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Adverse events may be captured either as free text or a pre-specified list of terms.
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Variables Data Type Question Code

List

Validation

aeyn radio Were any adverse events experienced? ny

aespid text AE Identifier

aeterm text What is the adverse event term?

aeoccur radio Does the subject have [specific adverse event]? ny

aestdtc text What is the date and time the adverse event

started?

datetime_dmy

aestdat text What is the date the adverse event started? date_dmy

aesttim text At what time did the adverse event start? time

aeongo radio Is the adverse event ongoing? ny

aeendtc text What is the date and time the adverse event

end?

datetime_dmy

aeendat text What date did the adverse event end? date_dmy

aeentim text At what time did the adverse event end? time

aesev radio What was the severity of the adverse event? aesev

aetoxgr radio What is the toxicity grade of the adverse event? toxgr

aeser radio Is the adverse event serious? ny

saestdtc text What is the date and time the adverse event/

reaction became serious?

datetime_dmy

saestdat text What is the date the adverse event/ reaction

became serious?

date_dmy

saesttim text What is the time the adverse event/ reaction

became serious?

time
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