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ArisGlobal is a

leading provider of
SaaS solutions for the
life sciences industry
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GCP inspection
failures increasing

More pressure on
Clinical Operations




— Commercial Sponsors

Percentage of inspections
with at least 1 critical finding

2009 2010 2011 2012 2013 2014 2015 2016 2017 2018 2019

Recording, Keeping Essential Documents

Essential Docume“ts are the #1 Data Integrity Control Processes

source of major findings

Quality System (Including SOPs and document
control)

0% 5% 10% 15%

m Quality System (Including SOPs and document control)
m Data Integrity Control Processes
m Recording, Keeping Essential Documents




Current eTMF
systems are failing

Their proprietary or archaic
file sharing limits quality,
timeliness, completeness.
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LifeSphere eTMF value

v Streamline Inspections
v Future-proof compliance

v’ Save time and effort

ArisGlobal
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LifeSphere Unified
Clinical Platform
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eTMF Exchange Mechanism Standard

LifeSphere LifeSphere
eTMF CTMS

REST API
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Real-time

file sharing

LifeSphere
eTMF
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LifeSphere eTMF data exchange

Exports eTMF
artifacts from
folder structure
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LifeSphere eTMF data exchange

Adds XML
Exchange File
to enable
transfer
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LifeSphere eTMF data exchange

A
Validates
transfer with @
Exchange XSD
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LifeSphere eTMF data exchange

eTMF artifacts
imported in
real time
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How real-time
eTMF improves
collaboration.




* No added burden
on sites




Sponsors with full outsourcing
gain oversight and control

v' Be audit-ready as System of Record
v Invite CROs into eTMF
v Retain control

v' Get full transparency
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Sponsors with outsourced
and in-house resources

v' Manage docs in real time
v Feed insights to data team

v' Ensure systems interoperate
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CROs with broad
service portfolio

v’ Different Sponsors, different doc types
v' Control Sponsor access

v Easily exchange data with Sponsor
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Key LifeSphere
eTMF Features

v" Fast, Easy TMF Planning

<

Inspection-Ready TMF Viewer

v Global Search for Increased
Productivity

v Flexible and Easily Configured

<

Enterprise-Grade Security

v Streamline Cross-Functional
Collaboration

v' Complete Compliance

v Unified eTMF and CTMS Platform
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Home Documents Datalibrary Binders Administration Codelist

{2 > Binders > eTMF Planner
Demo Study 01

D View Mil: View

D... DOCUMENT NAME*
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5 Operational Oversight
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=

9 Investigators Meeting Material
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Investigators Meeting Material
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Delete Search
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¥ 2
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Yes
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No
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No

No
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SITE
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No
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Home

{&) > Home > Study and M
eTMF Feature

Key LifeSpher e

Planned Document Status

Searct

BINDER NAME *

0

COUNT OF PLANNED DO.. COUNT OF ACTUAL DO.

PROGRESS

Milestone Completion

PROGRESS
17.65 %Complete
e

L6

1.75 %Complete
'

I
0 %Complete
0 %Complete

0 %Complete

0 %Complete

sComplete
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Empowering R&D teams to
deliver breakthroughs Faster.

LifeSpheres Platform

Powered by Nava

LifeSphere
Clinical

CTMS
eTMF
= EDC

eCOA

LifeSphere

Regulatory

= RIMS
= Publishing
= IDMP

LifeSphere

Safety

Intake & Triage
= MultiVigilance
Signal & Risk
Management

= LitPro

EV Triage

LifeSphere
Medical Affairs

= Medical Information
= Product Complaints

= Reporter

LifeSphere

Quality

Innovative functionality across
product complaints and quality
management. Arriving 2021.

LifeSpheres EasyDocs

Unified document and data management in the cloud.




The LifeSphere Platform Tenets

Real-World Built with Simple Easy Unified
Automation the Industry to Use to Integrate Platform
Advanced, production- Built with leading Intuitive user Easily integrates Enabling the flow of
ready automation life sciences interface, easy into existing IT documents and data

organizations access landscapes




Global

Biopharmaceutical

LifeSphere Has Strong
Adoption Across Key
Industry Segments
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Contract

Research
Organizations
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