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Kush Transport standards are not being used

consistently on a global basis yet in both healthcare

and research. CDISC has developed an XML
Transport standard (ODM) that carries the case
report form data along with the important metadata
such that it (ODM) can support an audit trail (which
is essential for regulated clinical research). Some
have tried hard to harmonize transport standards
in healthcare, but there is not yet a transport stan-
dard that everybody can use. The case report forms
have been put into HL7 (Health Level 7) transport
standards, but all the requirements for clinical
research have not been fulfilled yet through this
method. Therefore, the CDISC transport standard
is important. CDISC has been able to establish a
handoff from healthcare data (EHRs) through the
Continuity of Care Document to provide the
research data in a format that is consumable by
research organizations.
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Kush For every research study, there is a min-
imum essential dataset; this is supported through
the CDASH (Clinical Data Acquisition Standards

Harmonization) standard. As we get into the effi-
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cacy data, discussions on therapeutic area stan-
dards become increasingly important. Such efficacy
standards can help figure out endpoints, for exam-
ple, in the polycystic kidney disease case where a
new, qualified biomarker was developed through
the use of an aggregated dataset and standard data.
Sometimes the retrospective data needs to be ana-
lyzed to see what standards are needed going for-
ward.
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