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Section Cha ir Column - ASQ Letter fr omthe Cha ir

Greetings members! | 3y humbled and honored to become an advisory board

. member of the Medical Device Industry Education
g?otsa?tgfrgiﬁgm 18, Consortium (MDIEC). MDIEC was established in 2005 to
Leadership Committee develop and deliver industry-endorsed solutions that address
(LC) Memgers critical industry-defined technical education and training
attended 2009 Region needs. In addition, | have accepted an invitation to teach
7 Leadershiﬂ'rainir? workshop classes for Medical Devi€mining Institute of
and Conference in 9 Orange County which is funded by the North Orange County
Palm SpringsThe LC Community College District School of Continuing Education.

members who attended the conference were Luke Foc, . ; .
Vinay Goyal, Dale LeueMargaret Benavides, Lourdes Edwards Lifesciences management was kind enough to

consider my suggestion offefing a one-time scholarship of

Bﬁ:jneatlv’xgg naﬁgdrggmﬁgﬁ/r%iﬁicv%rﬁegﬁr current $ 1,_000 toupto five high schpql seniors in Oran_ge County
ASQ Regior,1al Direcfor for Region 7 wiil no longer be _Callf_ornl{;l. The idea behlnd giving t_he scholarsh!p was to
serving as th&SQ Regional Director and will be inspire high school seniors to contribute to Quality and to
re Iacgd by Elias Mor?real starting Jul 1. 2009e generate future Quality Leaders. One of my goals as the chair
Le%dershigConference agenda i?lcludea 2 warm was to attract and involve the younger generation to learn

- s more about Quality and this aligns with my goals. In order to
welcome and transition and vision update by Holly : N ] : :

s e ' lify for the scholarship, high school seniors will write an
followed by a transition and vision by Elias Monreal, qua N i : L
Regional I\)//Ianagement Plan by Holl))// Duckworth. FronS>>®Y odn k? QE%a“@-gQ(?ISChOIErSh;\ﬁ apggcz;%%réﬂs;hﬁllhbe

. . . ' received by Edwar ater than May 29, ith the

section 0701Yinay Goyal gave a presentation on 3 3
OTeasurer/A\lﬁditi%/gO )a/mdgLuke F%o presented our il 6 el [kelels it LS @it e Ly Z000RE selnsllsis )
section®eSCOPE The training provided was beneficial el allieliielr a3 [etel [fefie o) bl alty O1IG e [Ehelis bl gR

and by attncing he meeting and | was able to meet (IALESoIENOeEAegrand wl also e avalabe o
Region 7 counterparts who will be serving in Leadersh . . P ’

committee. please review thecholarship application form onpage 6

In this issue, | would like to share information on Pgkle B
mistake proofing. Pok#doke is a Japanese term for mistake
proofing. It comes from two Japanese words D Oyokeru®
which means to avoid and OPokaO which méaadvertent
errors.QJapanese industrial engineer Shigeo Shingo

We had good monthly dinner meetingApril with
clinics-1 speaker Paul Mesmer on topis@9001 and
the Rebirth of Nuclear Generated Po@emd Pritesh
Patel on topic OGetting to know MinitabO . Our dinner

s s L e o developed Podoe (10 o Goker) dong wih Source
. " ~inspection” as a means for achieving Zero Quality Contro
For the past couple of months, we have allowed our E%SQC)). Shingo introduced these ideas in his book Zero

members to attend both clinic and dinner presentation ; ; )
no cost. The dinner will be provided to members with S;;Iét%Control. Source Inspection and the Poka-yoke

paid meeting attendance. Please join us in attending
both sessions and meeting and greeting other members .
for educational and networking purposes. ~continued on page 12
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E-mailbobasg0701

Vice Chair
Dale Leuer
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Luke Foo

W: (949) 743-9208
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Leader ship T eam 2009

Career Cha ir
Pritesh Patel
E-mail:Pritesh0701 @gmail.com

Arr angements Cha ir
EdArpawvong
C:(949) 295-5574
E-mailasq0701@ck.net
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Dbanne ttigrew

Cell:(714) 366- 7171
E-mailpettijo@woughtaicraft.com
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E-mailgamargagt@gmail.com

Certibcation/R enewals
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W: (310) 320-9768 extl77
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Darrell Moyer
H: (562) 795-5990

E-maildarrellmoyer@sbcglobal.net
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Don Shannon
E-maildon_shannon@ce.net
De puty R egional Dir ector

Gene Underwood

H: (949) 830-2262

E-mailHillbillie9@aol.com
Member ship Cha ir
Jack Dhuwalia

W: (949) 854-4534

E-mailjdhuwalia@jdconsulting.com
Booster Cha ir

Patrica Brinkr
W: (714) 517-6900
E-mailpatb@liEmedofcaldrnia.com

ASQ R egional Dir ector , Region 7

Holly Duckworth
E-mailduckworthha@co.net

SCOPE Editor
Daniel Shiblg

E-mailHassan.M.Farah@usa.dupont.com \W: (626) 330-3425

E-maildshiblg @adamscampbell.com

Please contact the Leadershigdm and tell us how to serve you better

W elcome Ne w
Member s!

Jean-Michel Galmiche
Adam Gilmore
David Harris

LeonelA. Vanegas
MichaelWarner
Gerald GWhite

*kkkk

Not receiving e-mail
notifications of
upcoming events? Call
headquarters at
800-248-1946 and
request the necessary
changes, or e-mail

them athelp@asq.ar

Nellie Arriola Inducil Yi Young

Greg B. Jackson

ThomasW. Kilsby

Jamilla Noori kkkkok

James G. Olson

Jade Quan All new members ae

Alicia Racelis eligit_)le_for free _

Alan K. Reed adml_ssmn_to_a dinner
; meeting within 3

Mary Santos months of becoming a

Jayan Singh member.

StansbunA. Themea
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May 12 Dinner Meeting basically work that's done right the first time. Once a piece of

.. * Mmaps.google.com/

software makes it into the field, the cost of fixing an error can

Doubletree Hotel, be 100 times as high as it would have been during the

201 E. MacArthur development stag&he Scrum framework works to solve
these problems by:

Blvd, SantaAna ¥ an emphasis on the individual, team and enterprise-wide

Directions:http:// collaboration

¥ effectively dealing with uncertainty by the amount and
In clinic # 1,SidneyVianna significance of learning and new knowledge gained by
™ will present @S9100 working through each sprint
Revision C and upcoming ¥ t_esting component dependencies earlier in the development
changes to the ICOBchem® AS9100 Revision C is upon lifecycle

us, now He will discuss the key changes to the latest version The dinner presentation will lguality Function
of the standard and the implications tgamizations certified Deployment and aguchi Methods (Robust Design of

to it. He will also describe the upcoming changes being Experiments): The Quality Connectiogiven byDr. Jack
proposed to the Industry Controlled Other Party (ICOP) Revelle.In the world of continuous improvement, there exist
Scheme and the ramifications to registrants and auditors several highly significant connections between two important
involved in the process. He will provide us an update of the  tools, Quality Function Deployment ®aguchi Methods

AAQG work, theAerospace Standards flow down stafus. (Robust Design of ExperimentsJhis presentation

update of some numbers available from the Oriekspace demonstrates the unique attributes of both tools and the
Supplier Information System B OASIS D will also be part of  valuable linkages that exist between them. Building an Dr

his presentation.

Re\klle® presentation in Feb 2009, this presentation takes

In clinic # 2,Russell Pannonawill presntQuality the outputs derived from the Kano Model of customer
Management in thaNorld of Agile Product Development satisfaction and shows how they become inputs to QR.

and Scrum. This presentation will take some of the mystery ~ outputs generated through the use of QFD become the inputs
out of what it means to bgile and how to collaboratively to the selection of controllable and uncontrollable factors/

and adaptively develop value-adding product increments in a variables while applying théaguchi Methods. Finalljne
continuous flow from requirements to deployment. Studies Wil discuss the several linkages in the form of a

have shown that about 50 percent of time is spent on Comprehenswe summary for use by continuous improvement
avoidable rework rather than on value-added work, which is practioners.

SidneyVianna is the Director dviation, Space & Defense Services for DI@¢rtification, one

of the leading Certification Bodies in thi¢orld. He is a member of the Registration

Management Committee of thenericasAerospace Quality Group, a group he also participates

as part of the Leadership teafnlong-standing and senior membeASQ, he has been a

member of the Executive Board and a past Programs Chair for the Orange Empire Section.
Sidney strongly believes that meaningful implementation of management system standards can
significantly contribute to mitigate ganizational dysfunctiors goal which many @anizations

fail to achieve, when implementing management systems modeled after international standards.

Russell Pannone is an agile practitigriacilitator, and coach specializing in collaborative and

adaptive systems-software development. Russell has worked in the systems-software development
industry for over 25 years in a variety of roles including deve]dpam leadeiobject modeler

data modelemproject managescrum master and process enginelerhas led agile projects and

worked with clients in a variety of industries including state and local government, aerospace,
banking, insurance, ert and telecommunications.Russell is a Certified Scrum Practitioner
Certified Scrum MasteCertified Scrum Product Ownexnd an IBM Certified Solution Designer B

IBM Rational Unified Process 7.0.

Dr. Jack B ReV¥lle is an adjunct professor in the UC-Irvine Extension Program where he leads
courses in Lean Six Sigma. He is the immediate past Chair of Orange County SCO&tt h
SCORE volunteer management counselor based in SaataCA. In addition, he continues to
provide his advice and assistance as a consulting statistician to a variety of companies throughout
the U.S. and in the Peoples Republic of ChiRdor to establishing Ree Solutions, LLC in

1999, he was the Director of the Center for Process Improvemekerimet inAzusa and
Sacramento. Before this, he was the Leader of Continuous Improvement for Raytheon (formerly
Hughes) Missile Systems CompanyTcson AZ where he led the Hughes team that won the
Arizona Governor'éward for Quality and ISO 9001 registration. Prior to joining Hughes, he

was the Founding Dean of the School of Business and Management at Chapman University in
Orange, CAand Founding Chair of the Decision Sciences Program at the University of Nebraska
in Omaha, NE.
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Highlights fsm the April Dinner Meeting

Clinic 1

Paul Mesner presented Clinic #1 on I8® 9001 and
the Rebirth of Nuclear Generated PowefThe audience
reviewed the challenges that a potential sup@liguality
program must address in order to meet strict nuclear
regulations and requirements.

e Clinic 2

. d;’.f'gé-’ Pritesh Patel presented Clinic #2 on the first part of
\ several clinics on the use bfinitab statistical software

package.The packed audience explored the basic

functions, data inputs and reports.

Dinner Spea ker

| Dave Nagy presented the dinner meeting tallA diew
Workplace Model: Changing the way we thinklhe
interesting and informative program discussed the
comparison of traditional business culture based on
functional manufacturing versus the new Lean
manufacturing model ganization based on teamwork.




Region 7 Leader ship Training

The Leadershiffeam attended Region 7 Leadershigining in Palm Springs ofpril

18, 2009 in order to hone their skills to bring the best possible service to the members of
Orange Empire. Pictured from left to right are: Gene Underwdio@dy Goyal, Ed

Arpawong, Luke Foo, Lourdes Bernal, Maret Benavide®daron Reddoch, Bob

Mehta, Dale Leuer

ASQ Section 0701 Statistics Semindreld at Jazz Semiconductor

Linda Garriz conducted a full day Intermediate Statistics for Quality semingprdn

21s. Topics included basic statistical concepts, hypothesis testing, tolerance intervals &
confidence intervals. On a scale of 1 to 7, the students rated 4 préaéntation at

6.533 = excellent!
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Fdwards

Purpose

The purpose of this scholarship is to recognize a graduating high school student who demonstrates
scholastic achievement through the pursuit of higher education. Up to five students will each be awarded a
one-time scholarship of $1,000, which will be paid directly to an accredited university, college, vocational
school, or junior college to which the student has been accepted. The scholarship recipients will also have
an opportunity to visit the Edwards Lifesciences campus in Irvine.

Scholarship applications shall be received by Edwards no later than May 29, 2009, with the award being
made at the end of July 2009.

Eligibility and Qualifications

The scholarship is open to high school seniors in the Orange County, Calif., area. The applicant must be
planning and eligible to continue his or her education at an accredited university, college, vocational school,
or junior college within the 2009-2010 school year.

Candidates must complete the scholarship application and submit a letter of recommendation. Students
may receive the scholarship from Edwards only once.

Criteria for Selection

Applicants will be evaluated through an essay on Quality; the scholastic achievement, extracurricular
activities and letter of recommendation will also be considered. The application packet will be reviewed by
a panel of judges.

Completed scholarship applications must be received by May 29, 2009. Applications may be downloaded
from the Edwards Web site at www.edwards.com or ASQ Orange Empire@ Web site at
www.asgorangeempire.org. Completed application packets are to be mailed to:

University Relations

Edwards Lifesciences Quality High School Scholarship
One Edwards Way

Irvine, CA 92614

Scholarship Administration

Scholarship recipients will not receive cash. Payment will be made directly to the educational institution and
will be applied toward tuition only. The scholarship recipient will provide accurate information to the
Edwards contact, including student ID number and name/address of the contact in the student® high school
administration office.

For questions or additional information, please contact University Relations at 949-756-4258 or by e-mail
univrelations@edwards.com
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Icdwards

Application Instructions

It is the responsibility of the applicant to complete all steps of the application procedure. No application
will be considered complete until all information requested is provided. A complete application must
contain the following items:

1. The completed application form
2. An official copy of the applicant@ academic record
3. Aresume/curriculum vitae outlining items such as community service, extracurricular activities or
work experience
4. Quality essay
a. A minimum of 500 to a maximum of 1,000 words
b. The essay should discuss any aspect of Quality. Please see part 4 of the application for
more detail. The content of the essay should be written independently and should not be
copied from public domain.
c. Aletter of recommendation from a teacher, person from the community, or employer (but not
a relative).

An incomplete application (if any of the above is missing) will automatically be disqualified.

Deadline

Candidates must submit the completed application and supporting documents postmarked by May 29,
2009, to:

University Relations

Edwards Lifesciences Quality High School Scholarship
One Edwards Way

Irvine, CA 92614

The scholarship recipient will be notified at the end of July 2009. The winning essay may be published
in ASQ Orange Empire Section 0701@ newsletter, space permitting and at the discretion of the ASQ
Orange Empire Section 0701.

For questions or additional information, please contact University Relations at 949-756-4258 or by e-
mail univrelations@edwards.com
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Part 1: Personal Data

Student Name:

Icdwards

Edwards Lifesciences
High School Scholarship  Application

Address:
City: State: Zip Code:
Birth Date: Home Phone Number:

Email Address:

Part 2: Academic Information

High School attended (including dates):

List all school activities and provide years of participation, offices held, and any awards

or recognition received in high school. Please attach additional pages as needed:

Part 3: Resume/Curriculum V itae

Please provide a resume or curriculum vitae listing all school/community/work activities in which you
have been involved, with a brief description of each activity. Examples include church activities, school
and non-school organizations, volunteer services, extracurricular activities or work experience. Please

attach additional pages as needed.
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Icdwards

Part 4: Quality Essay

Please attach an essay of a minimum of 500 to a maximum of 1,000 words (approximately two to four
pages), type written and double-spaced.

The essay should discuss any aspect of Quality. Quality is an aggregate of the organizational
activities, incentives, plans, policies, procedures, processes, resources, responsibilities and the
infrastructure required in formulating and implementing a total quality management (TQM) approach.
The content of the essay should be written independently and should not be copied from public
domain.

To understand the theories around developing Quality Improvement / Total Quality Management, it may
be helpful to review articles related to quality from various sources including professional medical
device or health care journals.

Examples of Journals that may be used for writing your essay is as follows:

Quality Progress - http://www.asqg.org/qualityprogress/index.html

Juran Management System - http://www.juran.com/HomeLeftNav/juran_mgt_system.aspx
W. Edwards Deming - http://en.wikipedia.org/wiki/W._Edwards_Deming

OSeven Basic QualityToolsO searched orwww.google.com or www.yahoo.com

PwNPE
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Announcement

Process

FOTAL QUALITY AWARD
2007-08

From the desk of Vinay Goyal, Treasurer ASQ 0701

Another Lean Activity by your section LC team:

Our section used to rent a wireless lapel (microphone) for each dinner meeting which cost $95 + 7.75%
Tax = $102.37 per month. LC committee bought our own lapel for $529.02 in November 2008 with 2
years extended warrantyast month not only have we realized a full return on investment (ROI) in less
than six months but this can also be depreciated over 36 months.

Quality Day

And the winner is....Gary McMullin!

Gary McMullin is the winner of the drawing at last mostti@iner meeting. Gary has won a ticket for a
free dinner! A winner will be announced at each dinner meeting, as a reward for attending the dinner
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Announcement

Cong ratula tions to 26 Member s (Section 0701)
w ho passed ASQ cer tifica tion tests during Mar ch 2009

Cong ratula tions to22Members (Section 0701) whpassedthe 3/7/2009 certifications tests held at
Alcon.

Certified Manager of Quality/Organizational Excellence (9

Anderson, Kenneth L.
Barnes, Paul

Elser Clare

Martin, Stephen M.
Mizusawa, Donna M.
Prakash Sharm&jnay
Rangaraj, Cumbum N.
Rovirosa, Raul J.
Widen, Kim E.

Certified Six Sigma Black Belts  (8)

Aslam, Mohammed J. O T b;‘ >
Dotiu, Mihaela loana Lo
e

Fesundf, Vincent S.

Kwo, Kell AN [ ¢ I'"‘
Kelly O 0 b '
Peralta, Philip

Pilapil, Raymundo O. -

Seider KennethA.

Younkin, William M. e &

o
3 \J

Certified Biomedical Auditor (4) Q)/ ‘}O ~’

Bui, Mai

Maung, Pyi

Patel, Rohit K.

Tsuruta, Garyl.

Certified Quality T echnician (1): Brown, James D.

Cong ratula tions to Rafael MunoZSection 0701) whpassedthe 3/25/200€ertified Calibration
Techniciantest held at the Measurement Science Confer&madeim CA

Cong ratula tions to3 Members (Section 0701) whpassedthe March 7, 2009 certification tests held at
the Quality Management Division Conference b Irvine, CA.

Certified Quality Improvement Associate (1): Boyd, Jefery Brian
Certified Quality Engineer (1): NiebrzydowskiVicki

Certified Quality Auditor (1): Kasavan, Desmorl.
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Mail R ecer tibcation P ackages to :

Mark Belgenp5 Tunis, Laguna NiguelCA 92677

CQE Mar 4, 2009 Jun 6, 2009 Apr 17, 2009
CQA Mar 30, 2009 Jun 6, 2009 Apr 17, 2009
CSSBB Jul 9, 2009 Oct 17, 2009 Aug 21, 2009
Mgr Quality/ Aug 10, 2009 Oct 17, 2009 Aug 21, 2009

Organization Excellenc

Why Become Certified?In today®world, where quality competition is a fact of life and the need for a
workforce proficient in the principles and practices of quality control is a central concern of many companies,
certification is a mark of excellence. It demonstrates that the certified individual has the knowledge to assure
quality of products and services. Certification is an investment in your career and in the future of your employer

continued from page 1Section Chair Column:

People and equipment will always be prone to making mistakes. Howleyenistake proofing helps them do it
right. Poka-yoke is based on prediction and detecfibat is, recognizing that a defect is about to occur or
recognizing that a defect has occurred. Consequé¢ndse are twbasic types of Pokaoke systemslhe control
Poka-Yoke does not allow a process to begin or continue after an error has occurred. It takes the response to a
specific type of error out of the hands of the operakar example, a fixture on a machine may be equipped with a
sensing device that will not allow the process to continue unless the part is properly inserted. Smoke detectors are
designed so they can not be mounted on the ceiling until a battery is in#talmhnd type of Pokae¥e provides
some type of warning when an error occéirs.example would be your home alarm systafthen you are setting

up your alarm properly it will have one kind of sound vs. when it is not programmed right, it will have beeping
sound and that alerts the homeowner to reprogram it.

Benefits of Mistake Proofing include:

I Deliver high quality products and services that exceed your cusibegrectations
! Improve workflow consistency

I Reduce scrap and rework

I Improved safety

I Reduced costs by doing it right the first time

I would like to wrap up by asking you to send us your feedback to serve you better

Bob Mehta
Chairman BASQ Section 0701
MSQA, MBA, B.S. (Chem), CQA, CSSBB, CQE, CBA, CSQE
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Upcoming Cer tibcation Cour

Ses

CertibPed Quality Engineer Exa m
Refr esher/Pr ep Cour se

Location: Alcon Laboratories, 15808lton Prkway
Irvine, CA

Exam Date June 6, 200&xam Application Deadline:
April 17, 2009

Course fee:$500 plus cost of textbooks. Scholarships are

available - contact Education Chair

Time: 6:00 pm - 9:00pm. 4.2 RE@ill be given for this
42 hr course.

Session/Datesi4 sessions totalVednesdays from Mar
4, 2009 to June 3, 2009.

Will Cover: Management & Leadership in Quality
Engineering; Quality Systems Development,
Implementation, anWerification; Planning, Controlling,
andAssuring Product and Process Quality; Reliability
and Risk Managment; Problem Solving and Quality
Improvement; Quantitative Methods; and exam tips.

Reference BooksCQE Primer + Solutiofext, Quality
Council of Indiana (required). Cost $105.

Purchase the text directly through the Quality Council of
Indiana at 1-800-660-4215 www.qualitycouncil.com
prior to the first class

The Certified Quality Engineer Handbook
(recommended),

Gryna, Quality Planning armshalysis, Latest edition
(recommended).

TI1 36X Statistical Calculator (required).
Instructors: Linda Howe Garriz

(Linda.Garriz@Alconlabs.conMark Lindsey
(Mark.Lindsey@disnegom), cell: 714-273-2678

Enrollment: Open througtpril 17, 2009. Class fee

must be paid by the 3rd session. No refunds after the 3rd

session.

To Register F or the Class: go on-line at

www.asgorangeemjparorg/calendar/calendatm.
Class ées nust be paid no later than 8r session.

To Register F or the Exa m: go on-line athttp://
WWWw.asqg.org

Certibed Quality A uditor Exa m
Refr esher/Pr ep Cour se

Location: Alcon Laboratories, 15808lton Prkway
Irvine, CA

Exam Date June 6, 200&xam Application Deadline:
April 17, 2009

Course fee:$400 plus cost of textbooks. Scholarships are

available - contact Education Chair
Time: 6:00 pm - 9:00pm.

Session/Dates9 sessions total: Mondays from Mar 30,
2009 to June 1, 2009. No class Memorial Day

Will Cover: Certification overviewAuditing
fundamentalsAuditor competanciegyudit preparation,
Audit performanceAudit preparationAudit reporting,
Audit follow-up & closure Audit business applications,
Quiality tools & techniques, plus tips & strategies on
exam taking.

Reference BooksCQE Primer + Solutiofiext, Quality
Council of Indiana (required). Cost $105. Purchase the
text directly through the Quality Council of Indiana at
1-800-660-4215 awww.qualitycouncil.conprior to the
first class, or

TheASQ auditing Handbook 3rd edition frof\&Q
Quality Press, item # H1263, cost $63, from

qualitypress@asq.gior call 800-248-1946

Optional Texts Quality Audits for Improved
Performance by Dennis Rrter.

How to Plan arudit by ASQ QualityAudit Technical
Committee.

Optional texts can be ordered fr&8Q Quality Press
Ph: 800-248-1946

Instructors: Aaron Reddoch
(aaronreddoch@yahoo.cpnMark Lindsey
(Mark.Lindsey@disnegom), cell: 714-273-2678

Enroliment: Open througi\pril 20, 2009. Class fee

must be paid by the 3rd session. No refunds after the 3rd

session. Minimum class size: 8 students.
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Upcoming Cer tibcation Cour ses

Six Sigma Black Belt / Lean Manager of Quality & Organizational
Certification Exam Refresher/Prep Excellence Exam Refresher/Prep

Course Course

Location: Alcon Laboratories, 15808lton Prkway

Irvine, CA Location: Alcon Laboratories, 15808lton Prkway
Exam Date Oct. 17, 200Exam Application Deadline: Irvine, CA

August 21, 2009 Exam Date Oct. 17, 200Exam Application Deadline:
Course fee:$500 plus cost of textbooks. Scholarships are August 21, 2009

available - contact Education Chair Course fee:$400 plus cost of textbooks. Scholarships are
Time: 6:00 pm - 9:00pm. 4.5 RE@ill be given for this available - contact Education Ché'r

45 hr course. Time: 6:00 pm - 9:00pm. 2.7 RE@ill be given for this
Session/Dates15 sessions totathursdays from July 9, 27 hr course.

2009 to October 15, 2009. Session/Dates9 sessions total: Mondays frokugust 10,

2009 to October 12, 2009.
Will Cover: Enterprise Deployment, Business Process
Mgmt, Project Mgmt, Six Sigma Improvement Will Cover: Leadership, Strategy Development &
Methodology &Tools (Define, Measurdnalyze, Deployment, Quality Managemenbols, Customer
Improve, & Control), Lean Enterprise, & Design for Six  Focused Qganizations, Supplier Performance,
Sigma. Plus, strategies/tips for preparing & taking the  Management, &raining/Development. Plus, strategies/
exam. tips for preparing & taking the exam.

Reference BooksCertified Six Sigma Black Belt Primer Reference BooksCertified Quality Manager of Quality/
& Solution Text (Requiredl Text cost: $10.00 for Six Organizational Excellence Handbook (Required)

gi%ma Bll"?‘Ck Belt Primelr_t(816 pa_lges) & SO:I‘Jt'th- The Memory Jogger Il (Recommended - Pocket Guide of
rder online atvww.qualitycouncil.conor ca Quality & PlanningTools)

800-660-4215. Stud h i [ COM/OE Handbook
Instructors: Linda Howe Garriz udents to purehase prior fo class. ©Q e

(Linda.Garriz@Alconlabs.comMark Lindsey $63.00 available froMSQ Quality Press at
(Mark.Lindsey@disnegom), cell: 714-273-2678 http:/qualitypress.asq@item#H1264 or call

Enrollment: Open through September 10, 2009. Class feg00-248-1946.

must be paid by the 3rd session. No refunds after the 3rd | "€ Memory Jogger Il $10.95 available from GoalQPC at
http://www.goalgpc.conor call 800-643-4316

Instructors: Eliot Dratch (Contact at 714-993-1220 X270
or DratchE@aol.comand Mark Lindsey
(Mark.Lindsey@disnegom), cell: 714-273-2678

session.Minimum class size: 8 students.

Enrollment: Open through September 8, 2009. Class fee
must be paid by the 3rd session. No refunds after the 3rd

session.Minimum class size: 8 students.
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Letter from the

Editor:

In this month€Quality in the
Trencheswe will be looking
at the cost opoor quality
This is a distinct change from
the traditional Ocost of
qualityO that has been viewed
as the benchmark for quality
tracking for the last ten years.

Dan Shibley
E- Scope editor.

Cost of quality has been a buzz term for over fifty
years. Howevertthe cost of Poor Quality has been a

the costs that resulted from poorly designed business
processes were also peguality cost elements.

¥ As a result, he included "no-real-value-added"
elements to his Podpuality Cost model in 1990.

¥ In 1994, after doing extensive work with sales and
marketing functionsASQC began to realize that the
concept of lost-opportunity cost also had a major
impact on the corporate bottom-lires a result, lost-
opportunity cost was added as a new element.

The importance of including some of these new PQC
elements iMMASQC's model has been verified in many
organizations over the past yeathenASQCO R&D
organization looked at its PoQuality Costs, it was
amazed to find that 78 percent of its R&D budget was
classified as PoeQuality Cost. Likewise, in a
marketing and salesganization, the PoeQuality Cost
was often more than 100% of the marketing and sales

more recent term associated with the evaluation of cost budget when lost-opportunity costs were considered.

incurred from poor quality

Cost of Poor Quality included:
Corrective actions
Re-work or MRB activity
Late deliveries
Overtime

Customer returns
Material overruns
Efficiency costs
Capacity cost

KK K K KK KK

Cost of poor quality included prevention costs, lost

opportunity costs and the result of poor relationships

with customersThe cost of poor quality is a greater

noose around the necks of businesses. It is for this

reason this review is madehe following review takes

various studies frorASQ and features the results and

table discussions.

¥ In the early 1980s, Philip Croshy left I'TWhere he
had earlier also implemented a Cost of Quality
concept and incorporated the concept into his own
consulting practice.

¥ Croshy's approach closely followed modern PQC
teachings.Although he changed the names of some
of the terms without altering their meaning.

¥ In 1987, theAmerican Society for Quality Control
(ASQC) reviewed PoeQuality Cost, which
documented IBM's approach to reporting the costs
that result from poor quality

¥ In the early 1980s, while developing the Business
Process Improvement methodology that focused on
streamlining business process®SQC found that

Points to review in PoorQuality Cost (PQC)

1. POOR-QUALITY COST QUESTIONS

¥ Why review PooiQuality Cost?Why Is PQC
Used?

Why Use PQC?

Why are PQC Limitations not understood?
Why is PQC a cost blanket?

K K K

Poor quality questions begin the discussion of the 5
whys of the process. If you unpack the 5 whys of each
of the questions your team will discover its value.

2. UNDERSTANDING DIRECT POOR-
QUALITY COST

Controllable PQC
Prevention
Appraisal
No-value added
Resultant PQC
Internal error cost
External error cost
Equipment PQC

K K K K K K K K

Understanding PQC is the basis of the teaph{2ctive.
Each bullet point is an area of PQC and can impact the
losses, gains of the quality driven company

- continued next page
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3. DIRECT POOR-QUALITY COST CURVES

Interaction between controllable and resultant PQC that
results in:

¥ Determining the best Interim Operating Point

¥ What is the Percentage \dalueAdded return?

Unpacking this review may be the greatest impact of
the PQC programWhere COQ reviews handed
manufacturing and Qfeams MRB reviews, PQC
looks at the lost opportunities company wide,
including the highest levels of management.

¥ Changes in PQC with time, avoiding complacency

Direct PQC reviews take a look at the bottom liftee
constant review of PQC curves will greatly add to the
long-term success of the program.

4. DIRECT POOR-QUALITY COSTANALYSIS
Why spend dollars on prevention?
Interaction between prevention and appraisal
activities

Defining and calculating no-value added cost
PQC versus time

Poor quality is poor business

How should you spend your PQC Dollar?
Impact of reducing PQC

KK KKK KK

5. STEPS IN SARTING A POOR-QUALITY COST
SYSTEM

Step 1.
Step 2:
Step 3:
Step 4:
Step 5:
Step 6:
Step 7:

Form the Implementation team

Present the concept to top management
Develop the Implementation Plan

Select a trial area

Start the program

Identify and classify the cost elements
Stage each PQC element

Step 8: Establish input to the system

Step 9: Establish output formats

Step 10: Define additional data-assistance requirements
Step 1: Review status with plant management
Step 12: Start a trial period

Step 13: Review the reports and data

Step 14: Modifying the program based on the data

7. ADVANTAGES OFA POOR-QUALITY COST
SYSTEM TEAM

¥
¥

Increased Profit reviews
Increased Market Share reviews

8. TYPICAL POOR-QUALITY OMISSIONS

Lack Prevention Costs

Appraisal Costs Due to Corrective action

Internal Error Costs

External Error Costs

Diversions or short cuts to Flow Charted systems

K K K K K

Summary

In 2004, ASQ conducted a world study on the status of
quality globally. PQC was a topic of this study, which | was
a participant. This team included representatives from
Asia, Africa, Europe and the Americas. Companies who
ignore PQC costs are the proverbial bird that plants its
head in the sand. Companies that directly confront PQC
costs tend to be on the cutting edge of success.

Daniel Shibley Quality Manager; the Adams Campbell
Company

Daniel Shibley has been in the Quality field since 1976
and currently is the Quality Systems Manager at the
Adams Campbell Company and has been the editor of the
Orange County Scope since 2001. Questions and
comments regarding this article may be e-mailed to:

dshibley@adamscampbell.com

Step 15: Expanding the program where the greatest impact

can be made.
6. INDIRECT POOR-QUALITY COST
PoorQuality Costs withYour Customers:
Customer incurred PQC
Customer Dissatisfaction PQC

Customer Lost-Opportunity PQC
Customer Loss-of-Reputation PQC
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Quiality Control

Inspection Supervisor
Medical Device Company in
Ventura County

Responsibilities:

Receiving Inspection; Interacting
with suppliers; FirsArticle
Calibration; Non-conforming reports;
Training inspectors

Requirements:

¥ 5 years minimum experience
performing precision
measurement, first article and
layout inspection
ASQ CQI preferred
Experience irGMP
environment
Excellent attention to detail
Strong work ethic

KK KK

Contact:Lewie Casey
Med Exec International

Career Opportunities

Quality Engineer ¥
Los Angeles, CA

Responsibilities:

¥ Assist QualityAssurance ¥
Inspectors in performing y
inspections which include: first
articles, parts in process, y

receiving and final using
inspection tools such as calipers,
gages & master blocks, optical
measuring instruments such as
Smartscope, Comparator and
microscope and other appropriate
tools

¥ Participate in MRB/NCR
nonconformance report activities;
including trend analysis and
report of such activities

¥ Plan, Develop and implement an
internal audit program in
accordance with the requirements
of Quality and Regulatory
Standards.

¥

¥

¥

¥ Review trends that result from

Phone: 818-552-4173 . .
internal audits

Interface with vendors by
performing supplier evaluations,
audits, and resolving quality
issues

Perform trend analysis of supplier
performances and report
Participate in registracustomer
regulatory and third party audits
Assist in reviewing policies,
procedures and engineering
drawings prior to release

Adhere to department quality and
productivity standards

Participate in various Quality
Improvemenifeams

Educational/Experience
'’ Requirements:

BS/BAin a scientific discipline
or engineering is preferred

5 years experience in QA
Inspection and auditing required
Must be able to lift 20 pounds.
Please contact:

Cheryl Jones

Med Exec International

Email: . Phone: 818-552-3673
Icasey@medexecintl.com ¥ :(J)?éjr(;rnséﬁ]nd %?nocrp?gs'i:nd Email: recruit@medexecintl.com
Web: http:// g princip Web: http://www.medexecintl.com

determine acceptability or
rejectability of dimensional
requirements and data analysis

¥ Assist the QAnspectors in
completing their task by
providing guidance and direction

¥ Review and implement the
requirements of Quality
Standards such as ISO 13485,
FDA 21 CFR 820 and the
Medical Device Directive by
developing procedures to comply
with aforementioned standards

¥ Monitor and process all NCRs for
action, including data entry into
Navision, communicating with
internal and external customers
for resolution of NCR, and
notification to suppliers,
including follow-up on NCR
disposition

www .medexecintl.com
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Career Opportunities

Project Engineers B T emp to Hire
San Gabriel Valley, CA - USA

We are looking for Engineers for a Class | and Class |l
Medical Device Company

Mechanical Engineer

Must have experience with the following:
Design History Files

Engineering Change Orders
Material Review Board
Supporting Desigifeams

Product Design

KK KK K

A Bachelors degree in an engineering discipline is
mandatory

Qualified candidates will have to be detail oriented and
possess excellent project management skills

Industrial Engineer
Must have experience with the following:
¥ Time Studies
¥ TacticalTasks
¥ Process Flow
¥ Lean Manufacturing

A Bachelors degree in an engineering discipline and 3
years of relevant experience is required.

Please contact:

Lewie Casey

Med Exec International

Phone: 818-552-4173

Email: lcasey@medexecintl.com
Web: http://www.medexecintl.com
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Quality Assurance Specialist
Ventura, CA

A medical device company is currently seeking a Quality
Assurance Specialist.

Responsibilities:

Responsible for assisting in the quality aspects of device
manufacturing

Must haves: Quality Systems experience in medical device
manufacturing. Experience with SOPs. Quality auditing.
Internal documentatioffraining.

Experience/ Requirements:
¥ B.S. degree, scientific discipline or engineering
preferred
¥ 2D 4 years experience in a medical device
manufacturing environment

Please contact:

Cheryl Jones

Med Exec International
Phone818-552-3673

Email: cjoneg2medexecintl.com
Web: http://www.medexecintl.com
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Boler o Associates , LLC
www.boleroassociates.coni14-634-4441

Dave NagyPrincipal

BoleroAssociates, a consulting
company focused on increasing

and improving the bottom line for
our clients.

¥ QMS ISO 9001:2000AS9100, and’L 9000

¥ Team Problem Solving and Decision Making
¥ Change Managemen#fchieve your vision

¥ Innovative Supply Chain Solutions

¥ Communication Development

¥ Leadership Development

¥ Baldridge & CAQuality Strategy Deployment

REACH and RoHS Compliance

One Stop Solution

? For green compliance management,
GreenSoft offers integrated
data collection services and

GreenData Manager software.

I' BOM scrubbing and parts cleansing

Data collection of full-disclosure material
contents from your suppliers

Data validation and consolidation of

material contents provided by your suppliers
Data aggregation on single substance or
multiple substances per customer requirements
Product-level SVHC reporting

Product-level full-disclosure in IPC-1752 or Excel

Bringing Clarity to Compliance Management

323-254-5961 www.greensofttech.com

productivity, improving processes,

Cal State FU”Grton

university extended education

Assure Your
Competitive Excellence

Get the leading-edge professional development you need in
CSUF Extension® wide range of certificate programs.
Areas of focus include:

I Business Continuity

! Business Management

I Engineering

! IT & Business Integration
! HR & Leadership

! Lean Enterprise & Six Sigma
E and much more!

Custom Workforce Solutions also available.
#6211

Want to know more?
www.csufextension.org/quality
MED & EXEC

INTERNATIONAL

People who deliver.
Professional. Global. Exceptional.

Quality
Regulatory Compliance
Permanent and Contract Placements

Rosemarie Christopher
ASQ Member since August 1990
Sustaining ASQ member since 1997
Phone 1-800-507-5277
rosechristopher@medexecintl.com
www.medexecintl.com
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