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You will walk away knowing...

v How to overcome data silos and reduce the risk of communication gaps and common errors that
increase costs, and delays during product development

v How to build and manage your items and multi-level bills of materials (BOMs) while you design
your medical devices

v 3 proven strategies for streamlining engineering change and building traceability throughout the
entire device lifecycle.

v How to leverage the capabilities of Medical Device Product Management to drive continuous,
collaborative product development within your QMS




PRODUCT DEVELOPMENT V. PRODUCT MANAGEMENT
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Product Development Product Mianagement

The creation and ideation processes The continuous upkeep of your products

Mostly pre-market Post-market and growing product lines

Example: While you are documenting your Design Control components, you will need
to build out your BOM’s. ltems and components need to be organized into different
product families that best suit your company needs - by location, process, product

type, you name it.
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WE SURVEYED 500+ MEDICAL DEVICE PROFESSIONALS
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of employees in development roles believe that innovation
in the medical device field is driven by investing in the
o right solutions and resources that support design and

development.

Medical device companies need to be able to build, evolve, and innovate
upon their products without the worry of siloed and disconnected data.




INDUSTRY CHALLENGES AROUND PRODUCT
MANAGEMENT
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OLD WAY
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Lack of visibility, control, structure, linking
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OLD WAY
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THE NEW WAY
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INTRODUCING GREENLIGHT GURU PRODUCTS
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Build, control, and manage your product information




INTRODUCING GREENLIGHT GURU PRODUCTS
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GREENLIGHT GURU PRODUCTS

Build and manage your items and multi-level bills of
materials (BOMs) while you design your medical
devices

Ensure everyone has access to latest product design
Meet quality compliance requirements

Leverage full traceability and easily link product data
to other records and actions

Focus on innovation, not paperwork

Item Test 1

Item Test 2

Sub-item 1

Sub-item 2

Sub-component 1

Sub-item 3

Item Test 3

Sub-item 4

QUANTITY

STATUS

DRAFT

® ACTIVE

® ACTIVE

® ACTIVE

® ACTIVE

® ACTIVE

® ACTIVE

® ACTIVE
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“The fact that we can create product families and use item types
across products and into product families is very useful.

Greenlight Guru Products will allow us to keep track of our device
components with traceability.

Having the ability to build out a BOM connected with Greenlight Guru

versus trying to manage it outside the system or in a word
document/excel sheet is wonderful.”

- Adam Cargill, Director of QA/RA/CA at MediView




3 WAYS TO MANAGE YOUR PRODUCT
INFORMATION WITH FULL TRACEABILITY

© Copyright 2020 by Greenlight Guru
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. Enhance your product development activities

25




Critical device information living across multiple sources
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ENHANCE

PRODUCT DEVELOPMENT

Define your product
families

Build and manage your items

design

Efficiently collaborate

and multi-level BOMs while you across your teams
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. Streamline engineering change management
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Designs change and evolve over time
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STREAMLINE

ENGINEERING CHANGE

Details BOM Where Used Review Activity History

Electronic engineering o o o o
C h a n g e p ro Cess Draft Routing Approved Completed

Reviewer Reason Status

Track revisions, conduct
reviews, route, and approve
Ch a nges a Parallel Track

o gl\e\e/ifrutler Approval of Circuit board (ITM-63) Rev. 1 v/ Approved

Kevin Kidd o

- Approval of Circuit board (ITM-63) Rev. 1 v/ Approved
Ensure everyone has access

Radhiks Pandlya Approval of Circuit board (ITM-63) Rev.1 ./ Approved

to Iatest p rOd u Ct d eS i g n Product Development Manager




Connect Product Development & Quality activities to support
full lifecycle traceability
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Lack of traceability leads to expensive mistakes
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CONNECT

PRODUCT INFORMATION

Link product families, products,
and items to...

« Product development projects
« Records and documentation
o Other aspects of your QMS
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Link Anything

Kitting Instructions (Large First Aid Kit Instructions) (...

Record - Routed

g
Draft Technical File
Kitting Instructions Ver. O (Large First Aid Kit Instruc...
Record - Routed

&

Draft Technical File




LET’S TAKE A LOOK
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MANAGE YOUR PRODUCT INFORMATION WITH FULL
TRACEABILITY

. Enhance your product development activities

. Streamline engineering change management

Create a connected ecosystem for your product development
and quality activities
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HOW TO BETTER MANAGE YOUR PRODUCT
INFORMATION TODAY
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3 THINGS YOU CAN DO TODAY:

Establish ways to foster team alignment on injecting
quality from the beginning

- R

. Invest in purpose-built tools to help you remove data
silos and reduce risk of disconnected information
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QUESTIONS?






