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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• 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, ...)y y ( , , )
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What is 
Dataset-XML

SAS Version 5 Transport (XPT) 
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)Character variable data lengths limitation (200)
• Limited data types (Character, Numeric)
• Very limited international character support (only ASCII)

St t lStructural
• Two-dimensional “flat” data structure for 

hierarchical/multi-relational “round” data
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• Lack of robust information model



What is 
Dataset-XML Benefits

• 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 versionsSupports 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-XMLData 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 

developmentdevelopment
• Facilitates Validation since both data and metadata share 

underlying technology
• Enables re-thinking some of the length restrictions in standards
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• Enables re thinking some of the length restrictions in standards



What is 
Dataset-XML Status

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

• Includes sample Define-XML files with p
associated Define-XML file 
and XML schema
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Dataset-XML Dataset-XML

• Dataset XML for Data Transport• Dataset-XML for Data Transport

Convert SASConvert SAS
Convert to 

SAS datasets
Convert to 

SAS datasetsConvert SAS 
datasets to 

Dataset-XML

Convert SAS 
datasets to 

Dataset-XML
Send 

Dataset-XML
Send 

Dataset-XML
Receive 

Dataset-XML
Receive 

Dataset-XML
SAS datasets 
or load into a 

data 
warehouse

SAS datasets 
or load into a 

data 
warehouse

Data Transport
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Data Transport



What is 
Dataset-XML Data Transport
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Dataset-XML and Define-XML (data and metadata)

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

SAS Data
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Dataset-XML and Define-XML

Data set name? Variable names? 
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Dataset-XML and Define-XML
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Dataset-XML and Define-XML
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Dataset-XML and Define-XML
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Dataset-XML Subject Data Example
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SAS Tools for Dataset-XML
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SAS Tools for 
Dataset-XML Available Now
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SAS Tools for 
Dataset-XML Available Now

CST 1.7

CDI 2.6
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CDI 2.6



SAS Tools for 
Dataset-XML Available Now
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Dataset-XML SAS Tools - Macros

SAS Data
%datasetxml write()

%xml_validate()
_ ()

define xml% t til

Dataset‐XML
%datasetxml read()

define.xml%cstutilcompare
datasets()

%d s _ d()

SAS Data
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Dataset-XML SAS Tools

Expected differencesExpected differences
• Date- and time-related columns may get 

a different length, since they do not 

SAS 
Data

have a length defined in the Define-XML 
metadata

• Small differences in precision can be% t til Small differences in precision can be 
expected around the machine precision 
for numeric variables that represent real 

b

%cstutilcompare
datasets()

numbers.
• Character data that contains leading 

spaces or trailing spaces may lose the SAS

Copyr i gh t  ©  2014 ,  SAS Ins t i tu te  Inc .  A l l  r i gh ts  reserved .

leading and trailing spaces. 
SAS 
Data



Dataset-XML SAS Tools - Macros
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Dataset-XML SAS Tools - Macros
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FDA Pilot
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Dataset-XML CDISC Standards
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Dataset-XML FDA Pilot – Conclusions

• Test Report for Pilot published on 
April 8, 2015

• Additional testing will be needed g
to evaluate cost versus 
effectiveness as an alternate 
t t f ttransport format

• FDA envisions conducting 
several pilots to evaluate new 
transport formats before a 
decision is made to support a 
new format
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new format
Pilot Report: http://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/ucm380756.htm



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)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 , p

much larger file sizes than XPORT, which may impact the 
Electronic Submissions Gateway (ESG) and may lead to 
file storage issues
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file storage issues.



THANK YOU !

QUESTIONS ?
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