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What if | told you...

Study - CDISC 360 Page x of y
Table 14.3.1.1
Overall Summary of Treatment-Emergent Adverse Events
safety Population
Xanomeline Xanomeline
Placebo Low Dose High Dose
Categories, n (%) (N=XX) (N=XX) (N=XX)
Number of subjects with at least one event
TEAE XX ( XX.X) XX ( XX.X) XX ( XX.X)
Related TEAE 5o, gl §5'0 95°q} b5 i 0 41 XK (@ XXX
Serious TEAE > ol 0. 250} XX XX %) XX ¢ XXXy
Related Serious TEAE XX ( XX.X) XX ( XX.X) XX ( XX.
TEAE Leading to Death b o Q{65 0 4% 4] XX ( XX.X) XX ( XX.X)
Related TEAE Leading to Death > o P o & o ] XX { XX.X) XX ¢ 2x:
TEAE Leading to Dose Modification [a] XX ( XX.X) XX ( XX.X) XX ( XX.
TEAE Leading to Treatment Discontinuation XX ( XX.X) XX ( XX.X) XX ( XX.

Study - CDISC 360

Summary of TEAE by Systen

ble 14.3.1.1

Organ Class and

Safety Population

Pre

Page x of v

Fisher's Exact

Placebo Xanomeline Xanomeline p-values [b]
s Low Dose High Dose Placebo Placebo
[system organ Class (N=XX) (N=XX) (N=XX) vs. vs.
Preferred Term [a], n (%) Low Dose High Dose
Number of subjects with at least one event XX ( XX.X) XX ( XX.X) XX ( XX.X) X.XXX XXX
<S0C 1> XX ( XX.X) XX ( XX.X) XX ( XX.X) X.XXX X. XXX
<Preferred Term 1> XX ( XX.X) XX ( XX.X) XX ( XX.X) X.XXX X.XXX
XX ( XX.X) XX ( XX.X) XX ( XX.X) X.XXX X.XXX
<Preferred Term n> XX ( XX.X) XX ( XX.X) XX ( XX.X) X.XXX X.XXX
<S0C 2> XX ( XX.X) XX ( XX.X) XX ( XX.X) X.XXX X.XXX
<Preferred Tem 1> XX ( XK.X) XX ( XX.X) XX (XXX X.XXX XXX
XX ( XX.X) XX ( XX.X) XX ( XX.X) X.XXX X.XXX
<Preferred Term n> XX ( XX.X) XX ( XX.X) XX ( XX.X) X.XXX X.XXX

Study - CDISC 360

Table 14.3.3.1a
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Summary of Observed and Change from Baseline by Scheduled Visits - Vital Signs
safety Pop
Xanomeline Xanomeline
Placebo Low Dose High Dose
(N=XX) (N=XX) (N=XX)

Parameter (Units) Change from Change from Change from
visit Observea Baseline Observed Baseline Observed Baseline
<Parameter 1>
(<unit>)
Baseline

n XX XX XX

Mean (SD! XX.X (XX.XX) XX.X (XX.XX) XX.X (XX.XX)

Median XX.X XX.X XX.X

Q1, Q3 XX.X, XX.X XX.X, XX.X XX.X, XX.X

Min, Max K5 XX XX, XX xx
<isit n>

n xx xx xx xx xx xx

Mean (SD! XX.X (XX.XX) XX.X (XX.XX) XX.X (XX.XX) XX.X (XX.XX) XX.X (XX.XX) XX.X (XX.XX)

Median XX.X XXX XXX XXX XXX XX.X

Q1, Q3 XX.X, XX.X XX.X, XX.X XX.X, XX.X XX.X, XX.X XX.X, XX.X XX.X, XX.X

Min, Max XX, XX XX, XX XX, XX XX, XX XX, XX XX, XX

<Parameter n>
(<unit>)

Study - CDISC 360

Table 14.3.3.1b

each result
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Summary of Observed and Change from Baseline by Scheduled Visits - Vital Signs <Vertical Layout>

safety Population

Xanomeline Xanomeline
Parameter (Units) Placebo Low Dose High Dose
Visit (N=XX) (N=XX) (N=XX)

Mean (SD)

Median
o1, 03

Min, Max

Mean (SD)
Median

01, 03

Min, Max

Mean (SD)
Median
01, 03
Min, Max

<Parameter n> (<unit>)

XX.X (XX.XX)

X
XX.X, XX.X
XX, XX

XXX

XX.X, XX.X
XX, XX

XXX (XX.XX)
XXX

XX.X, X
XX, XX

Study - CDISC 360

ble 14.1.1

Summary of Demcgraphics
Safety Population

Xanomeline Xanomeline
Placebo Low Dose High Dose p-value [1]
Characteristics (N=XX) (N=XX) (N=XX)
Age (years)
n XX XX XX X.XXXX
Mean (SD) XX.X (XX.XX) XX.X (XX.XX) XX.X (XX.XX)
Median XX.X XX.X XX.X
Q1, @3 XX.X, XX.X XX.X, XX.X XX.X, XX.X
Min, Max XX, XX XX, XX XX, XX
Age Group, n (%)
< 65 years XX ( XX.X) XX ( XX.X) XX ( XX.X) X.XXXX
> 65 years XX ( XX.X) XX ( XX.X) XX ( XX.X)
Gender, n (%)
Male XX ( XX.X) XX ( XX.X) XX ( XX.X) X.XXXX
Female XX ( XX.X) XX ( XX.X) XX ( XX.X)
Ethnicity, n (%)
Hispanic or Latino XX ( XX.X) XX ( XX.X) XX ( XX.X) X.XXXX
Not Hispanic or Latino XX ( XX.X) XX ( XX.X) XX ( XX.X)
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Study - CDISC 360
Table 14.3.1.1
Overall Summary of Treatment-Emergent Adverse Events
safety Population

Page x of y

each result

Xanomeline Xanomeline
Placebo Low Dose High Dose
Categories, n (%) (N=XX) (N=XX) (N=XX)
Number of subjects with at least one event
TEAE XX ( XX.X) XX ( XX.X)
Related TEAE 5 oY 50 ¢ b0 clll @ o' 45 9]
Serious TEAE o 0k 0.9 XX ( XX.X)
Related Serious TEAE XX ( XX.X) XX ( XX.X)
TEAE Leading to Death XX ( XX.X) XX ( XX.X)
Related TEAE Leading to Death XX ( XX.X) XX ( XX.X)
TEAE Leading to Dose Modification [a] XX ( XX.X) XX ( XX.X)
TEAE Leading to Treatment Discontinuation XX ( XX.X) XX ( XX.X)

Fisher's Exact

or all outputs in a study

Placebo Xanomeline Xanomeline p-values [b]
sy Low Dose High Dose Placebo Placebo
[system organ Class (N=XX) (N=) vs. vs.
Preferred Term [a], n (%) Low Dose High Dose
Nurber of subjects with at least one event XX ( XX.X) XX ( XX.X) XX (XX.X) X.XXX
<S0C 1> XX ( XX.X) XX ( XX.X) XX ( XX.X) X.XXX
<Preferred Term 1> XX ( XX.X) XX ( XX.X) XX ( XX.X) X.XXX
XX ( XX.X) XX ( XX.X) XX ( XX.X) X.XXX
<Preferred Term n> XX ( XX.X) XX ( XX.X) XK ( XK.X) X.XXX Page x of y Study - CDISC 360 Page x of
<soc 2> XX ( XX.X) XX ( XX.X) XX (XXX X.XXX Table 14.3.3.1b
<Preferzed Tem 1> X (XX X (20X e frp— erved and Change from Baseline by Scheduled Visits - Vital Signs <Vertical Layo
Safety Population
XX ( XX.X) XX ( XX.X) XX ( XX.X) X.XXX
<Preferred Tem n> XX ( XX.X) XX (XX.X) XX (XXX X.XXX Xanomeline Xanomeline
Parameter (Units) Placebo Low Dose High Dose Xanomeline Xanomeline
ey e Visit (N=XX) (N=XX) (N=XX) Placebo Low Dose High Dose p-value [1]
) S Characteristics =XX) (N=XX) (N=XX)
Observed and Change fro s - Vital Signs (<unit>)
safety Pop: ine Age (years)
Xanomeline Xanomeline " n XX XX XX X.XXXX
et e < fean (50 Mean (SD) XX.X (XX.XX) XX.X (XX.XX) XX.X (XX.XX)
Median XX.X XX.X XX.X
Parameter (Units) Change from Change from Change from
visit Observed Baseline Observed Baseline Observed Baseline Q1, Q3 XX.X, XX.X XX.X, XX.X XX.X, XX.X
g Min, Max XX, XX XX, XX XX, XX
(<unit>)
Baseline
n Age Group, n (%)
:eﬂ" AP < 65 years XX ( XX.X) XX ( XX.X) XX ( XX.X) X.XXXX
edian
01, Q3 > 65 years XX ( XX.X) XX ( XX.X) XX ( XX.X)
Min, Max
Gender, n (%)
- - - - Male XX ( XX.X) XX ( XX.X) XX ( XX.X) X.XXXX
XXX (XX.XX)  XX.X (XX.XX)  XX.X (XX.XX) XX.X (XX.XX) N Female XX ([ XX.X) XX ( XX.X) XX ( XX.X)
XX.X XX.X N
Q1, Q3 XX.X, XX.X lean (SD) 3
Min, Max XX, XX Ethnicity, n (%)
Hispanic or Latino XX ( XX.X) XX ( XX.X) XX ( XX.X) X.XXXX
<Parameter n>
(<anits) Not Hispanic or Latino XX ( XX.X) XX ( XX.X) XX ( XX.X)

(<unit>)
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each result
i for all outputs in a study

ReferenceDocuments
Categorizations ‘ : b I I t d
ListOfPlannedAnalyses an e Ca Cu a e EEn
ListOfPlannedQutputs
GlobalDisplaySections
Qutputs

Displays . -
OutputProgrammingCode o th I k
QutputCodeParameters WI One c Ic
QutputDocumentRefs

DataSubsets 1 I t d t
* referencing only metadata
AnalysisGroupings

Analyses

AnalysisProgrammingCode
AnalysisCodeParameters

AnalysisDocumentRefs

AnalysisMethods

AnalysisMethodCodeTemplate v

OK Cancel
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each result
for all outputs in a study

Can be calculated...

« with one click
* referencing only metadata
ANALYSIS RESULTS * using open-source technology

STANDARD gy .
Now, It's possible!
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Hackathon project

Reporting Event

SAP / Mock-up Standard TFL Prospective!

shells Templates

Analysis Results

Analyses of

(CSR, DSUR, IB,

etc.)

CSR Publishing

RTF/PDF/HTML

Metadata
Design & Specify (Technical SpeCS)

Interest

ADaM Specs &
Programming

Machine-readable! JSON, Excel, YAMIL, etc.

Machine-readable! Specs Ingestion

JSON,SAS,R,YAMIL,
etc.

Outputs / Displays

Automation Engine

Data Visualization

Data (ARD)

Analysis Results {

ADaM

Results along with

Metadata Automation Engine SAS / R/ Python
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Hackathon project

Example Study H cdisc-org / sdtm-adam-pilot-project ' Public
Objective: Calculate all results (formatted) required for the safety outputs

ble

Study - CDISC 36 age X of y
Xanomeline Xanomeline
Placebo Low Dose High Dose p-value [1]
Characteristics (N=XX) (N=XX) (N=XX)
Age (years)
n XX XX XX X.XXXX
Mean (SD) XX.X (XX.XX) XX.X (XX.XX) XX.X (XX.XX)
Median XX.X XX.X XX.X
Q1, @3 XX.X, XX.X XX.X, XX.X XX.X, XX.X
Min, Max XX, XX XX, XX XX, XX
Age Group, n (%)
< 65 years XX ( XX.X) XX ( XX.X) XX ( XX.X) X.XXXX
2 65 years XX ( XX.X) XX ( XX.X) XX ( XX.X)
Gender, n (%)
Male XX [ XX.X) XX ( XX.X) XX ( XX.X) X.XXXX
Female XX ( XX.X) XX ( XX.X) XX ( XX.X)

Ethnicity, n (%)
Hispanic or Latino XX (| XX.X) XX ( XX.X) XX ( XX.X) X.XXXX
Not Hispanic or Latino XX ( XX.X) XX ( XX.X) XX ( XX.X)
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Example StUdy H cdisc-org / sdtm-adam-pilot-project ' Public
Objective: Calculate all results (formatted) required for the safety outputs

2. Summary of Treatment-Emergent Adverse Events

Study - CDISC 360 Page x of y
Table 14.3.1.1
Overall Summary of Treatment-Emergent Adverse Events
Safety Population

Xanomeline Xanomeline
Placebo Low Dose High Dose

Categories, n (%) (N=XX) (N=XX) (N=XX)

Number of subjects with at least one event

TEAE XX ( XX.X) XX ( XX.X) XX ( XX.X)
Related TEAE XX ( XX.X) XX ( XX.X) XX ( XX.X)
Serious TEAE XX ( XX.X) XX ( XX.X) XX ( XX.X)
Related Serious TEAE XX ( XX.X) XX ( XX.X) XX ( XX.X)
TEAE Leading to Death XX ( XX.X) XX ( XX.X) XX ( XX.X)
Related TEAE Leading to Death K| X)) XX ( XX.X) XX ( XX.X)
TEAE Leading to Dose Modification [a] X | AEER X)) X XXX) XX b XXXy
TEAE Leading to Treatment Discontinuation XX ( XX.X) A (. XX b XXy



Hackathon project

Example StUdy H cdisc-org / sdtm-adam-pilot-project ' Public
Objective: Calculate all results (formatted) required for the safety outputs

3. Summary of TEAE by System Organ Class and Preferred Term

Study - CDISC 360 Page x of vy
Table 14.3.1.1
Summary of TEAE by System Organ Class and Preferred Term
Safety Population

Fisher's Exact

Xanomeline Xanomeline p-values [b]
Placebo .
(N=XX) Low Dose High Dose Placebo Placebo
lSystem Organ Class (N=XX) (N=XX) vs. vs.
Preferred Term [a], n (%) Low Dose High Dose
Number of subjects with at least one event XX ( XX.X) XX ( XX.X) XX ( XX.X) X.XXX X. XXX
<S0C 1> XX ( XX.X) XX ( XX.X) XX ( XX.X) X.XXX X. XXX
<Preferred Term 1> XX ( XX.X) XX ( XX.X) XX ( XX.X) X.XXX X. XXX
XX ( XX.X) XX ( XX.X) XX ( XX.X) X.XXX X. XXX
<Preferred Term n> XX ( XX.X) XX ( XX.X) XX ( XX.X) X.XXX X. XXX
<S0C 2> XX ( XX.X) XX ( XX.X) XX ( XX.X) X.XXX X. XXX
<Preferred Term 1> XX ( XX.X) XX ( XX.X) XX ( XX.X) X.XXX X. XXX
XX ( XX.X) XX ( XX.X) XX ( XX.X) X.XXX X. XXX
<Preferred Term n> XX ( XX.X) XX ( XX.X) XX ( XX.X) X.XXX X. XXX
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Example StUdy A cdisc-org / sdtm-adam-pilot-project ' Public
Objective: Calculate all results (formatted) required for the safety outputs

4. Summary of Observed and Change from Baseline by Scheduled Visits — Vital Signs

Page x of y

Study - 360 Page x
Table 14.3.3.
Summary of Observed and Change from Baseline - Vital Signs i Visits - Vital Signs
Safety Population
Xanomeline Xanomeline Xanomeline Xanomeline
Placebo Low Dose High Dose Parameter (Units) Placebo Low Dose High Dose
(N=XX) (N=XX) (N=XX) Visit (N=XX) (N=XX) (N=XX)

Parameter (Units) Change from Change from Change from
Visit Observed Baseline Observed Baseline Observed Baseline
<Parameter 1>
(<unit>)
Baseline

n XX XX XX

Mean (SD) XX.X (XX.XX) XX.X (XX.XX) XX.X (XX.XX)

Median XX.X XX.X XX.X

01, Q3 XX.X, XX.X XX.X, XX.X XX.X, XX.X

Min, Max XX, XX XX, XX XX, XX

n XX XX XX XX XX

Mean (SD) XX.X (XX.XX) XX.X (XX.XX) XX.X (XX.XX) XX.X (XX.XX) XX.X (XX.XX)

Median XX.X XX.X XX.X XX.X XX.X

Q1, Q3 XX.X, XX.X XX.X, XX.X XX.X, XX.X XX.X, XX.X

Min, Max XX, XX XX, XX XX, XX XX, XX

<Parameter n>
(<unit>)
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Study ARS /
documents D O3 Results S :

X This may be a sequence of data stores
ud that are defined to support a reporting
| ks )
Implemented Ia B e SDTM datasets (or equivalent) as of
¥ L meok
. 50 b i staction o ok srecion
o dinabas ock. The s SOTH Gatases

m such that
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" might

—
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Documents -> Model

Study ARS
documents D

Outputs /

A B 1 c | D E
(level name order analysisld outputid
1 Summary of Demographics 1 Outl4-1-1
1 Overall Summary of Treatment-Emergent Adverse Events 2 Outl4-3-1-1
1 Summary of TEAE by System Organ Class and Preferred Term 3 Outl4-3-2-1
1 Summary of Observed and Change from Baseline by Scheduled Visits - Vital Signs (Horizon? 4 Outl4-3-3-1a
1 Summary of Observed and Change from Baseline by Scheduled Visits - Vital Signs (Vertical’ 5 Outl4-3-3-1b




Documents -> Model

|

11

level

documents Model Display
| - 11 - | -
name order analysisid
1 Summary of Demographics 1
2 Summary of Subjects by Treatment 1 An01_05_SAF_Summ_ByTrt
2 Age 2
3 Summary by Treatment 1 An03_01_Age_Summ_ByTrt
3 Comparison by Treatment 2 An03_01_Age_Comp_ByTrt
2 Age Group 3
3  Summary of Subjects by Treatment 1 An03_02_AgeGrp_Summ_ByTrt
3 Comparison of Subjects by Treatment 2 An03_02_AgeGrp_Comp_ByTrt
2 Sex =
3 Summary of Subjects by Treatment 1 An03_03_Sex_Summ_ByTrt
3 Comparison of Subjects by Treatment 2 An03_03_Sex_Comp_ByTrt
2 Ethnicity 5
3 Summary of Subjects by Treatment 1 An03_04_Ethnic_Summ_ByTrt
3 Comparison of Subjects by Treatment 2 An03_04_Ethnic_Comp_ByTrt
2 Race 6
3 Summary of Subjects by Treatment 1 An03_05_Race_Summ_ByTrt
3 Comparison of Subjects by Treatment 2 An03_05_Race_Comp_ByTrt
2 Height 7
3 Summary by Treatment 1 An03_06_Height_Summ_ByTrt
3  Comparison by Treatment 2 An03_06_Height_Comp_ByTrt

outputid
Outl4-1-1
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A -

level

Results

Study ARS
documents Model

‘ Activate ?

name sid
1 Summary of Demographics Activate:
1 Overall Summary of Treatment-Emerge -
1 Summary of TEAE by System Organ Clas:
1 Summary of Observed and Change from
1 Summary of Observed and Change from

ReportingEvent A
ReferenceDocuments

Categorizations

ListOfPlannedAnalyses
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GlobalDisplaySections
Qutputs

Displays
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QutputCodeParameters
QutputDocumentRefs
DataSubsets

AnalysisSets

AnalésisGrouiinis

AnalysisProgrammingCode
AnalysisCodeParameters

AnalysisDocumentRefs

AnalysisMethods v

QK Cancel
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analysisid
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3
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1 An03_03_Sex_Summ_ByTrt
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5

1 An03_04_Ethnic_Summ_ByTrt
2 An03_04_Ethnic_Comp_ByTrt
6

1 An03_05_Race_Summ_ByTrt
2 An03_05_Race_Comp_ByTrt

7

1 An03_06_Height_Summ_ByTrt
2 An03_06_Height_Comp_ByTrt

E
outputid
Outl4-1-1
Outl4-3-1-1
Outl4-3-2-1
Outl4-3-3-1a
Outl4-3-3-1b

outputid
Outl4-1-1
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Outputs /
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outputid
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Outl4-3-3-1b

analysisid outputid
1 Outi4-1-1
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2
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2 An03_06_Height_Comp_ByTrt
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level
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Mtho2_Contvar_Summ_ByGrp

Mitho2_Contvar_Summ_8yGrp

Minoz_Contver Summ_8yGro
Minoz_Contver Summ_8yGro
Mith02_Contiar_Summ_EyGre
Mith02_Contiar_Summ_EyGro

operation
MEhO1_Catvar_Count ByGro_1_n
MEh01_Catvar_Count ByGro_1_n
MEho1_Catvar_ Count ByGro_1_n
Mtho2_Contvar_Summ_8yGrp_1.n
Mth02_Contvar_Summ_8yGrp_ 1

Mth02_Contvar_Summ_8yGrp_ 1
Mtho2_ContVar_Summ_8yGrp_2 Mean
Mth02_Contvar_Summ_ByGrp_2 Mean
Mth02_Contvar_Summ_8yGrp_2 Mean

Mth02_Contvar_Summ_8yGrp_3_SD.

output
Out1a-11
Out1a-11
Out1a-11
Out1a-11

outra-
outté-t-1
outtént-1
outiat-t
outiet-t
ouett

label

Mean
Mean

Mean

patter
N=XX)
)
N9

00t

00t
00000)

Group3

analysis
An01_05_SAF Summ_ByTrt
An01_05_SAF Summ_ByTrt
An01_05_SAF Summ_ByTrt
An03_01_Age_Summ Byt
An03_01_Age_Summ Byt
An03_01_Age_Summ Byt
An03_01_Age_Summ Byt
An03_01_Age_Summ Byt
An03_01_Age_Summ Byt
An03_01_Age_Summ Byt

ma
860000
840000
840000
a60000
840000
840000
752000
744000
757000
aso

disp
(N=s8)
(N=84)
(N=84)
%

5

&

757

Highlights:




Model -> Results

Method used:

A B (e

Study
documents

Outputs /

Results Display

id version name
CSD 1 Common Safety Displays

1
2
3

RStudio
App

Highlights:

( Performs groupings

- Subsets data

- Basic method: Nested loops through “ListOfPlannedAnalyses”,

then each Operation linked to the AnalysisMethod (linked to each Analysis)

~

- Chunk of code performing each operation appends rows after each operation to create Analysis Results dataset
- Applies correct pattern / format to result

/




Results -> Outputs / display

Study ARS Outputs /




Results -> Outputs / Display

Study ARS Outputs /

Static



Results -> Outputs / Display

Study ARS Outputs /

Static

[Interacitive}




Results -> Outputs / Display

ARS

Common Safety Displays

Select output:

Out14-1-1

Study

documents

Basic R-Shiny

Show| 100 w entries

Analysis

Age (Years)
- p-value

Age (Years)
Age (Years)
Age (Years)
Age (Years)
Age (Years)
Age (Years)
Age (Years)

Age (Years)

Characteristic

Mean

SD

Median

Q1

Q3

Min

Max

Placebo

(N=86)

86
75.2
(8.59)
76.0
69.0
82.0
52

89

Outputs /

Display

Xanomeline
High Dose

(N=84)

84
74.4
(7.89)
76.0
70.0
80.0
56

88

Xanomeline
Low Dose p-value

(N=84)

0.59340000000000004

84
75.7
(8.29)
775
71.0
82.0
51

88



Results -> Outputs / Display

ARS Outputs /

Basic R-Shiny app:

Study

documents

Shell:

Show 100 « entries

Xanomeline Xa_ﬂomeline Xanomeline Xanomeline
. Slacee T DEEE LRI LIRS p-value [1] Analysis Characteristic Placebo High Dose Low Dose p-value

Characteristics (N=XX) (N=XX) (N=XX)
Lge (vears) (N=86) (N=84) (N=84)

n XX XX XX X . XXXX

Mean (SD) XX.X (XX.XX) XX.X (XX.XX) XX.X (XX.XX) Age (Years) 0.59340000000000004

Median XX.X XX.X XX.X - p-value

Q1, 03 XX.X, XX.X XX.X, XX.X XX.X, XX.X

Min, Max XX, XX XX, XX XX, XX Age (Years) n 86 84 84
e Age (Years) Mean 75.2 74.4 75.7

< 65 years XX ( XX.X) XX ( XX.X) XX ( XX.X) X . XXXX

> 65 vears XX ( XX.X) XX ( XX.X) XX ( XX.X) Age (Years) SD (8.59) (7:89) (8.29)
Gender, n (%) Age (Years) Median 76.0 76.0 775

Male XX ( XX.X) XX ( XX.X) XX ( XX.X) X . XXXX Age (Years) Q1 69.0 70.0 71.0

Female XX ( XX.X) XX ( XX.X) XX ( XX.X)

Age (Years) Q3 820 80.0 820

Ethnicity, n (%)

Hispanic or Latino XX ( XX.X) XX ( XX.X) XX ( XX.X) X . XXXX Age (Years) Min 50 56 51

Not Hispanic or Latino XX ( XX.X) XX ( XX.X) XX ( XX.X)

Age (Years) Max 89 88 88




Results -> Outputs

Study

Shell:

documents

Display

ARS

Model

-

N

Study - CDISC 360 Page x of y
Table 14.1.1
Summary of Demographics Show 100
Safety Population
Xanomeline Xanomeline \
Placebo Low Dose High Dose p-value [1] Analysis

Characteristics (N=XX) (N=XX) (N=XX)

Age (years)

n XX XX XX X.XXXX

Mean (SD) XX.X (XX.XX) XX.X (XX.XX) XX.X (XX.XX) Age (Years)
Median XX.X XX.X XX.X - p-value
Q1, Q3 XX.X, XX.X XX.X, XX.X XX.X, XX.X

Min, Max XX, XX XX, XX XX, XX J Age (Years)

Age Group, n (%) Age (Years)
< 65 years XX (| XX.X) XX (| XX.X) XX ( XX.X) X.XXXX

Age (Years)
2 65 years XX ( XX.X) XX ( XX.X) XX ( XX.X)

Gender, n (%) Age (Years)
Male XX ( XX.X) XX ( XX.X) XX ( XX.X) X.XXXX Age (Years)
Female XX ( XX.X) XX (| XX.X) XX ( XX.X) g

Age (Years)

Ethnicity, n (%)

Hispanic or Latino XX ( XX.X) XX ( XX.X) XX ( XX.X) X.XXXX Age (Years)
Not Hispanic or Latino XX ( XX.X) XX ( XX.X) XX ( XX.X)
Age (Years)

D

Outputs /

Display

Basic R-Shiny app:

v | entries

-

Characteristic

Mean
SD
Median
Q1

Q3

Min

Max

Placebo

(N=86)

86

(8.59)
76.0
69.0
82.0
52

89

Xanomeline
High Dose

(N=84)

84
74.4
(7.89)
76.0
70.0

80.0

88

Xanomeline
Low Dose

(N=84)

84
75.7
(8.29)
775
71.0
82.0
51

88

~

p-value

0.59340000000000004




Concluding thoughts



Concluding thoughts

 Aim for automation
* Across industry

Automation

Open- * Quicker adoption
source e Easier collaboration

User * Make it a priority
SYLEUENCEN « Part of design




Next steps:

Common Safety Displays

Show| 100 « entries
Select output:

Out14-1-1 Xanomeline Xanomeline
Analysis Characteristic Placebo High Dose Low Dose p-value

(N=86) (N=84) (N=84)

Age (Years) 0.59340000000000004

- p-value

Age (Years) n 86 84 84

Age (Years) Mean 75.2 74.4 75.7

Age (Years) SD (8.59) (7.89) (8.29)

Age (Years) Median 76.0 76.0 775

Age (Years) Q1 69.0 70.0 71.0

Age (Years) Q3 82.0 80.0 82.0

Age (Years) Min 52 56 51

Age (Years) Max 89 88 88



— O malanbos / ARS R

<> Code () Issues 17 Pull requests

Github repo:

€ ARS R Pubic

generated from cdisc-org/COSAHackathonTemplate

E-mail: Malan.bosman@iconplc.com
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