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Section 1: Identifiers

Variable Label Description Format Text

Participant_ldentifie | Participant Identifier Char
r
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Section 2: Study-wide

Variable Label Description Format Text
Comments Comments Char
Sheet_Name Sheet Name Char
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Section 3: Contact

Variable Label Description Format Text
Date_of_contact Date of Contact Char
Did_the_participant | Any Adverse Events "No"="No"

_in_concomitant_

Concomitant Medications?

_report_any_a Reported? "Too early to evaluate"="Too early to evaluate"
"Yes (complete AE)"="Yes (complete AE)"
Is_the_participant_c | Compliant? "No"="No"
ompliant_wit "Unknown"="Unknown"
"Yes"="Yes"
Were_any_changes | Any Changes in "No"="No"

"Not applicable"="Not applicable"
"Yes (complete ConMed form)"="Yes (complete
ConMed form)"
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