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What is the ADaM Planning Tool (APT)?

APT is a component of the Janssen AUTOCODE project. APT is a web-
based application, designed to create and maintain study

level ADaM metadata from global standard metadata libraries,
therapeutic area (TA) level metadata libraries and reference studies.



Background

« In Janssen, Statistical requirements and metadata is stored in DOCX
and XLSX formats called DPS and planning sheets:

 DPS has two components, DPS part 1 and DPS part 2

» Current spreadsheet Metadata (planning sheets) has separate tabs
for:
— Dataset - ADM dataset
—Variable - Specific domain name e.g. ADAE
— Codelist — ADM codelist
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Background

» Creating metadata without APT:
— Time-consuming manual creation, updating, and reviewing of spreadsheets
— Locking issues when collaborating on spreadsheets
— Difficulty maintaining consistency across multiple spreadsheets manually
— Manual efforts required to ensure spreadsheets align with standard metadata

« Results with:
— Numerous discrepancies and flaws arise in spreadsheets
— Extensive back-and-forth communications required for updates, reviews, and
general maintenance
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Background

* To help with the challenges, the Janssen AUTOCODE project began and
APT was developed.

Without APT With APT

Manual xlIsx management Interactive tool

Metadata in several files All in one place

No Status tracking Status tracking ability
(review/validated)

3 different version (dev, review and Only one copy in the tool with status

final)

Manually copy standards In-built standards can be used

Manual email notifications for tracking Automatic notifications for tracking

llllllllllllllllllllllll



Quick Look



Application Layout

AUTOCODE

Compound

ey

L

Compound :ﬁ Drshiwoaed Compound 8 Search....

DS Helper Db

Rl

L
Links

- .-*
Global Search Boy

oL
Appkcation Links

T

AT Lingg

CREATE COMPOUND [ Sk By e | Select Columns | -
& &
Calurnn Fréezer Cahimrr Choaser Eilber

Al Drran Ry |aw Validated —‘l Sianes Modes
STATUS DE SCRIFTION N OF 5T LAST ACTIOMN BY LAST ACTION DATE CREATED DAT
Saarlares | 3 discription of compaind adrin 2000-10-29 1200836 UTC 2020-10-20 63,0105
Compound sample -,. De=cripdion sdmin 2020-10-2%9 12:08:48 UTC 2020-10-20 07 42:44

Main Boxdy
Page Lof 1 10 Compound *

R
janssen )'

PHARMACEUTICAL COMPANIES OF

fobmwon-fohmon




Breadcrumb
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Tree hierarchy
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Tree hierarchy
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Key UI component and operation
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Key Features



Key Features

« Central repository
— Global and TA standards
— All the clinical trial studies

Inbuilt standardization

Aligned with a 'Copy and Paste' design approach to efficiently reuse

similar items at various levels such as:
— Reporting effort
— Dataset, variable, codelist

Export DPS part 2 to .docx and metadata to submission ready .xlsx

Import

.
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Key Features

« Multiple ways to create metadata
— Copy from standards
— Copy from another study
— Create from scratch
— By importing

« Global search at many level such as, specific datasets,
variables, and compounds

« Dashboard to track progress during metadata development

 Integration with SCE system allows users to read and write metadata
directly from programming tools such as SAS/R
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Technical Stack and
Challenges



Technical Stack and Challenges

« HTML + CSS
» JavaScript
* React Ul library

* Python
* PostgreSQL

N
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Technical Stack and Challenges

* Challenges

— Bulk changes in APT
— System/structure changes vs. spreadsheet changes
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Demo



Demo

Creating an RE, Dataset and Variable



Outline

* Create a new Reporting Effort
— From scratch
— From a previously created RE
— Using import (P21 format)

 Create a new Dataset
— From scratch
— From a previously created dataset

« Modify a dataset

« Create a new Variable
— From scratch
— From a previously created dataset

.
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Create a new Reporting Effort

_ From a

7 . sl ®= A  previously
created RE
using a
lookup
technique

Blank Reporting Effort ADaMm-iG
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Create a new Reporting Effort

Using
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Create a new Dataset
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Create a new Dataset

From a
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Create a new Variable
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Create a new Variable
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Thank You
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