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Display Mock-ups
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—Input Into

Table 2. Baseline Demographic and Clinical Characteristics, Safety Population, Pooled Analyses (or Trial X)
Drug Name g Name
Dosage X Dosage Y Placebo  Active Control
N= XXX N = XXX N= XXX N = XXX
Characteristic n(%) n (%) n(%) n (%)
Sex, n (%) n (%) n (%) n (%) n (%)
guae n(:) n (z) n(:ﬁ‘ ﬂ&
emale n (%) n(%) af n
Age, years. XX (V.Y) XX(Y.Y) XX (Y.Y) XX (V.Y
Mean (SD) XX(Y.Y) XX(Y.Y) XX(Y.Y:
Median (min, max) XX(YY.22) XX vvz_) XX(YYZ2) XX(YY.Z2Z)
Age groups (years), n (%) n (%) n (%) n (%) n (%)
21710 <65 n(%) n(%) n (%) n(%)
265 n(%) n(%) n(%) n (%)
26510 <75 n(%) n(%) n (%) n (%)
275 (%) nl% (%) n0%)
Race, n (%) n (%) n (%) n (%) n (%)
/American Indian or Alaska Native Asian n(%) n(%) 0 (%) nC%
Black or African American n(%) (%) (% n %
Native Hawaiian or Other Pacific Istander n(%) n(%) n(% nC%
White n (%) n(%) n (% n 0%
Other n(%) n(%) al% nC%
Ethnicity, n (%) n (%) (%) n (% n (%
H n(%) n(%) n (%] n%
Not Hispanic or Latino n(%) n(%) n (%) n(%;
known n(% %) n(% n(%)
Country of participation, n (%) n (%) n (%) n (%) (%)
United States n(%) n(%) n(%) n(%
Country A n (%) n (%) n(%) n%:
Country 8 n (%) n(%) n(%) n%
Country C n (%) n(%) n(%) n (%
Country O n (%) n (%) n(%) n %
00%) 00%) 00%) 0%
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ARS: Analysis Result Standard
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Reporting Events: ENX—ZE4FETENR, CSRILEFEIT T

ARSHI & KA,

Repoting Events

Common Components
— ListOfContents
— AnalysisOutputCategorization
—OReferenceDocument
1

— TerminologyExtension

— AnalysisOutputProgrammingCode
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— Analysis
— AnalysisSet
— DataSubset
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— AnalysisMethod
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% ListOfContents: X Reporting Events FEYZ % bR Sk H M5 47 F I

: List of Planned Analyses
: LOPA

: Table 2. Baseline Demographic and Clinical Characteristics, Safety Population,

i Trial CDISCPILOTO1
! 1
: : |

: _Summary of Subjects by Treatment
: Sex
: Age

: Age groups
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DocumentReference: AT RIZIREEHHPIEENEMSEHEAISIA.
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ARS DocumentReference Attributes  Corresponding Define-XML def:DocumentRef Attribute/Element
referenceDocumentid leaflD attribute

pageRefs def:PDFPageRef elements (see below)
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S Analysis: FITE IR SR
A Analysisset
e Datasubset.

Al — GroupingFactor |

. AnalysisOutputCategorization Analysis — AnalysisMethod

' ' ReferencedAnalysisOperation
;e AnalysisOutputProgrammingcode
. : . . ZREEN OperationResult
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% AnalysisSet: FTFIRETET RISAPHE KIS ST AR

£ 7t Table 2. Baseline Demographic and Clinical Characteristic§, Safety Popu.'ation,b’oo!ed Analyses (or Trial X)
Tl Drug Na _

: Safety Population

: Summary of Subjects by Treatment
: A_SAF_SUM_USUBJID_TRT

: M_GRP_CNT
1

: ADSL
- USUBJID
: - AS_SAF
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% DataSubset: FITIRHUTMAEAHHE AT ERITRAMMEIETE,
o BREAEXMAHE,

U b AATRARSENFRE, N7 AE MESTHINE AT R LT
. REH

:| Treatment-Emergent Adverse Events
: Dss@1_TEAE
3 4l
5 dl

: Summary of Subjects with At

: ADAE

: USUBJID
: EQ : AnalysisSet ©2_SAF
: Dss©l1_TEAE

: ADAE
: TRTEMFL
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AnalysisGroupings: ATEXFHREZE.

. DERRORHEBETREBHE GIOEBINERE) | HRINSIRATE. T
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: TRTO1A : USUBJID

:LGender
: AnlsGrouping_©2_Sex

: ADSL
: SEX

: AnlsGrouping 01 Trt

: Male
: Female
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AnalysisMethod: ATHREEHFREATERN TG E

- : Summary by group of a continuous variable
Descriptive summary statistics across groups for a continuous variable
Grouped summary of continuous variable
: M_GRP_SUM_CONTIN

~.Mean )
Mean name: Summary of Age by Treatment
: M_GRP_SUM_CONTIN_1 MEAN id: A SAF SUM AGE TRT
. - = b -
X.X
Standard deviation
: SD
: M_GRP_SUM_CONTIN_2_SD
2

SPECIFIED IN SAP

PRIMARY OUTCOME MEASURE

(Y.Y)




ARSEYZ/ OB

OperationResult: FHAIER. HHETHERBIEEARD.

"results”: [

{

"resultGroups™:
{
"groupingId": "AnlsGrouping_@1_TrtelAn",
"groupId": "AnlsGrouping_©1_Trt8lAn_e1"

}

E]
"rawValue":
"formattedvValue™: |"(N=)"

nn
3

"resultGroups™:

{

"groupingId": "AnlsGrouping_@1_TrtelAn",
"groupId": "AnlsGrouping_©1_Trt@8lAn_e2"

E]
"rawValue":
"formattedvValue™: "(N=)"

nn
3
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Output: ATIEERKERFELHEIXAR.
ELanfrit, BLE, g, WhXHREFES.

: t2-demog (RTF)
: t2-demog

:\rtf
t2-demog. rtf
: t2-demog (PDF)

: t2-demog

s pdf
: ./t2-demog.pdf

:\ Footer

safety Population,

:teristics, Safety
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* eTFL Portal Package

’ 2 Table Of Contents Summary of Analysis Popul.. X Properties  Outline
¥ & e
e Analysis D
* "-._ Summary of Analysis Populations el
: Safety Population Analysis Category Safety
Svis
; Study Test Analysis Of Interest Disposition
O > Data Subset for Table Configure
. . Placebo Xanomeline High Dose
Analysis Population, n (%) (N=XX) (N=)(X)g Split Statistics Column
Enrolled XX (XX.XX) XX (XX.XX)
Population Set
Safety XX (XX.XX) XX (XXXX) Safety Population
65 19 Intent-To-Treat (ITT) XX (XXXX) XX (XX.XX) Population Dataset
Full Analysis Set XX (XXXX) XX (XXXX)

WV Where Clause for Safety Population

Per-Protocol XX (XX.XX) XX (XXXX) (SAFFLEQY)

Enter Label
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w0« ETARSHHFEL IR <#HADaM>

.. | AARS-TSIZERADaM | pmwenlly | ADN ADaM
S EIE SONESP | Metadata  |ESHSMIESY | Dataset
;;T~; {"'dataset": ‘variable': 'SAFFL', 'values': ['Y']}

> {'dataset': ‘variable’': 'TRT@1A', 'values': ['Placebo’]}

RN {'dataset': 'variable': 'TRTO1A', 'values': ['Xanomeline Low Dose']}
I {'dataset’: 'variable': 'TRT@1A', 'values': ['Xanomeline High Dose']}

Tt {'dataset’: ‘variable': 'SEX', 'values': ['M']}

{'dataset’: ‘variable': 'SEX', 'values': ['F']}

{'dataset": 'variable': 'AGEGR2', 'values': ['<65']}
{'dataset’: 'variable': 'AGEGR2', 'values': ['65+']}
{"'dataset": ‘variable': 'AGEGR3', 'values': ['17-<65']}
{'dataset": 'variable': 'AGEGR3', 'values': ['65-<75']}
{'dataset’: 'variable': 'AGEGR3', 'values': ['75+']}
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« ETARSEYEZEIML TR <#£mARM>

MARS-TSIZERARM#H
9; 15% Automate

ARM for
Define

ARM

El:ppuiches AEEM A A SIEER, USLIMBE) AT HEREFTKMA LR, HTEEEN

£, ATERMMELE#E.

B3z, IRMETE SR AT ERIZ
LRV EADaMBIRRI AIE#ME . ARMIE
B R ITEI TR EE

UFESUR YAMLEGIEEZEIR, BELRMTESZE EXXMLIVEMEER, 8o EE.

%, AT TXHRIEARM,

BN RE RN B B afEid

HIRERER BREMABEEEEE “OTHEN” BREMATEISLTNIE. FEamENDHh
(analysis-ready) , PEREEEZN #HiE, BERMNERTFHSHEIEEERK.
WIRALIE, B AR anfa WX L 2iE

EERLER.
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Cn P EEAS.

SR BRMVE, EHERAES. GE—CHE MG, EL R
U ES. IANARFRERETERATRIAF £ EER.
L LeAMB, HEREHLE

D RIBETIAER, FARNEREFPARSTA—LARLIA.

1.Word/Excel Shell -> 2k EFTFLEZE (eTFL)
2.TFLEZNMC TR (Biifb4ERARD;RIBARDEHHE AR ER)
JHMECEMNBARK/NTEA
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https://wiki.cdisc.org/display/ARSP/Analysis+Results+Standard+User+Guide+v1.0
https://www.cdisc.org/sites/default/files/2024-04/CDISC%20EU%202024%20ARS%2020240419.pdf
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