Finding Out about Findings About

FA is a SDTM Findings domain: Use FAOBJ (Object of Test / Re

e FATESTCD (Test Code) Events (examples): Interve
e FATEST (Test Name) AETERM (AE Verbatim Text) CMTE

DSTERM (Disposition Event)

Findings about should be used when:

Findings are from a different time point to the event itself

Data about the Event / Intervention better fit the Findings structure (he
Findings are about an Event / Intervention that is not recorded on the
Recording related symptoms / descriptions about the Event / Inter
Information relating to pre-specified AEs that may or may not F

Example CRF page:

SDTM Annotations CE = Clinical Events FA = Findings About WOND123  W123-001 001 HEADACHE MIGRAINE PTEH 2015-08-31

WOND123 W123-001 002 HEADACHE CLUSTER PT3H 2015-09-02

Daily Headaches Recordin CETERIC HEABACHE
1) CESPID | FASPID = FAOBJ = HEADACHE STUDYID

Headache Type: List: HDTYPE 'V CEDECOD

Date of Headache:| | |- | | - | | Time of Heache: LT
DD-MON-YYYY HH:MM

Duration of Headache: | | | Hours |[CEDUR
Severity of Headache 5 minutes before dosing:| List: HDSEV v [FAORRES where FATESTCD = SEV; FATPT = 5m PRE-DOSE

Severity of Headache 15 minutes after dosing: | List: HDSEV v |[FAORRES where FATESTCD = SEV; FATPT = 15M POST-DOSE
Severity of Headache 30 minutes after dosing: | |jst: HDSEV v [FAORRES where FATESTCD = SEV; FATPT = 30M POST-DOSE
Severity of Headache 60 minutes after dosing: | ist. Hpsev |+ [FAGRRES where FATESTCD = SEV; FATPT = 60M POST-DOSE

Check box if another headache to record:D <eCRF note: if box checked repeat questions>

USUBIJID | FASPID | FATESTCD | FATEST FAORRES

Findi
1)

SDTM Annotations XM = Custom domain

6 M I N UTE WALK TEST: STUDYID |USUBIJID XMTESTCD XMTEST XMORRES XMTPT VISIT

WOND123  W123-001 SXMINWK 6 MINUTE WALK TEST : 1M POST-DOSE VISIT 8

1 MINUTE POST-DOSE : | | || || [

15 MINUTES POST-DOSE: | || .| ||

WOND123  W123-001 SXMINWK 6 MINUTE WALK TEST 15M POST-DOSE VISIT 8

WOND123  W123-001 SXMINWK 6 MINUTE WALK TEST : 1M POST-DOSE VISIT 10

WOND123  W123-001 SXMINWK 6 MINUTE WALK TEST : 15M POST-DOSE VISIT 10




