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RATIONALE BEHIND POST-MARKET SURVEILLANCE

To capture
unanticipated events

not previously known
or understood
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TRADITIONAL CLINICAL DATA SOURCES
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PROS AND CONS
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LIMITATIONS TO IMPROVE SURVEILLANCE
ON EXISTING PLATFORMS

" Enrollment " People move roughly
cadence 11-12 times in a lifetime

= Development of next generation devices = Costly and burdensome
before understanding to all stakeholders
lessons from current generation

= Study fatigue with
extended follow up
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People Powered / Secure Data Streaming Technology

Individual authorizes
data sharing with Hugo

Clinical Records

~

Data Flow:

Data normalized — reduced
redundancy, improved integrity,

i . \ ready for analysis

‘ § Data harmonized — digital

—hi deduplication, automated term/
ontology mapping, multi-site
integration
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Individual authorizes
data streaming with
researchers

Data viewable by individual

Data accessible to
researchers through
dashboards, local
applications, and
integrations with
research databases
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HUGO - A PEOPLE POWERED DATA PARTNERSHIP

Collect.

Perfect.
~ Now let's find your
health records to import.
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Electronic Data Collection
Methods

Your profile fits the study parameters.

Share Health Records
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About This Study

Please indicate the level of stress
you are experiencing today.
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Extreme Stress
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MOVING INTO THE FUTURE

Clinician

NEST

National Evaluation System
for health Technology

Health
Systems

Medtronic



EP PASSION

Extant
Implant & Registry/EHR Annual
Periprocedural Follow-Up
DE]

Annual
Follow-Up

Medtronic



THE
FUTUREIS | -
HERE,

BUT... =

b3y 5L
/78953
19153¢

Medtronic



