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Disclaimer

Support of this presentation was provided by
AbbVie. AbbVie participated in the review and approval

of the content. All authors are employees of AbbVie
Inc. and may own AbbVie stock.
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Introduction

The sponsors are trying to bring efficiency to their data review and submission
process

Traditionally, the review is managed in CDM organizations, and submission is
managed by Stat Programming & Biostatistics Organizations

These organizations Silos have created siloed systems for review and submission

L‘ o However, modern systems are very well interconnected and have created a
P 1 G seamless synergy between two capabilities
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Modern Data Demands New Architecture for Review
and Submission

sensors, and patches used to acquire active and passive clinical data in addition to

@ The data acquisition landscape is also changing to tools such as wearables, apps,
ww fraditional EDC, IRT & ePRO data

The competent authorities around the world are expecting Risk Based approach to
clinical data review and management

/ The senior executives are constantly looking to optimize the timelines from DB lock
to the submission

These factors necessitate a next-generation data architecture to balance data
review and submission needs
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Abbvie Legacy Data Review Approach

Stage 1.
EDC Edit Checks

The site is responsible for
data collection for each
patient throughout the trial.

The methods to collect
information can be:

= eCRF forms

= Labreports

Obb\/le Next Generation Data Architecture - CDR

Stage 2:
CDR Checks
It automates the process of
clinical data standardization
and generation of domain
data sets for regulatory

submission and FDA
approval.

In addition, it allows for
traceability of information.

3/29/2023

Stage 3:
Dashboard Checks

The CDR team manually
reviews the SDTM data
and eCRF forms.

Any suspicious data

entries are queried back
to the site.
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Abbvie Legacy Architecture
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Source Systems

EDC

ePRO

PK/PD

IVRS

LAB

PV

’-------------
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Data Aggregation and Storage
Some representative examples of business level data

Discrepancy Lock/

Reconciliation
Management Unlock

Unblinding Reference

Drugs Data

Integrated Data Warehouse

Data Factory Implementation

Data Data Data
Sourcing Profiling Mapping

Data Linkage
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Medical Writing &
Analysis and Reporting Publishing

Content&
Document
Management

Statistical
Computing
Environment

Data Mart/

Reporting/
Bl Publishing

Environment

Reporting/ Dashboards

Predictive Analytics

Table, Listing,
Figures

XML Generation

Archiving

@

SDTM Conversion

PDF Generation
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Abbvie Modern Architecture
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Medical Writing &
Analysis and Reporting Publishing

——,

Source Systems

Data Aggregation and Storage

\
|
i : Some representative examples of business level data
I EDC
i ! Reconciliation - o
| | t Unlock Statistical Content&
| I S M Computing Document
PRO Unblindin ;
| |
I I
| PK/PD | Data Mart/
I I BI Publishing
I VRS I Environment
I | Reporting/ Dashboards
I I
: LAB : Integrated Data Warehouse Predictive Analytics
I I Table, Listing ,
1 PV i Digital ML Staging & Figures
i I Workbench
i I XML Generation Archiving
| !
| 1 Data Factory Implementation
I 1 Data Data Data
i i Sourcing Profiling Mapping
| BSOS 1 i M ithm PDF Generation
| | Data Linkage Deployment
\ I
\ L8 B N N N | _l
obbvie _ _ ] Clinical Data Strategy
Next Generation Data Architecture - CDR Capabilities 3/29/2023 8 |-| & Operatlons



Abbvie’s Transformation Journey

g 2 ~»

15 Months 3 Months

4-6 Months Not Started

Due Diligence

Implementation Study Roll Out

* Operating Model
Definition
Stakeholder
alignment
Change

» Core Production
Implementation

* Use Case
Definition

* Market
Landscape

* RFI/RFP &
Vendor Selection

* Integrations — 10
upstream and 5
downstream

+ Pilot studies management &

training

& Operations
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Concluding Thoughts

Review & Submission modernization is a long and tireless journey. It
may take around three years to complete your full vision

Agile approach should be deployed MVPs should be quickly
deployed to realize quick business value

o
>

Stakeholder alignment and change management should be of the
utmost priority because of complex ecosystems

Role of modern technology and a vendor partner is very important
because that will inform the success of this journey

o).
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