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CDISC 360 PoC
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Pawered by l. Microsoft

Disease Area

~ Endocrine

Therapeutic Area
+ Diabetes - Type 2

Standards Focus
~ Study Endpoint

Study Endpoint

~' Analysis of Glycated
Hemoglobin

Standard Analyses

~ Mean Change from Baseline
in HbAlc (%) Over Time

Selection Summary
Endocrine

Diabetes - Type 2

Study Endpoint

Analysis of Glycated Hemoglobin

Mean Change from Baseline in
HbAle (%) Over Time

Reference:

Study Endpoint

Analysis of Glycated
Hemoglobin

Analysis of the continuous clinical
endpoint of HbA1c. Example: a Phase III,
parallel-group study designed ta
determine efficacy of Drug A for patients
with Type |l diabetes. The primary
endpoint defined as the change in HbAlc
from baseline.

View details

CDISC 360: The Art of the Possible

Selection Summary

Analysis

Mean Change from
Baseline in HbA1c
(%) Over Time

[t
1

=
I
I

Provides a visual display of the
information in the "HbA1C Longitudinal
Repeated Measures Analysis” table,
Includes additional weeks beyond those in
that table. The mean changes shown are
based on adjusted changes from baseline
fram the repeated measures model.

View details

View analysis results metadata

Analysis Datasets

ADSL

Analysis Data Subject Level

View analysis dataset metadata
View sample analysis data

View analysis dataset structure

ADHBATC

DBS5 - Structured Dataset

View analysis dataset metadata
View sample analysis data

View analysis dataset structure

Save Selection

‘CDISC 360 - The Journey so Far and the Road Ahead’, Peter Van Reusel, 28" April 2020
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Analysis Result Concept

- Mean change from baseline in glycosylated
| Table 4.2.1 MetaData | hasDEC ———3»[Analysis | —hascD—[EEE]-- -'“aSVD-“*‘ hemoglobin over Time Key
Output hasDEC—»| DisplaylD hasCD—blhasVD—-p
Analysis Concept
hasDEC——{ID|— hasCD - [FekE]—hasvD -»
hasCompadnent »|Display hasDEC—— PopulationDataset hasCD—w[Eext]- ----hasVD-—
hasDEC—| Population_Filter hasCD—p[WhereClauselD | —hasvD—p[HBAIC. Analysis.2 &
hasDEC —| DisplayName] hasCD—p[iExk——hasvD—p[Table 4.2.1
play [Table 4.2.1]
WhereClause|—hasDEC—{ 1D |—hasCD—p[IB}—hasvD —p[HEALIC. Analysis.2.WC] [Conceptual Domain]
nosDEC — »{BIEpaVID]——hascD—— B ——asvo > FEBEA]
v
hasDEC— {10 —hasCD—»{ID]

hasDEC——pResultDescription |-hasCD—p[EEREl- hasvD —p{Treatment difference results (LSMean, confidence interval, p-vaide) |
FiasDEC ————#{Reason —hasCD—p- [ANALYSISIREASON (CXXXXK) | —hasvD —»-[SPECIFIED IN SAP

hasDEC———[ Purpose | —hasCD—p[ANALYSIS PURPOSE (CHGGO0 | — hasvD—p[PRIMARY OUTCOME MEASURE
hasDEC———— g nataset|—hasCO-p[fERE—hasvD-»[ADHBAIC
hasDEC ———————p[WhereClauselD |—hasCD—p{Eext]— hasvD —w[HEALC Analysis.2.WC

hasDEC »{Varaiable |—hasCD—#[fEXE|— hasvD —»[ADHBAIC.CHG
»{Acrossvar|—hasCD-p[Eext]—hasVD - [ADHBALC. AVISIT |

hasbEC »{ ProgrammingCodeContext | —hasCD - [EREl—hasvD -»-[SAS Vesion 9.2
PROC MIXED DATA = ADHBALC;

WHERE [TTFL = *Y” and PARAMCD = "HBALC” and CHG ne . and ANLOLFL = "¥* and DTYPE = " *
CLASS TRTP AVISIT;

hasDEC »{ProgrammingCode |—hasCD—p-{EXE|—hasvD— MODEL CHG = TRTP BASE AVISIT BASE*AVISIT AVISIT*TRTP / DDFM=KR;

LSMEANS TRTP / CL DIFF; REPEATED usubjid / subject = USUBJID TYPE=UN;

g

o0
CdISC Reference: ‘CDISC 360 - The Joumney so Far and the Road Ahead’, Peter Van Reusel, 28" April 2020
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CDISC ARM v1 Metadata

Result

ResultOID
Description
Reason

Purpose

Dataset
WhereClause
AnalysisVariable
Documentation
ProgrammingCode

cdisc

ek

study - CDISC 360 B
Table 14.1.1.1
Demographic characteristics (Safety Population)
METFORMIN HUMAN INSULIN
Characteristics (N=XX) (N=XX)
Age (years)
n XX XX
Mean XX.X XX.X
SD XX.XX XX .XX
Min XX XX
Q25 XX.X XX.X
Median XX.X XX.X
Q75 XXX XX.X
Max XX XX
Age Group - n (%)
15 - <30 years XX ( ¥X.X) ¥ ( XX.X)
30 - <45 years XX ( XX.X) WX XHX.X)
>=45 years HE ( ®¥X.X) W ( X¥X.¥)
Gender - n (%)
Male XX ( XX.X) XX ( XX.X)
Female HE ( XX.X) ¥ ( XX.K)

Max = Maximum. Min = Minimum.
subjects included in analysis.

Datasets used - adsl

N = Number of subjects in treatment group.
SD = Standard deviation.

Executed by <Username> on DDMONYYYY:HH:MM

n = Number of

—

Display

DisplayOID
Name

Title
Document



. CDISC ARM v1 Metadata Extensions

OUtpUt (Study, Analysis, Group, Filename/Type, Style)

{ % A

. [ study - CDIsC 360 \

E Table 14.1.1.1 —

OO Demographic characteristics (Safety Populaticn)

°. o Characteristics EE&F:;‘RJ:G)IN ngl:lgis)ULIN — D IS pl ay

= Result oy e . . Parent

ke Version o Version

e DisplayPattern o wi o Grouping:

. 75 ) )
- AnalysisVar N T T - WhereClause
- ByVar Age Crosp - R 9 o o - AnalysisVar
- < ears KX XXX HE XX.X
CodeReference 30 - <45 ;ears XX ( XX.X) XX ( XX.¥) - ByVar
>=45 years HE ( ®¥X.X) W ( X¥X.¥) Tem |a_te
Gender - n (%) . p
Male XX ( XX.X) XX ( XH.X) Title 1..N
Female AKX KH.X) XX ( XX.¥) RowL abelHeader
Header 1..N
e e T TR 3G gt I Sesement smowp n = b of Footer1..N
o0 Datasets used - adsl
Cdlsc Executed by <Username> on DDMONYYYY:HH:MM _




“." CDISC 360 Enriched TFL Metadata (ARM*)

Based on CDISC ARM v1

Added OUTPUT & STYLE

Extended DISPLAY and RESULT

+ Parent

* Version
« Grouping and ByVar
 CodeReference

Use-cases for production TFL automation

cdisc



CDISC 360 Enriched TFL Metadata (ARM**): Sample

Study - CDIsC 360 g
1 Table 14.1.1.1
| Demographic characteristics (Safety Population) |\

METPORMIN HUMEN INSULIN \
Characteristics (N=XX) (N=XX) \
e == — - 1 \
1 Age (years) |
| n hoid XX |
: Mean XXX KX |
| sD XX XX XK KK :
1 Min XX XX \
: 025 XXX KH.X 1 \
| Median XXX XEX : \
1 Q75 ¥R XE.X o\
: Max XX bod : \
I~ “Age Growp = n (5] !
! 15 - <30 years XK (AKX X XX.X)
1
| 30 - <45 years | S XK (XK. XK XX.X)
| >=45 years I S xx) XK ( XH.X)
________ ~o
Gender - n (%) \\
Male WK D~ ¥ XK.X)
~
Female XE ( XX.X) N KX [ XX.X)
~
~
~
~
~

Max = Maximum. Min = Minimum.
subjects included in analysis.
Datasets used - adsl

Executed by <Username> on DDMONYYYY:HH:MM

5D = Standard deviation.

|S'h.|dy A lysi Group Order | DisplaylD |D'splay\lersio|| Fil Type StylelD
CDISC CDISC 360 Safety 1 T14111_SAF_DEMOG 1 tdemog_saf rtf table_rtf
CDISC CDISC360  [Safety 2 T14131_SAF_AE2TIER |1 tae_soc_pt_saf rtf table_rtf
CDISC CDISC360  |Efficacy 3 T1421_EFF 1 tmace_edpt fas rif table_rtf
» | Output 'Jisplay Result ~ WhereClause  Style - @ «
DisplaylD DisplayName |DisplayTitle Title1 Title2 Title3
\
< Demographic characteristics |Study - CDISC Demographic characteristics (Safety
T14111_SAF_DEMOG Table 14.1.1.1  |(SAF) 360 Table 14.1.1.1 |Population)

» ‘ Outpull Display ’esult ‘ WhereClause ‘ Style ‘ TFL Metadata Tables | TFL Metadata Variables [¥G) 4

A

~
N = Number of subjects in treatment group. n = anher\og\
I~

cdisc

. ResultDisplayOID AnalysisResultOID Version |ResultDescription DisplayPattern
T14111_SAF_DEMOG T14111_01_SAF_DEMOG 1|n XXX

\ T14111_SAF_DEMOG T14111_01_SAF_DEMOG 1/Mean XX.X
T14111_SAF_DEMOG T14111_01_SAF_DEMOG 1/SD XX.XX
T14111_SAF_DEMOG T14111_01_SAF_DEMOG 1|Min XX
T14111_SAF_DEMOG T14111_01_SAF_DEMOG 1/Q25 XX.X
T14111_SAF_DEMOG T14111_01_SAF_DEMOG 1|Median XXX

WhereClauseOID Dataset |Variable |Comparator|Value
T14111_02_SAF_DEMOG_01 ADSL AGEGR1 |EQ 15<= to <30 years
T14111_02_SAF_DEMOG_02 ADSL AGEGR1 EQ 30<= to <45 years
T14111_02_SAF_DEMOG_03 ADSL AGEGR1 EQ >=45 years
T14111_03_SAF_DEMOG_01 ADSL SEX EQ M

T14111 03 SAF DEMOG N2

A D g i EO) E
3 ‘ Output ‘ Display | Result IWhereClausel Style ‘ TFL Metadata Tables ‘ TFL Me

» Output  Displa Result hereClause || Style BRIERYEELEICRENE TFL Metadata Variables [ 4
~ Outp play i3l




TFL Automation Engine — Proof of Concept Design




" CDISC 360 — TFL Automation Engine PoC Design

CDISC 360

T Enriched

The S Metadata Program and

(ARM™) Define.xml* FIDLET
Select TFL Layout

B Jemplate) Customize TFL Generate Output

A\ 4

Layout & Metadata
Study

Level ADaM Review data

Validate and Deliver
Data

* ARM to be combined with ADaM Define
cdisc 5



Speaker: Prasanna

TFL Automation Engine— Live Demo!
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Machine-readable TFL Metadata

 ARM + additional TFL Metadata (ARM**)

o Use case tested with enriched metadata

WS1 & Biomedical Concepts
o Can be consumed by any tool WS2 Analysis Concepts
Analysis Rgsults Concepts
o Review performedby CDISC ARMteam Foundational Standards
* TFL Automation Engine PoC WS4 » cdisc s
LI BRARY
o Demonstrated execution of TFL & generation of
Define.xml+ ARM
o Organization can build an automation engine their VYA?SG&

own way

« TFL Designer
o Will help build TFL Shells and ADaM Specs

cdisc 5
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