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What is
Dataset- XML

- Alternative to SAS Version 5 Transport (XPT) format for
data sets

- Based on CDISC ODM XML and Define-XML for
representation of SDTM, SEND, ADaM or legacy (non-
CDISC) tabular data set structures

- Capability to support CDISC data submissions to the FDA

- Based or aligned with Define-XML metadata

- Easy to transform to a data set for analysis (SAS, R, ...)

DOMAN | USUBJD | AESEQ | AESPID | AETERM | AEMODIFY | AEDECOD | AEBODSYS| AESEV | AESER | AEACN | AEREL | AESTDIC | AEENDTC | AESTDY | AEENDY | AEENR

AE COISCO1.10..[1 1 AGITATED  AGITATION |Agitation  [Psychiatricd. MILD N DOSE NOT . POSSIBLY . 200305 | 5] AFTER

AE |coiscot 102 2 ANXETY | |Anviety |Psychiatricd  MODERATE N 'DOSENOT . POSSBLY. 20030543 | |15 AFTER

AE COISCD1.10. 13 |3 DECREASE .| Decreased a_ Metabolism .. MILD N DOSE NOT . POSSIBLY . [2003-08-19  2003.09-15 [113 140 |

AE |coiscot.10..1 It DIARRHEA | |Dianhoea_Gasirointesti.. MILD N \DOSE NOT ... NOT RELAT .. 2004-01-06 | 84 | AFTER

AE [coiscot 102 2 HEMORRH Haemorhoids (Gastrointesti MODERATE N DOSE NOT _ NOT RELAT . 2004-01-06 | 84 I AFTER

IAE [coiscor.10..3 B HEADACHE | _ |Headache Nervous syst. MILD N DOSE NOT .. NOT RELAT... 2008.01.27 | 1105 AFTER

AE COISCO1.10..14 4 vomT VOMITING  |Vomiting _|Gastrointest. MODERATE N DRUG INTE . |POSSIBLY . [2004-02:03 2004-02.03 [112 112

AE [cDiscot.10..5 3 VOMT VOMTING _ Vomiting _|Gastiointesti 'SEVERE ¥ DRUG INTE_POSSIBLY . [2004-02-04 _ 2004-02.09 (113 118

AE |coiscot.20. 1 I IANJETY [Andety [Psychiaticd_|SEVERE N \DOSE NOT . POSSIBLY . [2003-10-16 _2003-1020 |17 21

AE [CDIsC01.20..2 5 LEFT KNEE .. |Arthvaigia  Musculoskel. SEVERE N DRUG WITH... NOT RELAT .. [2004-02-02 126 | AFTER

AE |coisco120. 3 |3 CONSTIPAT .| |Constipation Gastrointesti. MODERATE N DOSE NOT . NOT RELAT . 2003-12-25 | a7 AFTER

AE CDISC01.20. 14 4 TIREDNESS | Fatigue General diso. SEVERE N |DOSENOT .. POSSIBLY .. 20031225 | 87 AFTER

AE |CDISC01.20. 5 2 NAUSEAIN. | |Nausea (Gastointesti. 'SEVERE N DOSE NOT .. POSSIBLY .. [2003-10-16__ 2003-1020 |17 21

AE [coiscot.20..1 3 \LIGHTHEAD |Diziness _ Hervous syst.. MILD N 'DOSE NOT ... NOT RELAT .. 2004-02-26 _2004-0226 140 120

AE [coiscot 202 i MUSCLE S |Muscle spas _ Musculoskel MILD N DOSE NOT . NOT RELAT _ [2004-01-05 | 88 I \AFTER
Coisco1.20.73 2 PALPITATIO...] Palpitations _|Cardiac diso. | MILD N DOSE NOT ... NOT RELAT... 2004-01-05 88 AFTER

GSas  Hm,



What is  SAS Version 5 Transport (XPT)
Dataset-XML limitations

Limitations of SAS Version 5 Transport (XPT)
Technical
- Data set and Variable name length limitation (8)
- Data set and Variable label length limitation (40)
- Character variable data lengths limitation (200)
- Limited data types (Character, Numeric)
- Very limited international character support (only ASCII)
Structural
- Two-dimensional “flat” data structure for
hierarchical/multi-relational “round” data
- Lack of robust information model

§Sas .




What is Benefit
Dataset- XML enetits

- Open, non-proprietary standard without the field width or data set
and variable naming restrictions of SAS V5 Transport files

- Supports representation of data relationships, metadata versions
and audit trails
- Note: not all of these will be available in the first release

- Data elements include references to metadata in Define-XML

- Straightforward implementation starting from tabular data in SAS

- Supports FDA goal of encouraging open source reviewer tool
development

- Facilitates Validation since both data and metadata share
underlying technology

- Enables re-thinking some of the length restrictions in standards

THE
POWER
TO KNOW.
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What is Stat
Dataset- XML atus

- Final specification for version 1.0
has been released in April 2014

- Includes sample Define-XML files with
associated Define-XML file
and XML schema

1) www.cdisc.org/dataset-xm|

@ cpisc

ABOUT CDISC | STANDARDS & INNOVATIONS RESOURCES NEWS EDUCATION & EVENTS | MEMBERSHIP = @ MEMBERS ONLY

Dataset-XML
New Dataset-XML Standard v1.0 Now Available

DI (atanat K08 1.0 ipac e

€ cDisc

CDISC Dataset-XML Specification
Version 1.0

Frepared by

CDISC Dataset- XML Team

Motes to Readers

®  This is the specification for Version 1.0 of the CIISC Dataset-XHL standard.

Revision History

2018 Eleieal Dats [-archange Stacdards Consortium, Ine. Al nghts
o 1.0 Fira

THE
POWER
TO KNOW.
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Dataset-XML Dataset-XML

Dataset-XML for Data Transport

Convert to

Convert SAS SAS datasets

Send
Dataset-XML

Receive or load into a

data
warehouse

datasets to
Dataset-XML

Dataset-XML

Data Transport




What is

Dataset-XML

Data Transport

B acxpt SAS Xport Transport File ko3 aexm AML Docurnent
E;] blankerf.pdf Adobe Acrobat Document '@ blankerf. pdf Adobe Acrobat Document
B conupt SAS Xport Transport File ko3 emuml AML Document
@ complexalgorithms.pdf  Adobe Acrobat Document EC] complexalgorithms.pdf  Adobe Acrobat Document
B daupt SAS Xport Transport File ke} daxml XML Document
4@ define.xml XML Document 4@ definexml XML Document
define2-0-0.xsl KSLT Stylesheet define2-0-0.xsl XSLT Stylesheet
a dm.xpt SAS Xport Transport File @ dm.xml XML Document
a ds.xpt SAS Xport Transport File @ ds.xml XML Document
a eg.xpt SAS Xport Transport File fa egaeml XML Document
a exxpt SAS Xport Transport File @ exxml XML Decument
a iexpt SAS Xport Transport File @ iexml XML Document
a Ib.pt SAS Xport Transport File @ Ikl XML Document
ﬂ mh.xpt SAS Xport Transport File @ mh.xml XML Document
a pexpt SAS Xport Transport File @ pexml XML Document

<def:leaf ID="LF.AE" xlink:href="ae.xpt"»
cdef:titlerae.upt</def:title:
</def:leaf>

<def:leaf ID="LF.AE" xlink:href="ae.xml">»
fdef:titlerae.xml</def:titles
</def:leaf:

§Sas Hs.



Dataset-XML and Define-XML (data and metadata)

proc contents data=sdtm.ae wvarnum;

rhn,
SAS Data The SAS System
The CONTENTS Procedure
Data Set Hame SOTM_AE Observations 106
Member Type DATA Variables 51
Engine V9 Indexes 0
Created 09/26/2014 11:01:18 Observation Length | 2200
Last Modified 09/26/2014 11:01:18 Deleted Observations | 0
Protection Compressed NO
Data Set Type Sorted YES
Label Adverse Events
Data Representation | WINDOWS_64
Encoding wlatin1 Western (Windows)

GSas  Hm,



Dataset-XML ' and Define-XML (data and metadata)

proc contents data==dtm.ae wvarnum;

TOn;
SAS Data

# Variable
STUDYID
DOMAIN
USUBJID
AESEQ

-

AEGRPID
AEREFID
AESPID
AETERM

22 | =l | g || k| L )

Variables in Creation Order

Type Len
Char = 40
Char B8
Char = 40
Mum 8
Char = 40
Char = 40
Char = 40
Char = 200

Label

Study Identifier

Domain Abbrewviation

Unigue Subject Identifier

Seguence Mumber

Group 1D

Reference ID

Sponsor-Defined |dentifier

Reported Term for the Adverse Event

§sas

THE
POWER
TO KNOW.



Dataset-XML ' and Define-XML

Data set name? Variable names?

<ClinicalData

Study0ID="cdisc@l”
MetaDataVersionOID="MDV.CDISC@1l.5DTMIG.3.1.2.5DTM.1.2">
<!-- Dataset (AE) --»
<ItemGroupData|ItemGroup0ID="1IG.AE" Hata:ItemGroupDataSeq="1">

<ItemData
<ItemData
<ItemData
<ItemData
<ItemData
<ItemData

ItemOID="IT.5TUDYID" Value="CDISCO1"/>
ItemOID="IT.AE.DOMAIN" Value="AE"/>

ItemOID="IT.USUBJID" Value="CDIS5SCO1l.1l00008" />

ItemOID="IT.AE.AESEQ" Value="1"/>
ItemQID="IT.AE.AESPID" Value="1"/>

ItemOID="IT.AE.AETERM"| Value="AGITATED" />

65as
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Dataset-XML and Define-XML

<ItemGroupDef|0ID="IG.AE"|Domain="AE" Name="AE"
Repeating="Yes" IsReferenceData="No"
SASDatasetName="AE"™ Purpose="Tabulation”
def:5tructure="0ne record per adverse event per subject”
def:Class="EVENTS" def:ArchivelocationID="LF.AE">
<Description>

<TranslatedText xml:lanz="en">Adverse Events</TranslatedText:>

</Description>
<ItemRef ItemOID="IT.S5TUDYID" OrderNumber="1" Mandatory="Yes" Kej
<ItemRef ItemOID="IT.AE.DOMAIN" OrderNumber="2" Mandatory="Yes"/]
<ItemRef ItemQID="IT.USUBJID" OrderNumber="3" Mandatory="Yes" Key
<ItemRef ItemOID="IT.AE.AESEQ" OrderNumber="4" Mandatory="Yes" 4
<ItemRef ItemOID="IT.AE.AESPID" OrderNumber="5" Mandatory="No"/>
<ItemRef ItemOID="IT.AE.AETERM" OrderNumber="6" Mandatory="Yes" /]

THE
POWER
TO KNOW.
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Dataset-XML and Define-XML

<ItemDef |[OI0="IT.AE.AETERM" | Name="AETERM" DataType="text"™ Length="25"
5AS5FieldName="AETERMN" >
<Description:
<TranslatedText xml:lang="en">*Reported Term for the Adverse Event</Traig
< /Description:
<def:0rigin Type="CRF">»
<def :DocumentRef leafID="LF.blankcrf">
<def :PDFPageRef FageRef=="21" Type="PhysicalRef"/>»
< /def:DocumentRef>
< /def:0rigin:
</ItemDef:

THE
POWER
TO KNOW.
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Dataset-XML ' and Define-XML

=<OoDM ...
<Study OID="cdisc01">

<GlebalVariables>
<gtudyName>CDISCO1l</StudyName>
<gtudyDescription>CDISC Test Study</StudyDescription>
<ProtocolName>CDISC01</ProtocolName>

</GlobalVariables>

<MetaDataVersion OID="MDV.CDISC0l.SDTMIG.3.1.2.SDTM.1.2" ... >

<ItemGroupbDef CID="IG.RE"

L 1 "AE™ Name="AE"
"Tabulation™
:Class="EVENTS" d
<Description><TranslatedText =ml
<ItemRef IC="IT.STUDYID" O
<ItemRef "IT.AE.DOMAIN™
<ItemRef "IT.USUBJID" Or

LE"

="One record per adverse =vent per subject"

"LF.RE">

>Adverse Events</TranslatedText></Description>
"1™ Mand ="Yag" E 1 RS

p=mpm
ngn

IsReferenceData="No" SASDatassetName

Meth
<ItemRef
<ItemRef
<ItemRef

ID="IT.AE.AETERM"
"IT.AE.AEMODIFY"
"IT.AE.AEDECOD"

="No"/>
tory="No"/>

—n

tory="Yes" ReySequence="3"/>

<def:leaf ID="LF.RE" xlink:href="aes.xml">
<def:titlerae.xml</def:title>
</def:leaf>
</ItemGroupDef>

OID="MT.USUBJID" />

define.xml

=<OoDM ...
<ClinicalData Stud
<ItemGrouplata T
<ItemData
<ItemData
<ItemData

D="MDV.CDISC0l.5DTMIG.3.1.2.8DTM. 1.2 >
:Itern cupDataSeqg="1">

"CcDIsSCO1" />

lue="AE"/>

ue="CcDISC01.100008"/>

mi:

"IT.AE.DOMAETN
"IT.USUBJID" *

<ItemData ItemCID="IT.AE.LETERM"
<ItemData ItemCID="IT.AE.AEDECOD"

72lue="AGITATION"/>
value="Agitation"/>

</ItemGroupData>

ae.xml




Dataset-XML Subject Data Example

<?xml version="1.8" encoding="UTF-8"2>
<0DM
xmlns="http://www.cdisc.org/nsfodm/vl.3" xmlns:xlink="http://www.w3.org/1999/x1link™
xmlns:data="http://wini.cdisc.org/ns/Dataset-XML/vl. 0"
FileType="Snapshot™ 0DMVersion="1.3.2" data:DatasetXMLVersion="1.0.0"
File0ID="www.cdisc.org.5tudycdisc@l-Define-XML_2.0.0(IG.AE)"
FriorFile0ID="www.cdisc.org.5tudycdisc@l-Define-XML_2.0.8"
Originator="CDISC Dataset-XML Team" CreationDateTime="2014-84-01T@9:31:83">
<ClinicalData
Study0ID="cdiscel"
MetabDataVersionOID="MDV.CDISCH1.5DTMIG.3.1.2.5DTM.1.2">
<ItemGroupData ItemGroup0ID="IG.AE" data:ItemGroupDataSeq="1">
<ItemData Item0ID="IT.STUDYID" Value="CDISC@1"/>
<ItemData ItemOID="IT.AE.DOMAIN" Value="AE"/>
<ItemData ItemOID="IT.USUBIID" Value="CDISC@1.100888"/ >
<ItemData ItemOID="IT.AE.AESEQ" Value="1"/%
<ItemData ItemOID="IT.AE.AESPID" Value="1"/%
<ItemData ItemOID="IT.AE.AETERM" Value="AGITATED"/>
<ItemData ItemOID="IT.AE.AEMODIFY" Value="AGITATION"/>
¢ItemData ItemOID="IT.AE.AEDECOD" Valus="Agitation"/»
<ItemData ItemOID="IT.AE.AEBODSYS" Value="Psychiatric disorders"/»
<ItemData ItemOID="IT.AE.AESEV" Value="MILD"/>
<ItemData ItemOID="IT.AE.AESER"™ Value="N"/*
<ItemData ItemOID="IT.AE.AEACN" Value="DOSE NOT CHANGED"/>
<ItemData ItemOID="IT.AE.AEREL"™ Value="POSSIBLY RELATED"/>
<ItemData ItemOID="IT.AE.AESTDTC" Value="20@3-@5"/>
<ItemData ItemOID="IT.AE.AESTDY" Values="3"/3
<ItemData ItemOID="IT.AE.AEENRF" Value="AFTER"/>

</ ItemGroupData>
STUDYID  DOMAIN USUBJID AESEQ AESPID AETERM AEMODIFY AEDECOD AEBODSYS
1/cDISCO1 | AE CDISCO1.100008 | 11 | AGITATED | AGITATION | Agitation Psychiatric disorders |
AESEV AESER  AEACN AEREL AESTDTC  AEENDTC _ AESTDY AEENDY  AEENRF
1/MILD N |DOSENOTCHANGED |POSSIBLY RELATED  [200305 | | | 3| |AFTER |

§Sas  Be.
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Dataset- XML

SAS Tools for Available Now @;‘ |
)

[ supportsas.com/rnd/base/cdisc/cst/index.html datasetxml.zip

Base SAS CDISC Support

SAS® Clinical Standards Toolkit

« Introduction
* Ordering the Toolkit
« Toolkit Documentation
e Papers
o Version 1.7
o Version 1.6
o Version 1.5
o Version 1.4 and Earlier

e Discussion Forum

Introduction

The SAS® Clinical Standards Toolkit provides support of multiple CDISC standards, including SDTM (3.1.2, 3.1.3, and 3.2), CRT-DDS (reading and creating define 1.0 XML files), Define-XML 2.0 (reading and
creating define 2.0 XML files), Dataset-XML (creating Dataset-XML files from SAS data sets and creating SAS data sets from Dataset-XML files), ODM (reading and creating 1.3.0 and 1.3.1 XML files), ADaM
2.1, CDASH 1.1, SEND 3.0, and validating XML files against an XML schema file. This tool is the platform used by SAS® to support Health and Life Sciences industry data model standards

The set of new functionality provided in the recent release of SAS Clinical Standards Toolkit 1.7 includes:

« Introduction of a set of migration tools, previously offered as pre-production software, to help migrate from one version of the SAS Clinical Standards Toolkit to another.

« Support for CDISC CDASH 1.1

» Enhanced support for creating an initial version of the six SAS source metadata data sets (source_study, source_tables, source_columns, source_codelists, source_values, and
source_documents) that serve as input for creating a Define-XML 2.0 file.

« Implementation of the CDISC Dataset-XML 1.0 data standard that can be used to transport CDISC SDTM, SEND, and ADaM data sets for submission of data to the FDA. See Sample 53447: SAS
Macros to support Dataset-XML v1.0.0 on support.sas.com for information about a standalone version of the macros that support the CDISC-Dataset XML 1.0 standard.

+ Reduced and consolidated validation_master data sets for SDTM 3.1.2, 3.1.3, 3.2, and ADaM 2.1

« Updated support for CDISC NCI controlled terminology.

« New framework macros have been added, including cstutiimanagecolumnsize, cstutilcomparemetadatasasdefine, cstutilsqle ition, ¢ ilsglg , cstutiffindfixextdasciichars,
cstutilregisterctsubtype, and cstutilxmivalidate.

§Sas  Be.




SAS Tools for

Dataset-XML Available Now

A

(' @ support.sas.com/kb/53/447.html

Sample 53447: SAS® Macros to support Dataset-XML v1.0.0

datasetxml.zip

Details | Downloads | About | Ratelt |

This package contains macros, XML schema files, sample data, and sample programs to support the following functionality:

» Creating Dataset-XNL files from SAS data sets
« Creating SAS data sets from Dataset-XML files
» Validating Dataset-XML files against an XML schema

+ Comparing original SAS data sets with SAS data sets created from Dataset-XML files

Documentation is available in this file that is part of the ZIP file: SAS-Dataset-XML-v1.0.0-support. pdf

Users are encouraged to use this new functionality. To help guide future development, post feedback on the SAS in Health Care Related

Fields and Clinical Trials community:

http:/fcommunities.sas.com/community/support-communities/sas_in_health_care_rela ted_fields

Note: These macros are standalone and do not require SAS® Clinical Standards Toolkit.

CST 1.7

CDI 2.6

§Sas Hs.



SAS Tools for Available Now
Dataset-XML = i

=l

datasetxml.zip

L ik

| dataseborl _
. macro-api-doc

|/ macros
. messages

. programs

. results

. sasdata

. schema-repository

. xmldata

|| readme.bxt

T sAS-Dataset-XML-v1.0.0-support.pdf

THE
POWER
TO KNOW.
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Dataset-XML SAS Tools - Macros

%xml_validate()
— %%datasetxml_write() —> |

)

define.xml

%ocstutilcompare
datasets()

— Dataset-XML
%odatasetxml_read()

§sas
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Dataset-XML SAS Tools

Expected differences
SAS . Date- and time-related columns may get
Data a different length, since they do not
have a length defined in the Define-XML

metadata
. - Small differences in precision can be
Qocstutilcompare _ o
datasets() expected around the machine precision
for numeric variables that represent real
numbers.

- Character data that contains leading
spaces or trailing spaces may lose the

SAS
Data leading and trailing spaces.

§Sas .




Dataset-XML SAS Tools - Macros

:l:':l:':lc':l:‘:l:':l:':lc’:l:’:l:':l:':lc':l:‘:l:':l:':lc':l:’:l:’:l:’:lc’:l:':l:':l:':l:‘:l:':l:':lc':l:’:l:’:l:’:lc’:l:’:l:':l:':lc':l:‘:l:’:l:’:lc’:l:’:l:':l:':lc'################R’###R’#;

* Create 5DTH Dataset-EML files *:
L L L T e T T Ty
libname =sdtmdata "&studyRootPFath/sasdata/original/sdom™;
filename defxml "sstudyOutputPath/zmldata/sdtm/define.xml"™;
libname dataxml "astudyCutputPath/xzmldata/sdtm™;

tdatasetzm]l write(
_cstSourcelibrary=sdtmdata,
_cstfutputlibrary=dataxml,
_cstSourceMetadatalDefineFileRef=defzml,
_cestChecklLengths=Y,
_cstIndent=N,

cestZip=Y,

:::tﬂclct:hft:IZip—H
) :

likname =sdtmdata clear:

filename defxml clear:
libname dataxml clear:

GSas  Hm,



Dataset-XML SAS Tools - Macros

:l:’:l:':l:':l:’:l:':l:':l:':l:':l:':l:’:l:’:l:':l:':l:':l:':l:':l:':l:’:l:’:l:':l:':l:':l:':l:':l:':l:':l:':l:':l:':l:':l:':l:':l:':l:':l:’:l:':l:':l:':l:':l:':l:’:l:’R’R’R’n’n’n’n’n’n’n’n’n’n’n’n’n’n’n’n’n’n’n’;

# Create 5DTHM 545 Data sets "

:l:’:l:':l:':l:’:l:':l:':l:':l:':l:':l:’:l:’:l:':l:':l:':l:':l:':l:':l:’:l:’:l:':l:':l:':l:':l:':l:':l:':l:':l:':l:':l:':l:':l:':l:':l:':l:’:l:':l:':l:':l:':l:':l:’:l:’R’R’R’n’n’n’n’n’n’n’n’n’n’n’n’n’n’n’n’n’n’n’;

libname dataxml "&studyBootPath/xmldata/sdcm"™;
libname sdtmdata "istudyBRootPath/sasdata/imported/sdtm";
filename defxml "sstudyOutputPathy/xmldata/sdtm/define.=xml";

tdatasetxml read|
_cstSourceDatasetiMLLibrary=dataxml,
_catOutputLibrary=sdtmdata,
_cstSourceMetadatalDefineFileRef=defxml,
_cestdatetimelength=64,
_cethAttachFormats=Y

) :
libname dataxml clear;

libname =sdtmdata clear;
filename defxml clear:

§Sas Hs.
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Dataset-XML CDISC Standards

| A | & Sections v < Browse v Q Search v 4 Policy v ¥ Learn v 66 Blog v JRMyFR ~ e D Q|

FEDERAL REGISTER

The Daily Journal of the United States Government

oM Sign in Sign up

Transport Format for the Submission of Regulatory Study Data; Notice of Pilot
Project

A Notice by the Food and Drug Administration on 11/27/2013

ACTION  Notice. 4= Previous Document
MNext Document =p

‘ A\ LEGAL DISCLAIMER ‘

SUMMARY U
The Center for Drug Evaluation and Research (CDER) and the Font Controls =

Center for Biologics Evaluation and Research (CBER) in the
Food and Drug Administration (FDA) are announcing a pilot
project to evaluate the Clinical Data Interchange Standard
Consortium (CDISC) Submission Data Standards (SDS)

Extensible Marlim Language (XMT.) transnort format for the Peablimnticn Pt

Beor [oev S erinr

E PUBLIC INSPECTION
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Dataset-XML FDA Pilot — Conclusions

e
.

U,

Test Report for
DS-XML Pilot

Center for Drug Evaluation and Research
(CDER)
Center for Biologics Evaluation and Research

(CBER)

April 8, 2015

Test Report for Pilot published on
April 8, 2015

Additional testing will be needed
to evaluate cost versus
effectiveness as an alternate
transport format

FDA envisions conducting
several pilots to evaluate new
transport formats before a
decision is made to support a
new format

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

THE
POWER
TO KNOW.
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Dataset-XML FDA Pilot — Conclusions

- Dataset-XML can transport data and maintain data integrity.

- Dataset-XML transport format can facilitate longer variable
names (>8 characters), longer label name (>40 characters)
and longer text field (>200 characters).

- Dataset-XML requires stricter encoding in data.

- Dataset-XML requires consistency between datasets and
Define-XML.

- Based on the file size observations, Dataset-XML produced
much larger file sizes than XPORT, which may impact the
Electronic Submissions Gateway (ESG) and may lead to
file storage issues.

§Sas .
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