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Not just about the requirements....
It's the mindset.

There should be a company-wide commitment/leadership around Quality
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Not just about the requirements....
It's the mindset.

Quality for * external |
parties” (suppliers)

Commitment to _
Quality for Customers %

Quallty for People W|th|n
your company
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Not just about the requirements....
It’s the mindset.

D Dby

Common, standardized Processes, across the entire operation
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Not just about the requirements....
It's the mindset.

&

Fostering Traceability throughout the process....
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Not just about the requirements....
It's the mindset.

Standards Designed with an Integrated approach.
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Why Automation fits into the ISO dynamic

Quality is pervasive to the entire Need centralized, common place to
organization collaborate on Quality

Need to build a single source for

uality needs a central place to “live” et
Q y P visibility and control

This new interpretation brings ISO to a new level of focus, and also
recognizes the changes in technology and best practices for Quality
Management.

This is where automation impacts Quality.
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Some ISO Considerations
CONTEXT: LEADERSHIP: SUPPORT:

Section 4.4 : “Process-Based No one representative; establish a How do we Deliver Quality?
Quality Management Systems” focus on quality, customer and Focusing not only on the people
companywide commitment but also the infrastructure

OPERATION: PERFORMANCE: IMPROVEMENT:

The design, source, produce and Sits in its own category Broader scope

Key concept: commitment to
customer, to improvement, to
companywide involvement

monitoring of .o.perations 1l “how do you build constant

sl iraiaze bl feedback to ensure that you are
saying what you do, and doing
what you say?”
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Are we making it too hard on ourselves when tracking Compliance?

B
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m Spreadsheets

Word of Mouth

/

Rumor and Gossip
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Keep it Simple; keep it central!

B

One place to track EVERYTHING for Compliance!
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Common,
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of Compliance”
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Challenge of the “Email Chain”

Taking communication out
of your process causes

gaps!
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Notifications breaks the “Chain”

Using Email / Push notifications as a messenger keeps information in your QMS!
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Notifications breaks the “Chain”

Think of your reminders in a car...

{3

Notifications should act as a “Check” to initiate action
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We identify a Quality event
We respond to the event
We take action to improve

- /
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Centralize and Report!

T
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Centralize your data in the QMS, and organize it
for better reporting
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Culture of Continuous Improvement
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Summary
Processes

Technology

Detect  Correct  Report Improve
L/
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* location: nformation centralized, common and simple

e Communi Build a way to keep it “top of mind” and

e Enroliment: p Stakeholders in the loop, and foster a
culture of
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