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A collection of logically-related observations with a topic-specific commonality about the

subjects in a trial, used in the regulatory submission process. T he logic of the relationship

may relate to the scientific subject matter of the data, or to its role in the trial. T ypically,

each domain is represented by a dataset, but it is possible to have information relevant

to the same topicality spread among multiple datasets. (CDISC Glossary)
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