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Nynne Storm joined Novo Nordisk A/S in 2018 and has worked as a
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Currently focusing on pooling of data for submission. She has a PhD from
the Technical University of Denmark within the field of Geomagnetism.
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Integrated database for submission

Safety update database

Exploratory database
* Etc.
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Integrated database for submission

Safety update database

Exploratory database
* Etc.

Time consuming and tedious
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Introduction
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Y gt CST document - containing metadata about ADaM datasets and their variables, including CDISC ADaM IG
g information.
: '.'5.‘.
' D _—-—-
ADAE Adverse Events Analysis Occurence Data Structure
ADSL Subject-Level Analysis Dataset Subject Level Analysis

Dataset
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Introduction

CST document - containing metadata about ADaM datasets and their variables, including CDISC ADaM IG
information.

I KPS S 75 T e

ADAE USUBJID Unigue Subject Identifier ~ Req Predecessor AE.USUBJID

ADAE APERIOD Period Perm Derived XXX
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Challenges

CST Study 0001

Study 0001
X -
MCD = BMI where ABLFL=Y

ADVS‘AVAL!365‘25 for PARAI

Predecessor

Body Mass Index at Baseline Perm
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Challenges
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!' CST Study 0003 I.

CST Study 0002
: MCD = BMI where ABLFL=Y

ADVS‘AVAL!365‘25 for PARAI

Study 0001

Body Mass Index at Baseline Perm predecessor

g
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MODIFY: A
ABLFL= v

ADVS.AVAL* 100 for PARAMCD
= BMI where ABLFL=Y

3 Study 0003

Predecessor

Body Mass Index at Baseline Perm
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Challenges

35323 For PARAMCD = BM] whang ADLFL= ¥
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Ambitions
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Ambitions
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Overview Early start-up
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Ambitions

Only focuseson
variables thatare
B i differently derived
S 5 between studies
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Overview
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Early start-up stud
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Ambitions

it @y ® ﬁ
i 22 @) O
P
RS Overview Early start-up Add/remove Exce ption
¥ e study
- — ®
.'E.. i
trial origindescription algorithm
ADSL-BMIBL
1 0001 ~ blank ADVS.AVAL*100 for PARAMCD = BMI where ABLFL=Y
2 0002 _ blank ADVS.AVAL*100 for PARAMCD = BMI where ABLFIL=Y

Only focuseson

. 3 0003 blank ADVS.AVAL / 100 for PARAMCD = BMI where ABLFL.=Y
variables thatare — —

differently derived

£ _ Showing I to 3 of 3 entries
8 vroese® between studies
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Ambitions

Add/remove

Overview Early start-up Exception
study
trial origindescription algorithm

ADSL-BMIBL

1 0001 _ blank ADVS AVAL*100 for PARAMCD = BMI where ABLFL=Y
20 . : 2 0002 _ blank ADVS.AVAL*100 for PARAMCD = BMI where ABLFL=Y
o til-9 Gl (e 3 0003 blank ADVS.AVAL / 100 for PARAMCD = BMI where ABLFL=Y
i ke variables thatare — —
S o differently derived ] ]
i . between studies Showing 1 to 3 of 3 entries
® ©
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Ambitions

EH "Qj @@ /N

Add/remove

Overview Early start-up Exception
study
Only focuseson Keeps track of
variables thatare decisions takenon
differently derived each variable

between studies
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Ambitions

—

Overview

Only focuseson
variables thatare
differently derived

between studies

& 6 A
Add/remove

Early start-up tud
study

Exception

table_column_id E origindescription E algorithm |Z| comment

ADSL-BMIBL _ blank__ FIX ME _ blank__

Keeps track of
decisions takenon
each variable

CDISC 2023 Europe Interchange | #CDISCEU #Clear DataClearImpact

21



Ambitions
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Add/remove

Overview Early start-up Exception
study

: table_column_id Eorigindescriptic—n a m Ecomment
e ADSL-BMIBL _ blank__ FIX ME _ blank__
o
gt Only focuseson Keeps track of
5301128 variables thatare decisions takenon
o differently derived each variable
LS 5 between studies
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Ambitions

—

Overview

Only focuseson
variables thatare
differently derived

between studies

& 6 A
Add/remove

Early start-up tud
study

Exception

table column_id E origindescri ptioE algorithm Iz‘ comment

All studies:
ADSL-BMIBL ~ blank ADSL.BMIBL ~ blank

Keeps track of
decisions takenon
each variable
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Ambitions

s 3 Reflects currentstate
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Ambitions
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Overview Early start-up stud
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Alertsuserswhen
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Ambitions

—

Overview

Reflects currentstate
of study CST
m etadata

%Cj @@ /N

Add/remove

Early start-up Exception
study
trial table column variable old_value new_value reviewed
. ADVS AJAL * 10§ for
I 0001 ADSL BMIBL algorithm 22‘;’1’?5‘1‘;"‘?“1‘“]) PARAMQ— where N
where ABLEL ABLFL=Y
2 0001 ADSL  BMIBL origindescription none N
Alertsuserswhen
stud y CSTchan ges 3 0002 ADSL  BMIBL origindescription none N

CDISC 2023 Europe Interchange | #CDISCEU #Clear DataClearImpact

27



Ambitions
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Overview

Reflects currentstate
of study CST
m etadata

O_Q‘j @@ /N

Add/remove

Early start-up Exception
study
trial table column variable old_value new_value reviewed
. . ADVS.AVAL * 100 for
I 0001 ADSL BMIBL algorithm AL iy RAMED - ARAMCD = BMI where N
Where ABLEL ABLFL-Y

2 ) oool ADSL  BMIBL origindescription none N
Alertsuserswhen
stud y CSTchan ges 3 | oo02 ADSL  BMIBL origindescription none N

CDISC 2023 Europe Interchange | #CDISCEU #Clear DataClearImpact

28



Ambitions
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Overview

Reflects currentstate
of study CST
m etadata

cdisc

o) 6 A
Add/remove
study

Early start-up

Exception

trial table column variable old_value new_value

reviewed

ADVS.AVAL * 100 for

ADVS. AVAL*100 for PARAMCD PARAMCD = BMI where

I 0001 ADSL  BMIBL algorithm Z BMI where ABLFL= Y

ABLFL=Y
2 0001 ADSL  BMIBL origindescription none
Alertsuserswhen
stud y CSTchan ges 3 0002 ADSL  BMIBL origindescription none
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Ambitions
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gHaEtIAg Overview Early start-up Add/remove Exception
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New studies can
easily be added
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Ambitions

= o

Overview

Add/remove

Early start-up tud
study

New studies can
easily be added

AN\

Exception
trial instance  stack
"boo1 current Y
'O ooz csr_er Y
"booz current Y
"booa current N
‘ooos current M

—

table label class

ADAE Adverse Events Analysis OCCURREMNCE DATA STRUCTURE
ADSL Subject-Level Analysis Dataset SUBJECT LEVEL AMALYSIS DATASET

lt_ﬂﬂm t_ 0002 t_0003 t_0004 t_0005 l
Y Y ¥ N (auto-gelN [auto-generated)
Y

Y Y N (auto-gelMN {auto—generated}
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Ambitions

FEH ) o /N

Overview Early start-up Add/remove

Exception
study
o
trial instance | stack
"boo1 current Y
'0002 csr_er Y
"booz current Y
"booa current N
‘ooos current M
Studies to be
: New studies can included can be
o easily be added toggledon/off when
B it 5 ever needed
.-
g e table label class t_0001 t 0002 £ 0003  t.0004 _ t 0005
o e - ADAE Adverse Events Analysis OCCURRENCE DATA STRUCTURE ¥ ¥ Y M (auto-gel N (auto-ggnerated)
ADSL Subject-Level Analysis Dataset SUBJECT LEVEL AMALYSIS DATASET ¥ ¥ N M (auto-gel M (auto-ggnerated)
I
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Ambitions
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Brocserie Overview Early start-up Add/remove Exception
N study

Specific exceptionin
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Ambitions

i 1)) @ &
| HH @) O
L
TR Overview Early start-up Add/remove Exception
¥ e study
;;' ...... ®
table column id ~ origindescriptio ~ algorithm ~ |comment ~ | exceptions v |stacked_or_pooled |~ ||
All studies:
L ADSL-BMIBL __blank__ ADSL.BMIBL __blank__ {DOD3}{ADSL.BMIBL”‘lOD*lOD}j stacked

Specific exceptionin
description fora
study

All studies: ADSL.BMIBL.
Exceptions study 0003:
ADSL.BMIBL*100*100
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All studies: ADSL.BMIBL. All studies: ADSL.BMIBL.
AU A He | e e Exceptions study 0003:
exceptlons
ADSL.BMIBL*100*100
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Output

CST Study 0001 m CST Study 0003 O

CST Study 0002

—

CST pool
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Output

Define-XML version: 2.0.0

» Supplemental Documents Stylesheet version: 2018-11-21
» Datasets
> Méthods Standard ADaM-IG 1.2

Study Name NN1234-POOL

Study Description The efficacy and safety of the test drug to investigate ...

Protocol Name NN1234-POOL

« CST file with the descriptions e

L]
: for the pooled database S
. Dataset Description Class Structure Purpose  Keys Documentation  Location
o . . ADSL | Subject-Level Analysis Dataset | SUBJECT LEVEL ANALYSIS DATASET | One record per subject | Analysis | USUBJID adslant @
i input for define.xml T
viesa .
& ADSL (Subject-Level Analysis Dataset) - SUBJECT LEVEL ANALYSIS DATASET Location: adsl.xpt @
bel / Descriptio b gt —— or ISO Fo
D
USUBJID | Unique Subject Identifier | text 40 Predecessor: DM.USUBJID
STUDYID | Study Tdentifier text 40 Predecessor: DM.STUDYID
BMIBL | Body Mass Index at Baseline | float 51 Derived
Al studies: ADSL.BMIBL. Exception study 0003: ADSL.BMIBL100%100

Go to the tog of the Define-XML document

Origin / Source / Method / Comment

Predecessor: DM.USUBIID

Predecessor: DM.STUDYID

Derived
:’.D ' All studies: ADSL.BMIBL. Exception study 0003: ADSL.BMIBL*100*100

| SRR (T
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- Stacked study data — ready for
oo data wrangling for final ADaM
pool

[ 2 L
Cd Isc CDISC 2023 Europe Interchange | #CDISCEU #Clear DataClearImpact 40



Future

« Compare variables that are the nE
same, but are named differently in
the studies

Comparison

[

oo

« Compare studies across projects

Across
projects

» “Smart” comparison of description
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Learnings

» Only doable due to standardization
(CDISC & Novo Nordisk)

« Work iteratively

 Starting early > starting later
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