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Signs of an
Outdated Medical
Device QMS




Focus on 4
Documents
Instead of Data

Most software provides some level of cloud capability.

But a digitally mature solution is built to deliver a

real-time view and analysis of your quality data via

a robust Saas platform, not just let you view your

documents online.



Outdated
Quality
Processes

Outstanding quality and compliance management
depends on in-depth knowledge of quality workflows
such as complaints, nonconformances, and CAPAs

for medical device manufacturers. Unless your QMS
provides proven, pre-validated processes — developed
around Medical Device best practices — you are not
maximizing it's potential to increase efficiency and

effectiveness.




Limited
Accessibility



} Performance
Issues

Change is inevitable, be it M&A-driven expansion or
an increase in quality data. A QMS that isn't built to
rapidly scale in terms of concurrent users or volume of

data could mean a slowdown in performance—the last

thing you need.




Lack of

Real-time
Supply Chain
Visibility

End-to-end medical device lifecycle visibility
demands real-time collaboration, so you can
maintain quality standards throughout your
extended supplier network. That can't
happen unless both your quality teams

and your suppliers can connect to the

same platform for audits, changes,

corrective actions, and more.



} Rigid, Proprietary
Technology




Unfriendly User
interface

A quality system is only useful when fully adopted.
A QMS with an unfamiliar or difficult-to-navigate

interface, unintuitive navigation, or a steep learning
e_@nali ~ users and reduce quality






