MILD"/>
Y S <ItemData I .AE.AESER" N/
al I Ie O r < e e re n Ce a a > <ItemData I .AE.REACN" ="DOSE NOT CHANGED"/>
<ItemData I .AE.AEREL" "NOT RELATED"/>
<ItemData I .AE.AESTDTC" ¥ "2004-01-05"/>
<ItemData I .AE.RESTDY" T 8"/>
<ItemData Ite .AE.AEENRF" Va LFTER"/>
</ItemGroupData>

</ClinicalData>

ORACLE
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XML schemas and extensions

For Technical Reference

| cdisc-dataset-1.0.0
| cdisc-define-2.0
| cdisc-odm-1.3.2

ORACLE

dataset1-0-0.xsd

dataset-extension.xsd

<ODM

xmlns:x1

dataset-ns.xsd

"Snapshot"
n1.3.2"

data:DatasetXMLVers

"

<!=- Dataset (TA)

<ItemGroupData It
<ItemData It
<ItemData Iter
<ItemData It
<ItemData It
<ItemData Its

Copyright © 2014, Oracle and/or its affiliates. All rights reserved. |

H 3

<?xml version="1.0" encoding="UTF-8

ion="1.0"
D="www.cdisc.org.StudycdiscO0l-Define-XML 2.0.0
] "www.cdisc.org.StudycdiscOl-Define-XML 2.
"CDISC Dataset-XML

"2014-03-20T721:45:33" >

)
o

g"o>

Team"

M man
<. 1A

. STUDYID"

. DOMAIN"
.ARMCD" T
.ARM"

. TAETORD"

lns="http://www.cdisc.org/ns/odm/v1l.3"
1 ="http://www.w3.0rg/1999/x1ink"
"http://www.cdisc.org/ns/Dataset-XML/v1.0"

ISCO01.SDTMIG.3.1.2.SDTM.1.2">

data:ItemGroupDataSeg="1">
"CDISCOL"/>
"TA"/>
"PLACEBO" />
"Placebo"/>

"1"/>



Data Types
* All data types follow the definition in the define.xml specification.

* For converting floats, the define.xml should contain entries in the
‘SignificantDigits’ and ‘Length’ attributes for the item definition in
<|ltemDef> element.
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Tools & Ressourcess available
http://wiki.cdisc.org/display/PUB/CDISC+Dataset-XML+Resources

PUBLIC £ Tools ~
CDISC Dataset-XML Resources

B3A Sam Hume, last

by Sam Hume on Jul 17,2014 (view change) show comment

Introduction

This page contains information on many of the tools currently available or under development for use with Dataset-XML files. Dataset-XML is a new CDISC XML Technologies standard developed as a data transport format for representing SDTM,
SEND, ADaM, and legacy datasets. Dataset-XML functions as an alternative to SAS Version 5 Transport (XPT) for the transmission of datasets. More information can be found on this standard at the CDISC web site.

Dataset-XML Tool Summary

Name Description Provided By Links
XPT2DatasetXML * Transforms XPT datasets into Dataset-XML datasets XML4Pharma * Available under the Smart SDS-XML View project on
* Freely available source forge
Smart Dataset-XML « Similar to the SAS Viewer, but with additional functionality Univ. Appl. Sciences FH Joanneum « The application and tutorial is available under the Smart
Viewer * Supports working with Define-XML + Dataset-XML files Graz - eHealth SDS-XML View project on source forge
* Supports SDTM, SEND, and ADaM data * Youtube video on the Smart Dataset-XML Viewer
 Basic validation
* Open source
EZ Convert * Converts Dataset-XML files into SAS datasets @Sally Cassells e EZConvert Demonstration video
* Supports Define-XML Version 1 or Version 2 * Beta version of EZConvert
* Open Source

.

SAS Clinical Standards Toolkit
SAS Macros to support Dataset-XML v1.0.0

SAS Clinical Standards Dataset-XML support (writing/reading/validation) will be part of the next release of SAS® Clinical Standards SAS Institute Inc.
Toolkit Toolkit. Updated information will be published at the SAS web site.
Support for Dataset-XML is available as a pre-production package that contains SAS macros, XML schema
files, sample data, and sample programs to support the following functionality:
o Creating Dataset-XML files from SAS data sets
« Creating SAS data sets from Dataset-XML files
« Validating Dataset-XML files against an ML schema
« Comparing original SAS data sets with SAS data sets created from Dataset-XML files
These macros are standalone and do not require SAS® Clinical Standards Toolkit.

OpenCDISC v1.5

OpenCDISC v1.5 works with Dataset-XML files and Define-XML v2.0 OpenCDISC e OpenCDISC.org

R4CDISC

R4CDISC package includes functions for reading Dataset-XML and Define-XML files. Ippei Akiya o CRAN project page with downloads
o Reference manual

Dataset-XML Test Datasets

The following attached .zip files contain Dataset-XML datasets and a Define-XML file created by xml4pharma from the LZZT test datasets

Files_from_LZZT_Pilot_2013_Dataset-XML_OK zip
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Status and Future
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Question: XML, size and process in IT systems?

* Answer: You should not open an XML file in ‘notepad’, instead use ‘vi(m)’
* Answer: For transport you may compress the file (ASCIl compress perfect)
* Answer: Serialize / and or process serial

* Answer: In-Memory usage

* XML file size should not be a limit
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Where we are (all) today?

* Scope: Functionality requiered to replace XPT files for FDA submission
* XPT limitations removed for a modern, vendor neutral format

* One file per dataset

* Supports SDTM concepts incl. SuppQuals, RELREC and tabular structures in
general
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Where we are (all) today? (cont.)

» Support international character sets

* FDA have announced a pilot project

http://www.fda.gov/Forindustry/DataStandards/StudyDataStandards/ucm380756.htm

 Several tools developed

ORACLE

2. CDISC SDS-XML Study Data Exchange Pilot evaluation.

Following a Federal Register Notice, FDA held a public meeting on November 5, 2012, entitled “Regulatory New
Drug Review: Solutions for Study Data Exchange Standards.” The purpose of the public meeting was to solicit input
from industry, technology vendors, and other members of the public regarding the advantages and disadvantages of
current and emerging open, consensus-based standards for the exchange of regulated study data. FDA indicated, in
the Notice and at the meeting, based on feedback received at the public meeting and other information sources, it
would undertake further requirements analysis in support of expected evaluation projects.

FDA envisions several pilot projects conducted to evaluate new transport formats. The purpose of this pilot project is
to obtain additional experience with CDISC SDS XML format. A successful pilot may allow CDER and CBER to
routinely receive study data that employ CDISC SDS XML format as the transport format once an alternatives
analysis is completed. As part of this pilot, FDA would like to have sponsors participate in the preparation and
submission of previouslv submitted studviiatasets usina the SDS XMI transport format

- Page Las! Updated: 02/05/2014
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Future

* Incremental transfers
* Audit records

* Different ways of grouping data
— All in one file, one file per subject, one file per domain per subject

* Typed data
* Inline Supplemental Qualifiers (once in SDTM)

* Enables SDTM to remove 200 char limit on fields
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Demo

ORACLE

Copyright © 2014, Oracle and/or its affiliates. All rights reserved. |




Study Dataset XML-Viewer

USUBJID SUBJID RFSTDTC | RFXSTDTC | RFXENDTC
2014-01-02 |2014-01-02 |2014-07-02
01-701-1023 1023 2012-08-05 |2012-08-02 |2012-09-01
01-701-1028 |01-701-1015 (USUBJID) 1-14

01-701-1033

First date of study treatment exposure = Thu Jan 02 2014

3-31

2-30

01-701-1024 |Last date of study treatment exposure = Wed Jul 02 2014
01-701-1145 1145 LBDTC | .| LBTMSHI | ENDPOINT
i1146 2013-05-...[2013-06-... [2013-05- sl 2013-02-... 2013-03-... 2014-09-25T15:40 ..[0.3
01-701-1148 2248 — 2043 08 2044 02202208 . (5572.07-00 WARNING: Non-existent date (RFENDTC .. [0.4
017011153 |ERROR: Duplicate USUBJID in DM dataset (USUBJID) | — 2014-07-09 O A ) 2014111871223 il
2014-121 2014-10-21T09:52 (LBDTC)| |y
(DM [ RELREC | AE [ DS | LB | SUPPAE | 2014-121LBDY = 113
STUDYID RDOMAIN USUBJID
CDISCO1 AE CDISC01.200001
CDISCO1 DS COMPLT24 | COMPLTS | EFFICACY| ITT | SAFE
Message b Label: Completers of Week 24 Population Flag Y
Mandatory = No Y
@ There are 2 related records with RELID "1": Y E::;tz“ﬁ . Y
Domain = AE - USUBJID = CDISC01.200001 - AESPID =5 < Y
Domain = DS - USUBJID = CDISC01.200001 - DSSEQ = 3 Y % - - Y
(DM | RELREC [ AE [ DS | LB [ SUPPAE | ]

Slnb o 2h B LEEL | sei e el LBSTRESN LBSTRESU|LBSTNRLO| LBSTNRHI| LBNRIND
CDISCO1  |AE CDISC01.100008 |1 1 AGITATED o : a5 ) T
CDISCO1  |AE CDISC01.100008 |2 2 ANXIETY g/lL 4 N L
CDISCO1  |AE CDISC01.100008 |3 3 DECREAS... 34 UL 35 115 LOW
CDISCO01 |AE CDISC01.100014 |1 1 DIARRHEA 50 S s EOTMAL

%A'ITENTION.vaIue is out of normal range (LBSTRESN)|————
CDISC01 AE CDISC01.100014 |2 2 HEMORRH... 41 [orC [50 L l% |Nur)u/|AL
CDISCO1 |AE CDISC01.100014 |3 3 HEADACHE
CDISCO1  |AE CDISC01.100014 |4 4 VOMIT
CDISCO1 |AE CDISC01.100014 |5 5 VOMIT
CDISCO1  |AE CDISC01.200001 |1 1 ANXIETY
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Q | LBTESTCD | LBCAT L
RBR, HEMATOLO... |3.91
RBlag HEMATOLO... |4.01
RB(RBC (LBTESTCD)) o_ |39
RB( Enthrocytes LO... (48
RB(NCI: C51946 LO... |4.91

Study Dataset XML-Viewer WebService version —= =i

LBLOINC LBBLFL | WVISITNUM VISIT VISITDY LBDTC
26453-1 7 WEEK 6 42 2014-06-04... |E
° C | | t I W b S . 26453-1\‘> s WEEK 8 56 2014-06-18... |E
264531 10 WEEK16 112 2014-08-06... |E
a S eX e r n a e e rV I Ce S 26453-126453-1 (LBLOINC) 2013-1124.__[E CDISC Definition:
. ° 26453-1LOINC Name: Erythrocytes:NCnc:Pt:Bld:Qn 2013-12-23... |E
fo r m O re | n fo r m a t' O n 26453-1LOINC Common Name: Ernythrocytes [#volume] in Blood 2014-01-04... [E
26453-1Example UCUM Units: 10*6/ul 2014-01-20... [E The blood pressure after the contraction
gg:gi: g wEEﬁ ‘132 ;52 gg:tgg'?: : of the heart while the chambers of the
° I d eq is to ca I | C D I SC S H A R E i N 264531 Y 1 SCREENIN... -7 2013-0926... heart refill with blood. (NC)

the future

? Web Services | Smart Features | Advanced N A service of the U.S. National Library of Medicine
} \d.@iatil:m r r Filtel!ing & Sorting '&‘ Med | I ne PI US NIH National Institutes of Health

Trusted Health Information for You
Use CDISC-CT lookup web services for —TESTCD variables Home AboutMedinePlus SitsMsp EAGs Contact Us Search MedlinePlus | Go]
Use CDISC-CT to UCUM lookup webservices for -RESU variables Health Topics Drugs & Supplements § Videos & Cool Tools ESPANOL
Use LOINC lookup web services for --LOINC variables RBC count | £ v [ -+ )
An RBC count is a blood test that measures how many red blood cells (RBCs) you have.
Use MedlinePlus Connect LOINC lookup web services for --LOINC variables RBCs contain hemoglobin, which carries oxygen. How much oxygen your body tissues get depends on how Blood
many RBCs you have and how well they work. Blood Disorders

I m || Cancel | [,
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Study Dataset XML-Viewer WebService version

* Problem to see anything?

* VPN? PROXY?
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Study Dataset XML-Viewer — 64bit JAVA recommended

Microsoft Windows LVersion 6.1.7601]
Copyright (c) 2009 Microsoft Corporation. All rights reserved.

d:\PhUSE demo\Smart Dataset-XML Webservices>Smart_Dataset-XML_Viewer.bat

d:\PhUSE demo\Smart Dataset-XML Webservices)>#set JAVA_HOME=c:\jdkl.6.0_12
#set’ is not recognized as an internal or external command,
operable program or batch file.

d:\PhUSE demo\Smart Dataset-XML Webservices>#set path=.;\bin;.
#set’ is not recognized as an internal or external command,
operable program or batch file.

d:\PhUSE demo\Smart Dataset-XML Webservices>set CLASSPATH=.\Smart_Dataset-XML_Viewer. jar;.\vtd-xml. jar;.\log4j-1.2.13. ja
r;.\zip4j_1.3.2. jar;.\jersey-client-1.18. jar;.\jersey-core-1.18. jar;.\jsr31l1-gpi-1.1.1. jar; .\asm-3.1. jar

d:\PhUSE demo\Smart Dataset-XML Webservices? java -Xms256M -Xmx2400M -cp .\Smart_Dataset-XML_Viewer. jar;.\vtd-xml. jar;.
1094# 1.2.13. jar;.\zi 4j_1.3.2.jar;.\fersey—client—l.18.jar;.\jersey—core—l.lB.jar;.\jsr311—api—1.1. . jar;.N\asm-3.1. jar
edu hJoanneum ehealth.smartdatasetxm viewer.gui.GUI

Error occurred during initialization of VM

Could not reserve enough space for object heap

Error: Could not create the Java Virtual Machine.

rror: A fatal exception has occurred. Program will exit.
d:\PhUSE demo\Smart Dataset-XML Webservices>
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XPT2DataSetXML Converter

wcmsc Submi

define.xmlversion: [ 1.0 [v] 2.0

define.xml location:

‘D:\PhUSE demo\DataExamples\XPTs\define2-0-0-example-sdtm.xml

Zip result XML files

‘ Start conversion

Log:

rZUTE=T0-TU T2, 12295 TU TNFU FITANAny SAS [0 AWML Tarstornranorn

2014-10-10 12:12:29,510 INFO Starting writing generated XML to file

2014-10-10 12:12:29,510 INFO Finished writing to XML file

2014-10-10 12:12:29,517 INFO Starting reading file = D:\PhUSE demo\DataExamples\XPTs\suppvs.xpt
2014-10-10 12:12:29,518 INFO Data setis a Trial Design data set = false

2014-10-10 12:12:29,518 INFO XML file will be generated at = D:\PhUSE demo\DataExamples\XPTs\suppvs.xml
2014-10-10 12:12:29,518 INFO Starting generating XML

2014-10-10 12:12:29,519 INFO XML file is zipped into = D:\PhUSE demo\DataExamples\XPTs\suppvs.zip
2014-10-10 12:12:29,520 INFO Transforming XPT file = D:\PhUSE demo\DataExamples\XPTs\suppvs.xpt
2014-10-10 12:12:29,521 INFO with filesize = 2320

2014-10-10 12:12:29,531 INFO Starting reading SAS Data

2014-10-10 12:12:29,532 INFO Finalizing SAS to XML transformation

2014-10-10 12:12:29,532 INFO Starting writing generated XML to file

2014-10-10 12:12:29,532 INFO Finished writing to XML file

2014-10-10 12:12:29,561 INFO Done!

2014-10-10 12:12:29,562 INFO Number of errors =0

2014-10-10 12:12:29,562 INFO Number of warnings = 56

2014-10-10 12:12:29,562 INFO Please inspectthe log file for further details

| »

<[]
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EZ Convert — OpenCDISC Validator

[ Dataset-XML Source Folder J | I

| SelectDefine-XML |

[ SAS Program Folder J

[ SAS Libname J

(] AddLabels [ Xport | ComverttoSAS | | Reset | | Ext |

ORACLE

O OpenCDISC Validator

File Help
What would you like to do? @ Validate Data () Generate Define.xml
Standard:  [SDTM |v|

Source Format: [Dataset-XML | v |

Source Data:

Van ran aalarnt multinla filae ar faldare ae canrmran
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No Magic!
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Hardware and Software
Engineered to Work Together
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