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Agenda

e Housekeeping & Introductions
e Background on Risk Solutions
e Risk Management Demo

e Risk Intelligence Video

e What’s Next

e Attendee Poll and Q&A
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Biggest Challenges with Risk

Top challenges companies face when managing risk for their devices:

Lack of clear ownership for risk throughout product life cycle
30%

Insufficient design & development information to assess product risk
27%

Visibility and traceability of the risk management files
22%

Keeping up with ISO 14971 regulatory changes
19%

Lack of post-market feedback
16%

Overuse or over-reliance on FMEAs and other tools
12%
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Risk & Spreadsheets

@ General purpose tools Tools for [blank] @ Tools designed for the @ Unsure
(e.g. paper, Excel, Word) in general medical device industry

Quality management
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Design controls

Risk management
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Continuous product development
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The Problem
with Risk in

MedTech

Teams need better software
and better data that help
them assess & document

risk with traceability across

the device lifecycle.



Introducing...
Risk Solutions

A New Era of Risk
Management for
MedTech.
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Risk Management = better software

Risk Intelligence = better data



Risk Management

Risk Management aligns with ISO 14971:2019 and provides intuitive, collaborative
workflows for creating risk matrices and documenting risk while providing complete
traceability throughout the entire device life cycle.

New, standalone workspace

In-line editing

IMDRF codes for Harms and Hazards
Po, P1/P2 probability modes

& more

Let’s see a demo =»
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Risk Intelligence

Coming Soon! Our in-house data science team is working on a new technology
that will transform the way you approach risk by enabling you with insights.

What is it? Al coupled with advanced statistical modeling provide you with risk
data for your device in seconds

What data will it provide? Hazards, harms, probabilities of occurrence - with
confidence intervals for devices based on product codes and device keywords
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https://greenlight.wistia.com/medias/bg8m65td97

What’s Next?

Risk Management is slated for June 21 release
Additional information sessions to come on Risk Solutions
Share your feedback / reactions with us

Contact your Partner Account Manager to discuss these solutions
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Resources For You

of key features in new Risk Management
about Risk Management

- Implementing Risk Throughout the Entire
Product Lifecycle

More to come in Help Center and GGA as we approach the release
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https://app.teamwalnut.com/player/?demoId=c6125129-157a-48f3-ad0d-ed963d178695&showGuide=true&showGuidesToolbar=true&showHotspots=true&source=app
https://greenlightguru.seismic.com/Link/Content/DCpHXgTqWJTghGfMDQMFF34HMC3j
https://www.greenlight.guru/webinar/implementing-risk-product-lifecycle?utm_medium=email&_hsmi=258721963&_hsenc=p2ANqtz-_9UPEx9DSVWgO-SlmuaVAb74lLgdXEhSyigGGMoN7svTIZA5udMX-ar6tRtz6pfJJUW7-YxePbyjnO5f-2LDL8IUX_5Usey-Rp3xB8vnj2m7FmQpQ&utm_content=258391124&utm_source=hs_email

Poll & Q/A
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