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Tx—X TPHASE Trial Phase Classification Required C66737 tAIN| IETESTCD IETEST IECAT IESCAT TIRL TIVERS
X INCLO1 Patients diagnosed with fatty liver INCLUSION 1
Patients with serum ALT = 60 IU/L (at
THBD H i TTYPE Trial Type Required |7 A 66739 INCLO2 R INCLUSION 1
BRO BT TTYPE Trial Type Required |71 & Co6739 screening)
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HEROBRM OBISEC Trial Secondary Objective I o ASTDR—RF A inb ORLE
Applicable Patients with a history of alcohol
HROBE AE] OBISEC | Trial Secondary Objective T o LT IR
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equivalent) for female
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https://wiki.cdisc.org/display/J3C/What+CJUG
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USuBIJID VISIT LBDTC WBC RBC PLAT HGB ALB ALP ALT AST CK
Newduck-0006 [Screening 2021/2/1 8600 400 35 115 35 80 22 66
Newduck-0007 ([Screening | 2021/3/10 5000 6 54 23 5 14 19 5
Newduck-0007 |Visit 1 2021/4/8 73 34 27 44 5 4 8 7
Newduck-0007 [Visit 2 2021/5/11 73 34 27 44 5 4 8 7
Newduck-0008 |Screening | 2024/7/12 7 500 20 15 35 110 15 100
Newduck-0008 [Visit1 2024/8/12 4000 480 21 14.5 3.6 120 16 95
Newduck-0008 ([Visit2 2024/9/13 3500 500 15 14.5 35 110 15 0.85
Newduck-0008 (Screening 2024/8/9 8.8 447 20 15 4.5 19 23 223
H ) o . °
;%5 ?
SDTMT—%+t v k ’ B
STUDYID [DOMAIN |USUBJID LBSEQ |LBSPID LBTESTCD |LBTEST LBCAT LBORRES |LBORRESU [LBSTAT LBSPEC [LBMETHOD LBBLFL [VISITNUM |VISIT LBDTC
Newduck |LB Newduck-0006 1|VS_LB_EG_PE2_100 [ALB Albumin CHEMISTRY 3.5|g/dL BLOOD Y Screening | 2021/2/1
Newduck |LB Newduck-0006 2|VS_LB_EG_PEZ2_100 |ALP Alkaline Phosphatase CHEMISTRY 80|IU/L BLOOD Y Screening 2021/2/1
Newduck |LB Newduck-0006 3|VS_LB_EG_PE2_100 |ALT Alanine Aminotransferase CHEMISTRY 30]IU/L BLOOD Y Screening 2021/2/1
Newduck |LB Newduck-0006 4|VS_LB_EG_PE2_100 [AST Aspartate Aminotransferase |[CHEMISTRY 22 |1U/L BLOOD Y Screening 2021/2/1
Newduck |LB Newduck-0006 5(vS_LB_EG_PE2_100 |BASOLE Basophils/Leukocytes HEMATOLOGY 1% BLOOD Y Screening 2021/2/1
Newduck |LB Newduck-0006 6|VS_LB_EG_PE2_100 [BILI Bilirubin CHEMISTRY 1|mg/dL BLOOD Y Screening | 2021/2/1
Newduck |LB Newduck-0006 7|VS_LB_EG_PE2_100 [CA Calcium CHEMISTRY 9[meg/dL BLOOD Y Screening | 2021/2/1
Newduck |LB Newduck-0006 8|VS_LB_EG_PE2_100 |CHOL Cholesterol CHEMISTRY 158 |mg/dL BLOOD Y Screening 2021/2/1
Newduck |LB Newduck-0006 9|VS_LB_EG_PE2_100 (CK Creatine Kinase CHEMISTRY 66|I1U/L BLOOD Y Screening 2021/2/1
Newduck |LB Newduck-0006 10|VS_LB_EG _PE2_100 |CL Chloride CHEMISTRY 101 |mEq/L BLOOD Y Screening 2021/2/1
Newduck |LB Newduck-0006 11|VS_LB_EG_PE2_100 |CREAT Creatinine CHEMISTRY 0.77|mg/dL BLOOD Y Screening | 2021/2/1
Newduck |LB Newduck-0006 12|VS_LB_EG_PE2_100 [CRP C Reactive Protein CHEMISTRY 0.01|mg/dL BLOOD Y Screening | 2021/2/1
Newduck |LB Newduck-0006 13|VvS_LB_EG_PE2_100 |EOSLE Eosinophils/Leukocytes HEMATOLOGY 1(% BLOOD Y Screening 2021/2/1
Newduck |LB Newduck-0006 14|VS_LB_EG_PE2_100 |GGT Gamma Glutamyl Transferase |CHEMISTRY 30|IU/L BLOOD Y Screening | 2021/2/1
L3
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PCR XA ZDNWT

2024/7/1  [WLEB, fERE, $5K]

{:t’l% (Specification) (1/2)

| Controlled
| Ten

PC CEMBHERE) FAA &L

s AT R—2 3 v I FRIE T FAAVETIL | godely |
Domain Models Based on the General Observation Classes STUDYID ~ Study Identifier  Char Identifier HEDHBE 7Y —BOMAF,
Unique identifier for a study.

« Findings Domain DOMAIN  Domain Char PC Identifier 38 ¥ X4 ¥ £ %1 2 XFOWBH,
- Abbreviation Two-character abbreviation for the domain.
- BB/ . USUBIID  Uniaue Subject  Char enifer. SROBMTO—BORRERS, Req
BMORE L TOWRES A HERS ORb/RENRE, -
Concentrations of drugs/metabolites in fluids or tissues as a ;;/ 7288, mezngunmu?.
function of time Seaeen Nl oS
domain. May be any valid number.
- PCGRPID  Group ID Char Identifier M—F X { YA THEOMREIIOLTO—BONAE  Perm
wRES, SltisnE. sRERE, S/ RaRESAY] et il el
N ~ G A4 YMTOMBEERET 578 AT 3,
La—F, &k Uised to tie block of related records in a
One record per sample characteristic or time-point concentration ne: B
s per reference time point or per analyte per subject, Tabulation PCREFID  Reference D Char TRRROBTHY HIEEE (Excellct30bnY [FOM
Q %) <
= PCSPID  Sponsor-Defined ~ Char Perm |
o o a Identifier Sponsor-defined reference number. R
21E A7 .
£l °
gIiEZtE (Assumption) /
A% (Example)
e 1. PCOE#H: ARERSHOBMOMKE LT, BE (F: MFPHI) FORE BREHR
FOZOREY) COVWTRESET— 4,
- - PC Definition: Data collected about tissue (e.g., serum or plasma) concentrations of
analytes (usually study drugs and/or their metabolites) as a function of time after dosing the B 1 I T S M T FAR|Drug A Pwen|  ANALYTE  PLASI| 07 | agal | 01 el
° study drug. N[ R e e T E] DA | AGIYE [GRBE[ 7 | wel | 2 T
2. 1OOSTHRBEC. 120RES L EREOBEICOF100La-FELSBBELA>TL B L B e B B e e e e T
° ° %, FBEAEICHTZ120L 23— FISMAT, REOHHE (5l ZREpH) HooF—% T TRBCTS| R T RS VT |V (e L S =
t“/ megumb:_F%ﬁLTﬂgéna" C[ABCIN| PC 130001 € | Dayl M;J‘l)l- PH PH 3 TRNE [ 55 33 33
The structure is one record per concentration or sample characteristic per analyte. In i 1 ¥
4 addition to one record for each cancentration measurement, specimen properties (e.g.,
volume and pH) are handled via separate records in this dataset.
g 3. RFAR-ZOBEKLY. —BOBRERRA T 3 OFREBE ZOBICEThTLE Fh—7TOBEB: £5 LTI TRXXXXXEDH ?
[N
e Due to space limitations, not all expected or permissible Findings variables are included in
the example.
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