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Provider of the leading global regulated digital health
platform for biopharma and medtech.

Spun out of Flex with venture backing 100 years of combined experience in HQ in Siicon Valley with corporate

from top healthcare and technology digital health within biopharma & presence in NJ, UK, Switzerland and
iInvestors medtech Copenhagen
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Customers include global biopharma

and medtecn
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Qur Vision & Mission.
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Vision

To transform patient outcomes
globally by bringing the power of
digital technology to healthcare

[

Mission

To accelerate regulated digital health
innovation for our biopharma and
medtech customers through our
scalable medical-grade platform
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Blopharma & medtech companies can reap rewards
today by leveraging the power of digital.

> Enhance clinical frials.

McKinsey estimates that big data can
help generate $100 billion in value
across the US healthcare system by
accelerating clinical trials and
optimizing R&D activities.'
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> Improve adherence.

Improving adherence not only saves
lives, it's a revenue windfall for pharma
companies. Just a 10% adherence
improvement could generate an extra
$124 billion in annual revenues.?
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> Putting real-world
data to work.

There is escalating pressure
surrounding pricing fransparency
and reimbursement for therapies
costing upwards of $100K. Real-world
data can demonstrate improved
outcomes and adherence.
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Prior to Brightinsight, biopharma and medtech had no
alternative but to build their own underlying platform.

&

Expensive to
build.

It can cost up to $20M
to build and
$10M/year to

maintain
a custom bespoke
platform that barely
meets requirements
for one product and
one country.

i

Challenging to
maintain & scale.

It can take up to 2+ years
to build and 10+ engineers
to build a custom, bespoke

siloed platform that does

not integrate into the
broader digital health
ecosystem.

Complex
regulatory,
privacy & security
compliance.

Building a robust Quality
Management System is
resource-intensive with the
added complexity of
evolving privacy, security
and quality regulations

(<1>)

Not a competitive
advantage.

It is not a competitive
advantage for biopharma and
medtech companies to build
the underlying infrastructure.
You should focus your team on
specific digital health IP that is
core to your business and
partner for everything else to
drive speed to market.
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But, building and maintaining a regulated digital health
platform is resource intensive and increases risk.

Robustness of software Quality Management System

Unclear regulatory pathways

Data security breach concerns with evolving privacy legisiation

Rapidly evolving public cloud

Tedious and complex ongoing maintenance & support

FUTURE PROOFING RISK
GO TO MARKET RISK
DATA BREACH AND FINE RISK
PATIENT SAFETY RISK

SCALING RISK
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Brightinsight is the leading
regulated digital health platform
for biopharma and medtech.
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The Brightinsight Platform takes the hard work out of building,
scaling and maintaining regulated digital health offerings.
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: Connectivity Data management Analytics & insights .
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| Brightinsight offers connectivity Brightinsight can aggregate data from Clinical, operation and patient |
: and management for regulated multiple sources and can integrate with EHRs engagement dashboards provide !
" apps, algorithms, devices or and other IT systems valuable insights in real-time :
I
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d Privacy ) ) Security ) ) Regulatory ) Quality Management System is ISO 13485:20146 Certified
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Five factors make Brightinsight an obvious and easy choice.




Our robust QMS can support the highest level of risk for
INfended use of data.

ONCE YOU CROSS THIS LINE
Y OU WILL LIKELY NEED TO MO VE | >
YOUR UNDERLYING | e
INFRASTRUCTURE FROM MDDS | L L L
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Class Il Software as
(( )) Simple alerts for a Medical Device
patients, such as, avto-titrates your
Connected combination “It appears you're dosage
- product with simple using your device
nofifications, such as, incorrectly, please
- “we see you didn't take reach out to your
your medication” doctor to discuss”

Simple Companion App
that displays device usage

MDDS SOLUTIONS
BRIGHTINSIGHT, A REGULATED DIGITAL HEALTH PLATFORM
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Our pre-built functionality accelerates fime to market.

APls Customer Starter Modular and Electronic Health
dashboards software assets scalable platform Record (EHR)
architecture integration
),
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With our unwavering commitment to security and privacy,
youU Ccan minimize your risk.

CERTIFICATIONS

ISO 13485:2016
Certified Quality

Management System

Q&

HITRUST CSF® v9.1
Certification

«

HITRUST Certification of
the NIST Cybersecurity
Framework

Q&
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Software development HDS (Hébergeur de
lifecycle process Données de Santé)
conforms to ISO/IEC French certification for
62304 data privacy & security

Certified under both the
EU-U.S. & Swiss-U.S. Privacy
Shield frameworks

ISO/IEC 27001:2013
certified

Y
GDPR compliant @ HIPAA compliant
G
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Our managed service model means less stress and ensures
global regulatory compliance.

Global regulatory | Cloud change | Global privacy Platform
compliance control & security Performance
ISO 13485:2016 - One-of-a-kind change moni’l-oring Platform performance
ISO/IEC 62304 control process with i . monitoring
Master File with the FDA Google Cloud to ensure D:é“ '?C““é“i'm policy Level Il and Ill support
EC Certification allowing us N Ee 210in?e?12?1c:e fp?{; :;?r:righﬂmight

to run SaMD modules on
the Brightinsight Platform
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Our strategic partnership with Google Cloud is highly

differentiated.

Compliant cloud
change control

Our partnership with Google Cloud
allows Brightinsight to offer a highly
differentiated solution in the market
with the first and only compliant
cloud change control

Defense-in-depth
security by design

The only public cloud provider that
offers defense in depth security for
data at rest and in transit by default

Industry leading focus
on life sciences

Given the highly regulated nature of
the industry, Google Cloud has
developed industry specific tools
that are integrated into Brightinsight
such as the Healthcare API
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Brightlnsight can support a myriad of use cases across

therapeutic areas.

Example Use Cases

Dose Management Connected
Algorithms Insulin Pens
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Dose Connected
Calculators Inhalers
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Connected
Eye Droppers

O

Implantable Neuromodulation
Pain Relieving Device

i

Connected
Thermometers

Connected
Alarms
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