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Presentation Goal

= Provide candid and valuable perspective
of experiences and lessons learned on
implementing a Quality Management
System to meet recognized standards,
and




L earning Objectives N

= Getting Started
= The People

= The Vision

=~ The

= VIO

By the End of this Presentatipm;
attendees will have rdthat”

= Implementing QMS using ISO 15189 is about
changing your Laboratory’s Life Style




Getting Started

= OMG ! What now?

= Why this, on top of everything else?

= Start with Learning, Training and Patience
= What is a Quality Management System?

= Mandated accreditation

=« License to operate, funding
= WWW.gmpls.org

= Gui
= ASS




ThePeople

= Need a credible Champion

= Need a committed QM supported by Leaders

= Gain knowledge of QMS and advocate for QMS

= Understand meaning of ISO 15189 standards
Person

TheVision

= Strategy session should include The Vision
= Building the compelling reason is not easy
= Helpful if QMS is mandated

= Even better if ISO 15189 is the requirement




The Plan -

= Communicate The Vision

= Build understanding — changing culture

= High Level Plan — What do we need to do?
=~ Where is the best starting point?

Moving Forward

= You can only do what you can do!

= Having said that, don’t stop moving

= Assign responsibilities — the ‘to do list’
= SUppo [ [




High Level Plan

= High-level milestones:

Quality Manual

= Provides the QMS “road map” through policy
statements

= Explains what is included in the QMS and
where to find the proof

= Refer
and p




Arewe doneyer? N

= Process Mapping
¢ Involve staff
* Validate

= Procedures
= Correcti
= Proces

M al ntenance

=« Explaining, teaching, reminding, perseverance
= Staff review and sign-off

= Implementing new or changed processes
* Monitor and document

-~ Develo




Assessment and | mprovement

= Improved processes that had been deferred
= Notice of Self-Assessment

= Few ‘majors’, lots of minors

= Built a plan to correct

Enthusi [
Staff ce

Advantages beyon

= Lab staff better understand process improvement
= Lab staff are more engaged with their customer

= Lab staff are more confident in their ability to
talk about what they do and why




