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The material presented in this session is for
Informational purposes only. It is designhed to
promote understanding, consistency and
clarification of technical and accreditation
requirements. It should not be considered a change
or alteration of the Accreditation standards, the
published methods, a regulatory agency requwement
or a position of TNI.
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The opinions expressed by the learned speakers,
trainers or panel participants are their own and are
not necessarily intended to infer an official decision
or interpretation by TNI or an accrediting authority.

Interpretations of requirements are solely in the
purview of the accrediting authorities and TNI board
of directors. |

Questions and issues raised may be referred to the

appropriate TNI committee or decision making body
for consideration or action as appropriﬁt%.‘ﬁ*;f%
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Definition of Improvement

o getting or making better: the process of
making something better or of becoming
better "an improvement on past
performance”

o change or addition: a change or addition
that makes something better

o change that adds value: a change or
addition that increases value




B ——
TNI Standard V1M2

4.10 Improvement
(ISO/IEC 17025:2005)

The laboratory shall continually
Improve the effectiveness of its
management system through the use
of the quality policy, quality
objectives, audit results, analysis of
data, corrective and preventive
actions and management review.
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——  Lets Break it Down

The laboratory shall

continually improve the
effectiveness of Its

management system.....
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Do these qualify as an
Improvement?
Raise your hand

o Corrective Actions

1 Root Cause Analysis
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Do these qualify as an
Improvement?
Raise your hand

o Preventive Actions

-Management Review
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Do these qualify as an
Improvement?
Raise your hand

cNon Conformance

o Internal Audits
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Do these qualify as an
Improvement?
Raise your hand

o Peer Review

1 QC Data Review
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Do these qualify as an
Improvement?
Raise your hand

nLower Detection Limits

cNew Equipment/Instruments
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Do these qualify as an
Improvement?
Raise your hand

nMore Employees

- Complaints and Customer
Surveys

e
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r— Confused Yet.......

What am | supposed to do?

What will assessors look for?

Let’'s Look Again
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TNI Standard V1M2

4.10 Improvement
(ISO/IEC 17025:2005)

The laboratory shall continually
Improve the effectiveness of its
management system through the use
of the quality policy, quality
objectives, audit results, analysis of
data, corrective and preventive
actions and management review.




=  TNI Standard V1M?2

> Quality Policy (4.2.2)
> Quality Objectives (4.2.2)

. Audit Results (4.14, 4.9, 4.11)
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~ Analysis of Data (4.9, 5.9)

» Corrective Action (4.11)
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> Preventive Action (4.12)

> Management Review (4.15)
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Here are some examples and
how they qualify as
Improvements
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*Analysis of Data (5.9)
*Preventive Action (4.12)

v" Statistical Process Control
(SPC)




— SPC

Statistical process control
(SPC) Is an effective
method of monitoring a
process through the use of
control charts.




— SPC

Control charts enable the use
of objective criteria for
distinguishing background
variation from events of
significance based on
statistical techniques.




Much of Iits power lies In the
ability to monitor both
process center and its
variation about that center.




r—— SPC

Variations in the process that
may affect the quality of the
end product or service can
be detected and corrected.
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Statistical Process
Control

> Changes to Mean and
Standard Deviation

> Trending (Real Time)
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SPC
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DataChem Laboratories, Inc.
Methamphetamine by LCIMS Bias
Methamphetamine Individ.
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DataChem Laboratories, Inc.
Methamphetamine by LCIMS Bias
Methamphetamine Individ
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< Quality Policy (4.2.2)
“* Preventive Action (4.12)
 Management Review (4.15)

v LEAN
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+ Understand your Process
*+ Reduce Waste

+ Apply Resources were
needed

4

L/

*
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v Do It Now
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"Customer/Customer Service DataChem Laboratories, Inc.
Flow Diagram

Bid and Proposal

i Faward E

H Repeat Customer H

E ok Requirements i —

d Pricing . DA TA
+ Temms and Conditions |

T —— G
P
] == CHEM
ot D e i "Customer Service/Operations ‘—"% ST, W
Media Order C e
Disposal E . - readd c)?f’éfy

E Sample Receipt
1 Project Protocol
| Samle Log-in

: Word Order

CRIR 'OperationsICustomer Service

: Sample Storage :
Extraction
Digestion
Analysis
Narrative
NC/CAR
QcC Evaluation

Data Package § "Customer Service/Customer

: Feer Review
' Contract Compliance ' —_—m
Gﬁ i Report Signing § ; qupyi!'ng ; \
Quality Assurance \__.. Mating |

Computer Support < > P Ahive Customer
Health & Safety potmeiee
Administration

Invoice
Report
Deliverables
EDD
Validation
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Samples received
at doc.

Samples and coolers checked

for compliance and A
paperwork
D
‘, Workorder
= T ?
Project Log-in with verified?

Protocol

by PM

Instructions

Samples labeled E
and stored

Work Order c
and Labels
generated

Verification
of Workorder
needed?

F

Paperwork copied - Ready for Analyst

b

( Samples ready for analysis . )
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PR Reducing Waste

- All systems are made up of
processes

- All processes are made up
of tasks

- The slowest task governs
the output of a process




Applying Resources
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s Time = Waste

- Apply limited resources to
slowest task In process
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* Preventive Action (4.12)
* Corrective Action (4.11)
» Management Review (4.15)

* o

L/

* o

L/
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v Process Improvement
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—— Process Improvement

A series of actions taken by
a Process Owner to identify,
analyze and improve

existing processes within an
organization.
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—— Process Improvement

Success = Champlion,
Training on Expectations,
and Reward
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Process Improvement

e —

o Process Improvements are ways to:
» Reduce Cost
mprove Quality
Reduce cycle times
Exceed Customer Expectations
Reduce Redundancy
mprove Financial Performance
Reduce TAT
mprove TAT Performance

>
>
>
>
>
>
>




B
—— Audience Participation

| aboratories and Assessors

Please come to the
microphone and share your
ideas on Improvement
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—— Conclusion

“Think left and think right
and think low and think
high. Oh, the things you
can think up If only you
try!”

Dr Seuss
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