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'« CDISC reqgularly release new versions of its standards to improve data quality,i
Interoperability, and efficiency of the data. '

'+ Regulatory authorities require submissions that adhere to their guidelines, as it
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FDA Guidelines:
Latest version to be used at the start of the study
PMDA Guidelines:

Refer PMDA's website for versions of the CDISC standards, controlled

terminologies, and dictionaries that are accepted by the PMDA.

used. Impact to be described of the use of different versions on the study results
PMDA Guidelines:
Same version of CT be used within the same clinical study

FDA Guidelines:

Single version across studies, current version should be used at the time that data
across studies are pooled.

PMDA Guidelines:

Same version for datasets of integrated analyses of multiple clinical studies, even if
different versions were initially used. Detail the rationale for selecting a specific
version and considerations for conversion in the data guide.

Changes in Codelists
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ADDITION OF RESPONSES

Tanner Scale Boy Clinical Classification ORRES for TANN0201 TN/TC
Tanner Scale Boy Clinical Classification ORRES for TANN0202 TN/TC , .
Tanner Scale Boy Clinical Classification STRESC for TANN0201 TN/TC - : -
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« Effective management of changes requires active participationi

Contact: wpbr@novonordisk.com
lIchm@novonordisk.com

Views expressed in the presentation by the presenter are personal and do not represent Novo Nordisk. No data or confidential information belonging to Novo Nordisk has been used in this presentation.
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