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SDTMT—42ty Dl

Laboratory Data (LB) (1/2)

T—5ty Ml (— &)

STUDYID DOMAIN| USUBJID |LBSEQLBTESTCD LBTEST LBCAT |LBORRES| LBORRESU |LBORNRLO LBORNRHIH
Row 1 ABC LB ABC-001-001 1 GLUCOSE Glucose Urine 7 mg/dL 1 15
Row 2 ABC LB ABC-001-001 2 GLUCOSE Glucose Utine 11 mg/dL 1 15
Row 3 ABC LB ABC-001-001 3 GLUCOSE Glucose Utine 9 mg/dL 1 15
LBSTRESC | LBSTRESN |[LBSTRESU| LBSTNRLO LBSTNRHI VISIT VISITNUM

Row 1 (cont) 0.38 0.38 mmol/L 0.1 0.8 BASELINE 1
Row 2 (cont) 0.61 061 mmol/L 0.1 0.8 BASELINE 1
Row 3 (cont) 0.5 0.5 mmol/L 0.1 0.8 BASELINE 1

LBDTC LBENDTC LBTPT LBTPTNUM LBELTM | LBTPTREF LBRFTDTC
Row 1 (cont) | 1999-06-19T04:00 | 1999-06-19T07:45 Pre-dose 1 -P15M Dosing 1999-06-19T08:00
Row 2 (cont) | 1999-06-19T0&:00 | 1999-06-19T16:00 | 0-8 hours after dosing 2 PEH Dosing 1999-06-19T08:00
Row 3 (cont) | 1999-06-19T16:00 | 1999-06-20T00:00 | 8-16 hours after dosing 3 P16H Dosing 1999-06-19T08:00




SDTMT—42ty Dl

= goa () Laboratory Data (LB) (2/2)
Observation Domgm Variable Name Variable Label
Class Prefix
Findings LB LBTESTCD Lab Test or Examination Short Name
Findings LB LBTEST Lab Test or Examination Name
Findings LB LBCAT Category for Lab Test
Findings LB LBORRES Result or Finding in Original Units
Findings LB LBORRESU Original Units
Findings LB LBORNRLO Reference Range Lower Limit in Orig Unit
Findings LB LBORNRHI Reference Range Upper Limit in Orig Unit
EHR DA (—HR)
Variable Name /e Controlled Terms, Core
Codelist or Format

LBTESTCD Char |(LBTESTCD) Req

LBTEST Char |(LBTEST) Req

LBCAT Char |* Exp

LBORRES Char Exp

LBORRESU Char |(UNIT) Exp

LBORNRLO Char Exp

LBORNRHI Char Exp

W
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Modeled Domains - SDTMIG v3.1.3

General Observation Classes

Interventions

Concomitant Medications

Exposure

Substance Use

Adverse Events

Disposition

Medical History

Deviations

Clinical Events

Findings

ECG

Inclusion/Exclusion Criteria Not Met
Labs

Physical Exam

Questionnaire

Subject Characteristics

Vital Signs

Drug Accountability

TUmor Identification
Tumor/Results

Disease Response
Microbiology Specimen
Microbiology Susceptibility
PK Concentrations

PK Parameters

Findings About

€ cDisC

2 characters in red underline indicate domain prefix

—
ecla
urpose

v

Demographics

Comments

Subject Elements

Subject Visits

Relationships

SUPPQUAL

RELREC

Trial Design

Trial Elements

Trial Arms

Trial Visits

Trial Sets (X)

Trial Inclusion/Exclusion

Trial Summary
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— F@ErX57121-35]
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HITFTIELELY)
\
SAMPLE DATASET FOR ADSL \
Obs | STUDYI usuBJl SAFF | ITTFL | PPROTF COMm\ DSREAS AG AGEGR1
D D L L FL
1 XX0001 | 0001-1 |Y Y Y 30 21-35
2 XX0001 | 0001-2 |Y N N ADVERSE 38 36-50
EVENT
SAMPLE DATASET FOR ADSL (continued)
obs | AGEGRIN SEX | RACE RACEN TRTO1P TRTO1PN | HEIGHTBL WE IGHTBL BMIBL
1 2 F \Q/HITE 1 DRUG A 1 170 63.5 21.97
2 3 M A\iIAN 4 PLACEBO 0 183 5\6-2 25_74
Demography Vital Sings

Vo

o
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