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REACT (REal time Analytics for Clinical Trials)

- REACT is...

— a user friendly data visualization tool,
designed by AstraZeneca for clinical trials

— a web application that enables you to
view and interact with clinical data

— easy-to-interpret graphical charts and
tables, which can be drilled-down to
individual patient level data

— used by all members of the study team

REACT 4¢
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« REACT is not...

— GxP validated

140 215.000 — providing derivations of
studies © g subjects endpoints — it summarises
projects the data as is



REACT Views
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REACT Views
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REACT Data

- Raw, SDTM and/or ADaM datasets can be read into REACT, on an ongoing
basis or at specified data cut points including end of study

Design Study On-Study Post Study
Study Final FSI DBL CSR
Specification  Protocol Approval
Ongoing raw, unclean data: Raw/SDTM data

REACT 4:
Clean, derived data at analysis milestones: ADaM ADaM
Dry Run Interim Analysis
Clean, derived data at end of study milestone: ADaM

Final Analysis



Data Visualisation in Early Phase Clinical Trials

 Data Visualisation tools can be particularly impactful for early phase studies

Access data Transform it Understand

regularly visually it quickly

» The early phase trials at AstraZeneca are conducted by ECD (Early Clinical
Development) organisation

« ECD are focussed on understanding emerging study data
* Make an early decision to stop study

* To advance the program

* Go/No Go decisions



ECD Statistical Programmers

» Within ECD, regular intensive analysis is performed

Interim & CSR
planned
analyses

(Vendor)

Post hoc
requests

(Internal)

visualisation
tool

(REACT)

ECD Statistical Programmers

Data Scientists

s %)




REACT Benefits ECD

REACT benefits Study Teams

* Investigate a benefit/risk profile of a treatment

» Respond to and prevent the escalation of data issues
» Support making decisions on dosing

* Monitor the safety of patients in clinical trials

REACT benefits Statistical Programmers

* Respond to ad hoc requests more quickly
* Review vendor deliverables more thoroughly
» Observe emerging data more efficiently

The purpose of this presentation is to describe the benefits realised by ECD

statistical programmers through having REACT in their analytical toolkit.




Benefits of REACT to ECD Statistical Programmers

SDTM and Supporting on-
ADaM data study activities
quality

REACT 4¢

—_—

Enhancing
milestone
deliverables

Delivering post
study analysis




SDTM and ADaM Data Quality

- SDTM and ADaM data are provided by vendor
- REACT allows programmers to get closer to this data

Example

SDTM 5 5

review rogrammers rogrammers
review map SDTMs into
annotated CRF REACT early in
and datasets study
Review REACT mapping
specifications for can be used to
consistency to assist review of
AZ standards SDTMs

Quality of SDTMs are addressed proactively and at an early

stage in the study avoiding an impact at future milestones
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Supporting On-study Activities

* On-study analysis is ad hoc, unplanned and data driven
- REACT allows programmers to continually support study teams

TFLs assessed

Patient safety ;
y programmer

crucial

Request for Number of TFLs
quarterly reports reduced to 35

to assess safety SEX((:)GT Ot tas
of subjects (80 o

TFLs) could be used

More time to program complex targeted analyses, further

deep-dives, or programmatically confirm the REACT results
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Supporting On-study Activities: Example

Haematology
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Enhancing Milestone Deliverables

- Milestone (planned) deliverables are provided by vendor
- REACT allows programmers to consistently review the deliveries

Review TFLs
and ensure REACT can be

format and used to verify
content meet the vendor TFLs

study objectives

Investigate
Programmers where numbers
review vendor in vendor TFLs
deliverables do not match

REACT visuals

Programmer reviews milestone delivery efficiently and can

perform more detailed assessments of vendor deliverables
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Enhancing Milestone Deliverables: Example
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Delivering Post-study Analysis

- Teams engaged in final data for clinical interpretation post-study
- REACT allows programmers to support post-hoc investigations

Example

S1(0[e\VAR Specialist

Planning cardiac scans REACT had data

burdensome to for 3 completed
patient and studies which

expensive to used both types
perform of cardiac scans

Assess whether

gggxgr:;tcl,oqu Ibe to cardiac safety
used without questions were
found in REACT

compromising _
the study for these studies

Some answers

Safety assessment enhanced by combination of REACT views

and programmatic outputs to design a better study for future
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Delivering Post-study Analysis: Example
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Benefits of REACT to Vendors

- ECD vendors are part of the clinical study team and able to access REACT
* Internal and external study team members are aligned

* Vendors are able to identify data and quality issues through REACT

* Vendors empowered by REACT views:

— keep up to date with data entry
— increase frequency of SDTM transfers

Through using REACT, vendors feel closer to data and study
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Future

AstraZeneca

19

Static
reporting

Continually
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technology

New
functionality
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Improve
review

New
applications



Conclusion

« REACT enhances access to data for all

Respond
to

emerging
data

- ECD statistical programmers are
embracing new technologies to:

v" improve standard deliverables
Informed

v" strengthen support to study teams deaisions

o Benefit
v evolve as data scientists the

patient
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This file is private and may contain confidential and proprietary information. If you have received this file in error, please notify us and remove
it from your system and note that you must not copy, distribute or take any action in reliance on it. Any unauthorized use or disclosure of the
contents of this file is not permitted and may be unlawful. AstraZeneca PLC, 1 Francis Crick Avenue, Cambridge Biomedical Campus,
Cambridge, CB2 0AA, UK, T: +44(0)203 749 5000, www.astrazeneca.com



