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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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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) 

 



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

What‘s wrong with XPT? 

• Variable name length limitation 

• Variable label length limitation 

• Variable data length limitation 

• No support for international character sets 

• 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 
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CDISC Dataset-XML 
… as the answer 
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Dataset-XML 

• Originally called Study Data Set XML (SDS-XML) 

 

• Based on CDISC ODM and Define-XML 

– Define.XML V 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? 

• Old 

For the end user? 
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What will change for submission / eCTD? 

• New 

Nothing special 
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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 

  <ItemGroupData>  - table/dataset level 

   <ItemData>  - data points, items 

 

 

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

   <ItemGroupData>  - table/dataset level 

   <ItemData>  - data points, items 

 

 

For all reference / trial metadata domains, like TA, TV etc 
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Reference Data example 
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Define.XML are my metadata description 

Define.XML 

 

 <Study OID = ...> 

 <MetaDataVersion OID = ...> 

 <ItemGroupDef OID = ...> 

 <ItemRef ItemOID = ...> 

Relation of OIDS 

Dataset.XML 

 

<ClinicalData StudyOID = ...> 

<ClinicalData MetaDataVersionOID = ...> 

<ItemGroupData ItemGroupOID = ...> 

<ItemData ItemOID = ...> 

Remark: For <ReferenceData> same as <ClinicalData> 

 

 

--> 

--> 

--> 

--> 
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Define.XML and Dataset.XML OID mapping 
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One XML file per (SDTM) domain 

 

• One XML file per (SDTM) domain 

 

• NULL and MISSING values not included 
as an ItemData element 

 

• Same for <ReferenceData> 
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XML schemas and extensions 
For Technical Reference 
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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 
<ItemDef> element. 
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Tools & Ressourcess available 
http://wiki.cdisc.org/display/PUB/CDISC+Dataset-XML+Resources 
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Tools & Ressourcess available 
http://wiki.cdisc.org/display/PUB/CDISC+Dataset-XML+Resources 
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Status and Future 
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Where we are today?  

• Scope: Functionality required to replace XPT files for FDA submission 

• XPT limitations removed for a modern, vendor neutral format 

• Supports SDTM concepts incl. SuppQuals, RELREC and tabular structures in 
general 

• Supports international character sets 

• One file per dataset 
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Where we are today? (cont.)  

• FDA have completed a pilot project 
http://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/ucm380756.htm 
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Question: XML, size and process in IT systems? 

• Do not open an XML file in ‘notepad‘, instead use ‘vi(m)‘ 

• For transport you may compress the file (ASCII compress perfect) 

• Serialize / and or process serial where possible  

• In-Memory usage 

 

• Will the xml files affect acceptance by the FDA Electronic Gateway? 

• XML file size should not be a limitation for submission 

 



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

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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