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◼ Feature Enhancements and Bug Fixes 

No. Summary Type Description 

1.  ODM-XML and Define-XML 

Export menu has been 

disabled 

Bug Fix 

The system allowed exporting a CRF spec in the ODM-

XML and SDTM/ADaM spec in the Define-XML format. 

However, the export functionality sometimes caused a 

significant performance issue and Fujitsu decided to 

disable the functionality. 

To obtain a spec in the XML format, please export in the 

Excel format first and then convert it to the respective 

XML format using tsClinical Metadata Desktop Tools. 

 

◼ Known Issues, Limitations 

No. Summary Description 

1.  Support for Define-XML 2.1.n is 

TBD. 

This version of tsClinical Metadata does not support Define-XML 

2.1.n yet, while it is supported by the Desktop Tools V1.1.0. The 

Define-XML 2.1.n will be supported in future versions. 

2.  Release of Method Library for 

SDTM-IG 3.3 and 3.4 is TBD 

SDTM-IG 3.3 and 3.4 standards are already released, but the latest 

Method Library, which enables automated datasets creation using the 

SDTM Automation product, is still for SDTM-IG 3.2. A Method Library 

for SDTM-IG 3.3 is currently under development. 

 


