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Documenting the design of a safe product that meets user
needs and requirements fuels the performance and success of

your entire project.
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years of industry podcast + look to us for the blog & podcast
experience listeners latest in MedTech in the industry

TRUSTED BY LEADING MEDTECH COMPANIES GLOBALLY
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510(k) clearances ISO 13485

& CE marked:devices certifications “Best QMS | have ever used...”
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“User-friendly EDC and esponsive support team”
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SOFTWARE “This is the easiest eQMS | have used in the 20
years | have been in the Medical Device Industry.”

iy e “The whole experience of using Greenlight Guru
H A QMs Clinical is accessible and user-friendly”
MedTech companies clinical trials
worldwide in all device
classes and types

“Makes your QMS Simple and Effective”




Audits are a

° Audit readiness is the top quality/regulatory metric
key metric for

Q Which quality/regulatory metrics are most important

to company leadership?

measuring
success

Audit readiness




Where things
can go wrong

say they are “very confident” they can demonstrate necessary
traceability if a government agency or other notified body
showed up for an unannounced audit.
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Many companies are still stuck using
general-purpose tools

Audit management

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




Conducts Audits With Ease

Plan, collaborate and conduct audits to (oo o o
stay audit-ready

- Centralize Your Source of Truth
Risk Management SOP (SOP-01) Audit
This Risk Management SOP needs to be reviewed to assure alignment with ISO 14971.

-+ Eliminate Inefficiencies With Automated . e o
P ro Cess es Aug 21,2023 Marcus Mueller Marcus Mueller Janice Jones

Date of Event Reported On Priority Reported To
Mar 10, 2023 Mar 20, 2023 Urgent AC85

=+ Proactively Manage Your Internal Audit
Schedule saca s

=+ Ensure Full Traceability and Auditability of
Your QMS
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See itin action
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