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Meet the Speaker

Venu Mallarapu

Title: VP, Global Strategy & Operations
Organization: eClinical Solutions

Venu Mallarapu is a digital innovation leader with over two decades of experience in business and
IT advisory, strategic consulting, relationship, and delivery management. As eClinical Solutions’
Vice President of Global Strategy and Operations, he is responsible for strategic development to
meet global demand for the company’s platform and service offerings. He is driving adoption,
market expansion and innovation of the elluminate® Clinical Data Cloud and eClinical Clinical
Data Services. Venu is a subject matter expert in Clinical, Regulatory, Quality and Safety &
Pharmacovigilance functions, and has delivered Strategy & Transformation Advisory Consulting to
top global Life Sciences clients. He has spoken at various Life Sciences and Tech industry events
and is a recognized thought leader in R&D.
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Novel therapies and digital clinical research -
brings in new challenges...

O Fragmented, Diverse & duplicate compute environments

d Increase in secondary use of data

O Changing work culture demands simplification, standardization, and collaboration
Q Innovative new tools and Increased use of open-source languages

A Manual processes for versioning, documentation, and workflows are suboptimal and

inefficient

A High-performance computing needs continue to grow

d Cumbersome work management, status tracking, and governance
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... essential elements of all modern SCEs

INnclude...

DIVE]!

Ability to support GxP and Non- Regulatory
GxP environments to cater to Compliance

R&D value chain

Support languages like ] Diverse y
anguage an
Sas, R, Python etc. and Tool support

ability to integrate with
tools like R-Studio,

Jupyter and other tools

Simplified, modern user

interface to deliver Usability Environment
contemporary experience b Setup
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: ;// Scalable

Infrastructure

Cloud-based, scalable

infrastructure to meet current
and future needs

Data repository that is
Unified Data part of a data fabric to
ReagesLen / host diverse data sets,
formats from multiple
data sources (current
and future)

Spinoff a new environment with
appropriate controls, access,
workflows and governance, on-
demand




.. and will have these foundational technolog-
components...
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.1t I1s critical that the following factors are -
considered for the success of a modern SCE

Version Control Business Process
Re-engineering

Language & Tool
Diversity

Vision, Strategy &
Governance

Automation driven by
Standards Seamless Workflows to
drive efficiency

Data Security &
Access Control
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Yes, we have come a long way Iin our journey!

Tale[\VileIVE] On-prem Commercial
Programs environments Solutions

Macros / Private /
Packages Virtual-private
cloud
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..yet, you have an option to still build it by...

. .
Maintenance ‘ Adoption ‘ Build
Innovation I

B °

. Strategy

Vision
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.. Or you can implement a commmercial platfo,_
which would need similar approach except...

. . B .
L Adoption ‘ Implementation

Contribute to
Platform
vision

Architecture

Platform

Selection
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.. While It Is a matter of choice, here is my
recommendation for your consideration...

Build

Technical expertise

Incubation
timelines

Overall budgets
Risk of failure
Capital expenditure

Tech & Functional
Debt

Organizational
priorities

Core competency is
drug development
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Core business
Market validated
Shared risk
OpEX

Lower Tech &
Functional debt

Part to play in the
platform roadmap

Focus energy on
change
mManagement,
migrations etc.

Strongly consider existing
platforms

Look for End-to-End
capabilities

Unified Platform / Data Fabric
approach

Plan for migration

What is good for “You”

Difference in approach based
on emerging, medium or
large

Right partner with right vision,
strategy and market
credentials



O Novel therapies, increase in DCTs and other modern approaches to clinical research
are Increasing the demands to streamline data pipelines and computing needs

..In conclusion

O It is critical that a modern, unified, user-friendly data fabric and statistical compute
environment is required

O You can either build your own or you could buy a commercial solution and
Implement

0 My recommendation is to buy ; You can focus on your core competencies to find new
therapies and bring treatments to market faster
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Thank Youl!

@eClinical_Sol
www.linkedin.com/company/eclinical-solutions/
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