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This Implementation Guide comprises Study Data Tabulation Model Implementation Guide: Human Clinical Trials Version

(Final) Prepared by the CDISC Submission Data Standards Team Revision History Date VersionFinalFinalFinalFinalFinal

SDTMIG. Where the SDTM provides a standard model for organizing and formatting data for human and animal studies, the

SDTMIG is intended to guide the organization, structure, and format of standard clinical trial tabulation datasets. It was

developed to support data submitted to a regulatory authority, such as the US Food and Drug How to Determine Where

Data Belong in SDTM-Compliant Data Tabulations Guidelines for Determining the General Observation Class Guidelines

for Forming New Domains PDF %âãÏÓobj /Annots [RRRRRRRRRRRRRRRRRRR A Study Data Tabulation Model

Implementation Guide (SDTMIG) is developed in reference to a speciHc SDTM model. However, the SDTM is cumulative –

each new How to Determine Where Data Belong in SDTM-Compliant Data Tabulations Guidelines for Determining the

General Observation Class Guidelines for Forming New Domains pdf %âãÏÓobj /annots [rrrrrrrrrrrrrrrrrrrrrrrr In order to

ensure the alignment of new domains and concepts in each SDTM-based implementation guide (IG) with the SDTM at the

time of publication, a new version of the This is the implementation guide for Human Clinical Trials corresponding to

Version of the CDISC Study Data Tabulation Model.
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