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O’ the problems we have seen...

PT failures  Systematic Errors
Revised Test Reports  Customers Leaving

Unskilled Assessors  Poorly Trained
Employees

Invalid Findings Get the Work Out the Door Regardless
Inconsistency in Assessments

NO Management Commitment
Generate Control Charts But Don’t Use Them

What’s Preventive Action? No Quality Culture

Sloppy Practices
Not adhering to SOPs  Inconsistency between ABs




What does it take to overcome
this?



Number One: Leadership

- It all begins with LEADERSHIP. We have all seen the difference between great
leadership and poor leadership.

- “If the highest person in the organization is not bought in and communicating
quality importance, nothing anyone else says in the organization will make it a
priority.

+ Leadership is not: , My way or hit the highway, if you
are not with me then you are against me, how dare you question things,
, do whatever you want | don’t care, or just meet the
minimum requirements to be accredited anything else is overkill!

- Leadership needs demonstrated by all involved reﬁardless of position! Find your
personal leadership style and use it daily. Leadership is not positional.

+ Any AB Assessor or laboratory QA Manager with passion,
Ieadershcljp abllltkl/\and a vision can change a management
team and the QMS for the better!



Number Two: Culture

* You have to work from day one at fosterint%ja culture of quality and
continuous improvement that will benefit the success of the organization.

- To do this seize any opportunity to change attitudes and behaviors when
you can. Be proactive!

- Set the tone early. At times be flexible, yet stand firm when you need to,
so as to let others in the organization know your expectations and the
direction the culture needsto go.

- Gain support and commitment throughout the organization (at times given
and at times hard won).

- As a necessary change agent, you need to develop the respect and trust of
others (only earned%

- Be a go to person in your organization!



Number Three: Communication Channels

« Create efficient and effective internal and external communication
channels. Network within and outside the organization.

- Establish open lines of communication with staff to allow working
together to meet requirements and make improvements.

- Actively seek other’s perspectives when a change or decision impacts
heavily on them.
- Allow others to come to you with their ideas, problems and concerns.



Number Four: Planning

- Strategic Planning (Mission, Values, Vision, SWOT, Goals, Measureable
Obijectives, KPIs, Budget, etc.)

- Management Review (continued suitability of the QMS)
- Annual QA Planning (tasks, dues dates, who’s responsible, resources)
- Tracking, Monitoring and Reporting

» Coordinate your Management Review and QA Planning with
the Budget Cycle

- Ensure resources are available and then utilize them
efficiently and effectively to meet your objectives.

- Have open and transparent communications on planning
efforts!



“Continuous improvement is the name of the game. It happens
incrementally over time.” Manage change.

Take a systems approach! The QMS is a group of interacting,
interrelated and interdependent elements.

They affect each other in reciprocal manners (back and forth so to
speak). When something happens in one it triggers action in another.

For example: corrective and preventive action (CAPA), Trend analysis
and CAPA, data review and corrective action, management review and
other elements, audits and continuous improvement, etc.

| have seen to many times where the elements are stand alone silos and
the QMS and organization is vulnerable.



- “Design a quality system that allows the organization to continue fine
tuning their systems, achieve systematic improvement, while designing
a system that works for them.’

» “ABs should build and maintain the kind of quality system that they expect
to see in a laboratory --- which includes effective SOPs, training, corrective
action, internal audits, and management reviews.”

- Always give maintaining compliance with the QMS a high priority!



Number Seven: Evaluate

- Audits — make them value added. They provide a big bang for the
buck. Don’t squander them. | have seen so many superficial audits by
both QA Managers and Assessors.

- Management Review — don’t allow them to be a paper exercise or
have people go down the table and “report.” A great opportunity for
all of management to contribute to improving the OIMS and the
organization. That is, evaluate data, brainstorm, multi-voting, gap
analysis, action plans.

- Performance Metrics — what are they telling you!

- Trend Analysis - what are you detecting?

- CAPAs and Customer Complaints — what do they tell you about QMS?
- QA Records - are they complete, accurate, traceable and retrievable
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Number Eight: Improvement

- “If you can’t measure it, you can’t improve it.”

- Use the results of audits, data analysis, CAPA and the Management
Review to identify opportunities for improvement that benefit the

organization.

Training never stops!

- Again, you need the QMS elements in place to be effective and fully
functional to allow the chance to improve. Must address material
weaknesses or lapses in any QMS element.
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Number Nine: Stay the Course

- Stick to the plans, while adjusting for unexpected priorities.

» Make sure you have good people that actually care a

bout what

they are doing and about the success of the QMS and the
organization. Whether they do or don’t has a lot to do with your

leadership. Raise people and the organization up.

- A good team can do miracles. Work on establishing a good

management, QA or AB team.

 Those that don’t care or are just going through the motions can
drag the organization down and perpetuate the wrong type of

culture. Try to bring them along, if you can.
- Get others to see the big picture!



» Succession Planning

- Look for champions and leaders with the right mix of
technical, leadership and people skills and mentor them.

- Give them the tools, training and experience they need to be
as good as you ever were.

- Let them experience adversity, setbacks and failure.
- Impart knowledge.

- Empower and challenge them.
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Wrap-up

- If you are working on this within your organization, never let them beat
you down.

Stay open to new ideas.

Be driven and stay passionate.

Punch through the hurdles that stand in the way.
Don’t be afraid to take risks, that are worth taking.
Open others eyes and win them over.

- Contribute to what concerns them and the organization in ways they
don’t expect.

- Be the change agent that your organization needs for an effective and
integrated Quality Management System.
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Thank you and good luck!

Special thanks to:

| am here all this week.

David Speis, Ray Frederici, Lorrie Walker, Francoise Chauvin,
Dale Piechocki, Bob Wyeth, Cathy Westerman, Carl Kircher
and Mary Johnson for all your valued input.
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