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Datasets for Study Nicsah(01

Dataset Description Structure Purpose Keyvs Location

AE Adverse Events Events - One rzcord per event per subject Tabulation | STUDYID USUBJID AETERM AESTDTC

Concomnitan ications Interventions - One racord per medication intervention episods per subjact Tabulation | STUDYID USUBJID CMTRT CMSTDTC

N Demographics Special Purpose - One rzcord per subject Tabulation | STUDYID USUBJID

Ds ispositi Events - One record per disposition status or protocol milestone per subject Tabulation | STUDYID USUBJID DSSTDTC

5C Subject Characteristics Findings - One record per characteristic per subject Tabulation | STUDYID USUBJID SCTESTCD

SUPPQUAL | & zme ifiers Balatzs - Onz record par qualifizr value Tabulation | STUDYID RDOMAIN USUBJID IDVAER IDVARVAL QNAM

TA Trial Arms Trial Design - One record per planned element per arm Tabulation | STUDYID ARMCD ETCD

Trisl Elements Trial Design - One record per slement Tabulation | STUDYID ETCD

Trial Inclusion Exclusion Criteris | Trial Design - Onz record per LE criterion Tabulation | STUDYID IETESTCD

Trisl Summary Trial Design - One record per trial summary paramater Tabulation | STUDYID TSSEQ TSPARMCD

Trizl Visits Trizl Design - One racord per planned visit per arm Tabulation | STUDVID VISITNUM ARMCD

Vital Signs Findings - One record per wital sign measurement per time point per visit per subject | Tabulation | STUDYID USUBJID VSTESTCD VISITNULM VSTPTNUM

AR AT AT

Datz of decument generation (2010-03-00T19:1%:

Adverse Events Datazet (AF)

Variahle Controlled Terms or Format Comment

STUDYID Study Identifier 3 ; Identifier

DOMTATM Dloymzin Ahbpasizting TAaptifiay
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