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ASQ Letter from Chair
Everybody has acceptexas.
ed by now that change is In light of this change, Marlene Jo
unavoidable. But that stilhas agreed to take on the Vice Chair
implies that change is likBhe will also be responsible for the 20
death and taxes it should I8ection Management Plan (SMP). The S
postponed as long as pakcument used to make improvement g
sible and no change woulthe section. Marlene is very capable an
be vastly preferable. But iforward to working with her in this new c:
a period of upheaval, sudWhen you see Marlene at the next dinn
as the one we are living img, be sure to congratulate her and than

change is the norm. taking this on.
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Yes, we all know that change is the n@mna fare probably wondering if she is goi
us in the quality world. | need to tell youladibybbs. Well, the answer is no, she will
another change that is coming about, with tegivdblat. As it turns out, we had a new
to the Leadership Committee. As you knoingr@iNeiv York join us, Luke Foo. Luke w
Manning has been our Vice Chair since last\gzarYork and was looking for somethi
and was re-elected for a second term thigtlydas. new section. Luke has acceptec
Unfortunately, Cindi has reported that siseous Secretary. Please welcome Luke
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moving to Texas to be closer to family thedegnh@nmeeting when you see him.

very sad to lose Cindi on the LC. She has h@lpednnual audit was also comple
on the Programs Committee for quite a whNegarst and submitted to HQ. A copy of
managed the Section Management Plan favilBB86vailable at the September dinner
2007 and her enthusiasm and dedicationlimibbevould like to review the audit, just
missed. But | am happy to support Cindi'satkiéceeeting.
and send my blessings with her. The section that

Melanie Cummings
gets her should consider themselves very lucky! If
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Tuesday, September 4th
E-Board Meeting

Tuesday, September 11th
Monthly Dinner Meeting

IS a 2perfect
audito??

Pg 10

)

ASQ

AMERICAN SOCIETY
FOR QUALITY™




ORANGEBVPIRE
/\a
CQPE
T |- L.
ce

aINFORMATION YOU
CAN USE®°

EDITOR
Daniel Shibley

PUBLISHER
Peabody
Services Inc.
(Orange, California)

A Publication of

Orange Empire

Section, ASQ

Melanie Cummings, Chair

Orange Empire
Section Mission
Statement

Ourmissionisto func-
tion as the premier
ASQ Sectionin serving its
members and community.
We will provide a strong
leadership to promote
Quality in all areas, by
supporting ASQ goals, by
offering communication
and education in Quality
methods, and by provid-
ing career development,
Quality resources and
personal growth through
professional and social
interaction.

an upcoming meeting.
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your survey was randomly sel
that were turned in at the Aug

You have won a FREE

WELCOME NEW I\/IEMBERS

MrsTiffany L. Abrams

Mr Dorel Agafitei

Mr Karl A. Anderson

Ms Michelle Andres

Mr Paul Barnes
Mr Nicholas Belair

Mr Steven F. Bergeron

Ms Natalia Binui
Mr Jason K. Boyd
Ms Meghan Boyd

Ms Barbara Caswell

Kooiman
Ms Monica Celnar
Mr Neil F. Conroy
MrsLinda L. Crans

Pam Drummond

Ms Holly A. Duckworth

Ms
Mr
Ms

Ms
Mr
Mr

Ms Ellen J. Dumond
Ms Lisa Fleckstein
Mr Luke T. Foo
MrsMireilys M. Freed
Mr

r Robert L. Kelley

Deanna Kerylow
Mr Stan Leontiev

Graham Loff

Dale Fullwood Mr Anibal A. Mejia
Rene Simon Godschalx Mr Grover Rice
Kathleen Gonzalez Ms Anita Saneie

Daniel L. Grimes Ms Jayne M. Shinoda
Shayan Habibi Mr James Simmons
Mark Harbin Ms Carla Sivak

Kelly Hartley Mr James M. Sivak
Laura Henningson Ms Leah Summers

Gail S. Hunter Mr Hong Sun

Marco Alfonso Jimenez Mr Michael J. Valeriano

Reddy A. Kal
Kenneth M. Kampman
Ankush Kapoor

Mr Kent R. Van De Vort
MrsPatricia C. Velazquez
Mr Walter J. Wiegand |1

Please contact the Leadership Team and tell us how we may bette

YOUR E-MAIL PREFERENCE
Would you like to receive e-mail notifications of upcoming events?

We currently send, on average, 3 e-mails per month announcing upcoming events such as monthly dinner meetings, quarterly b
seminars, refresher courses, etc. If you are not currently receiving these notices it could be that your e-mail preference for Secti
or your e-mail address in the database is incorrect. To receive these announcements you need to update your e-mail address al

preference through ASQ Headquarters.

There are three ways to do this:

1) You can do this yourself omvlinve @tg.orgSimply log-in, click on the @MY ACCOUNT?® link, and click on 2Change Work/Home Ad:
E-mail®. Scroll down to the E-mail Preference Section and update as appropriate. Be sure that the block next to 3SSECTION®

it. OR
3

2; You can call Headquarters at (800) 248-1946 and request the necessary changes. OR
You can e-mail Headquarkelp@asqg.org

THE Scope AD RATES ARE AS FOLLOWS:

Ad Size: Inch Size: One Issue: 6 Issues: 12 Issues:
2-Sided Insert 8.5°x 11° $300 $1,650 $3,000
Full Page 8.5°x 11° $200 $1,100 $2,000
1/2 Page 7.5°x 4.912° $110 $605 $1,100
1/4 Page 3.667°x 4.912° $70 $385 $700
Business Card |3.667°x 2.36° $35 $195 $350
(1/8 Page)

Payment is due prior to incorporationaofveotsifg QREcks should be ma
aASQ Orange Empire Section® and ma&ied 14 183QIr A, CA 92623-4183 w
and instructions for placement and ftisingemcly.b&dwneiuded at the discreti
Editor and Executive Board. POC Melbhig3atBiiritngs949-595-4300 E

COPY DEADLINE

The deadline for inclusion of yg
the SCOPE is the 1st of the mo
the issue month. If the copy arri
may not be included.
Scope Editor: Daniel Shib
(626) 330-3425

ur copy
nth prec
ves late

ey

E-Malil - dshibley@adamscam
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THISSADDINGTOA SUBSTANINARUN'
R EASELDSICELIMINATFESIEEDLES
LOSSFYOUB CTISRESOURCES

pbell.co




HFOFSBUFE o JOTUFBE PG FT
end of the day.

t "DDVSBUF BDDVSBDzZ JT JNM
are expected. For example, timely insurance cl
resolution can be critical, especially when it beco
a point of comparison for a potential custom:
How is it to be measured and from whose pers
UJWF o JOUFSOBMMZ GPDVT
Is it measured from the time a claim is filed or wt
received by the staff? Clear definitions help al
ate these types of problems and make the data
accurate.

FMJBCMF o TUBOEBSET BN

Ing differences in measuring capabilities. Cle¢
define the who/what/when/where/how of measuri
Examples of common differences include reac

= n-digital measuring devices (e.g. clocks, sce
!ere a specific number is not read, but must

e r I ‘ S trapolated. Rounding numbers or recording

ggcimal vs. fraction format can also cause pri

lems. Setting the standard on how metrics are t

SMART! What does the word conjure up in your njaghéred and communicated will lessen problem
The first thought which crossed mine was SMART Goglgs ea

that is how that term was first introduced to me. Obvjougly,N E M Z NFUSJDT BSF UJN

there are also Webster definitions (e.g. intelligent, stinggd for continuous improvement, but many tin
sensation, style of dress). However, let's get back to §dARe |agging indicators of what has happer
(as in the acronym form) and apply it to metrics asgiy preventing something from happening is
SMART Metrics. a possibility. Therefore gathering/reporting da

As a refresher, SMART stands for Specific, Measyjafelg.then needs to be converted into informat
Achievable/Accurate), Realistic/Reliable and Timely. K& action can be taken, should occur as qui
the #M° represents measurements, it shouldnt be g4@tossible. Where possible, identify those me
much of a stretch to think 2metrics®. So let's looktght show trends or can be linked to certain cat
SMART Metrics: effect scenarios.

t 4QFDJGJD o NBOZ UJNFT UIMARTIMENEBMN thehlah@dtperencksnpMve

provides an opportunity for creativity. The Ritg,.Gaktedster! After all, what gets measred, Wit d

Hotel measures courteousness by the meljisidihsured SMART, gets done SMART! Try it!
Five First® which means an employee should be the Akhilesh Gulati

first to greet a guest within five feet of approaching
the customer as well as be the first to bid farewell to
the guest when within five feet of his/her de
It's important to choose metrics that relate
processes encountered in the value stream _I\/Iar;ageeme_nt Con;ultants, trSpeC:aliZinge;nn
t .FBTVSBCMF o UIJT NFBO WU/ RPRNing yEasysuasies, oo
number, if possible. Develop metrics that“cart=— Provides training for Tools & Techniques for
obtained or collected easily. For example, tecaméeterprise and Six Sigma Black Belts. Phone: 877-pi
stand whether an advertisement is effectif€; ka#y 909-982-7161 Website: www.pivotmc.com
every call that comes in because of the adp‘? ﬁ(gﬁvns Akhil International, a printing, design and

: al products enterprise. Phone: 866-akhil-4
simple check sheet to note the number/type\gegEdersvww.akhilinternational.com

Past Chair and Senior Member of the
American Society for Quality, San Gabriel
Valley Section. Principal with PIVOT
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FULL SERVIGE DIMENSIONAL
MEASUREMENT LAB  since 5o

For Your Product's Perfection

2L

ACCREDITED

] DCC Full Automation Capability
bf] Contract Inspection & Layout
] Non-Contact Video Inspection
¥] Vane & Blade Profile Analysis
¢ 2D & 3D Digitizing
White Light Scanning
Multi-Sensor System
CAD Solid Madeling
Capability Studies
Roundness Testing
Equipment Sales Consulting

PLUS Jriing, CA  Vigie us @ wonsgplusiabssom
Tl 9428307758 Fait 949.330.7799




SPONSORED BY:
Exam DATE:
LOCATION:

COURSE FEE:
TIME:

SESSIONS/DATES:

REFERENCE BOOK:

TEXT COST:

INSTRUCTOR:

ENROLLMENT:

NOTE:

TO REGISTER (2 OPTIONS):

CQE Refresher Course

Orange Empire Section 0701, ASQ
December 1, 2007 E XAM APPLICATION DEADLINE: October 5, 2007
Alcon Laboratories, located at 15800 Alton Parkway, Irvine, CA.

Exit 405 Freeway at Sand Canyon, go right on Alton Parkway ! mile to Telemetry; turn right into Alcon
parking lot. Use Employee Entrance. Room assignment will be made on the first night.

$400.00 + cost of textbooks
6:00 p.m. B 9:00 p.m.

14 sessions total
Thursday, September 6th through Thursday November 29th (2 Additional class es will be scheduled)

(Topics covered: Management and Leadership in Quality Engineering; Quality Systems Development,
Implementation, and Verification; Planning, Controlling, and Assuring Product and Process Quality; Reliability
and Risk Management; Problem Solving and Quality Improvement; Quantitative Methods)

CQE Primer + Solution Text, Quality Council of In  diana (Required)
Gryna, Quality Planning and Analysis, Latest Ed. (Recommended)
T1 36X Statistical Calculator (Required)

$105.00 for the CQE Primer + Solution Text from Quality Council of Indiana (Order
online at www.qualitycouncil.com or call 800-660-4215.

Linda Howe Garriz (e-mail Linda.Garriz@Alconlabs.com )
Mark Lindsey (e-mail Mark.Lindsey@Disney.com )

Open through September 20, 2007

Class fees must be paid no later than the 3" session and no refunds will be
made after the 3" session. Minimum class size is 8 students.

1. To register on-line for the class go to http://asgorangeempire.org/calendar/

2. Or, fill out Registration Form below using your credit card or make check payable to
OASQ Orange Empire Section 07010 and mail both tAAttn: Margaret Benavides,
15800 Alton Parkway, M.S. 145, Irvine, CA 92618

Note: To register for the Exam , go to http://www.asqg.org




The Southern California Discussion Group of the ASQ Biomedical Division Presents:

RISK MANAGEMEN®hat's different in ISO 14971-2007?

An Industry Roundtable Discussi
Thursday, September 13th, 2007 % 30pm to 8:30pm

A New Version of ISO14971 was released May 18P206ibping and Implementing a successful Riskg¢arentPlan
throughout product life cycles including design @ost-market surveillance.

The second edition of the risk management standard for medical devices, 1SO 14971:2007 has been released; this
standard replaces 1SO 14971:2001. The new 2007 version aligns with the requirements of ISO 13485:2003
providing a model for a risk management system. The standard provides manufacturers with a framework within
which experience, insight and judgment are applied systematically to manage the risks associated with the use of
medical devices. ISO 14971 deals with the processes for managing risks to the patient, the operator and other
people, to other equipment and to the environment. The Risk Management file contains evidence that
demonstrates compliance with the standard; validity of original Risk Management assumptions is demonstrated
after product release. A number of other medical device standards including 1ISO 13485:2003, the Medical Device
Directive (MDD), and IEC 60601-1 3rd Edition reference ISO 14971 in their risk management clauses.

Discussion Leader: Diane Kulisek

Diane Kulisek has over 30 years of practical experience within the Quality profession and is President of
CAPAtrak, LLC, a contract provider of quality assurance and regulatory compliance leadership, services, and
solutions. She has held key management positions within the consumer products, aerospace, and biomedical
industries, most recently as Vice President of Quality and Regulatory Affairs for Spectrum Laboratories. Her career
has included 8 years within the Gillette Company, culminating in Manager of Quality Engineering at Gillette's
Product Development Laboratory in the Santa Monica Manufacturing Center, and 9 years within Rockwell
International, culminating with her role as Associate Product Manager for Avionics & Controls on NASA's Space
Shuttle Main Engine Program. Diane is currently a Deputy Regional Director within the American Society for
Quality (Southwest, Region 7), Chair of the Quality Advocacy Committee for the San Fernando Valley Section of
ASQ, and Chair-Elect for the Food, Drug and Cosmetic Division of ASQ. She is recognized by ASQ as a Certified
Manager of Quality/Organizational Excellence and as a Certified Quality Engineer.

This Roundtable Discussion will utilize the syneugywellersed
Subject Matter Expert along with your Regisingl Regs. Plea
submit your discussion questiolirse ced help make this a val
experience for everyone.

Location: Terumo Cardiovascular
1311 Valencia Ave.
Tustin, CA 92780

Food: Sandwich (turkey/beef/veq), chips, and
beverages provided.
To Register: http://www.acteva.com/booking.cfm?binid=1&bevalD=185%6&va.com.

Members $20-, Non-members $3B-R.U.s Awarded)
To encourage interacgeafing is limitetb the first 40 registrants, so sign up soon!

For more information, contact: Margaret Benavidés3a648Z49%9r e-mail
margaret.benavides@alconlabs.com
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Peabody Service
Incorporated

Your project team—from concept to completion

949-375-0470 complete printing and
Info@peabodysi.com . .
www.peabodysi.com fulfillment services
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GMP & ISO compliance

made easier!

v Over 100 different labels to help meet GMP
regulations and ISO standards — in stock

v Custom labels printed in 2 working days

Qc

Passed

Free catalog
and samples

v Label printing software to create labels

v Prototype SOPs ready to be customized to
your operations

v Signs to identify controlled areas
v Reference books for GMP and ISO compliance

800-637-4487 www.gmplabeling.com
GMP Labeling® Sunnyvale, CA

0306

MEDY EXEC

INTERNATIONAL

0206

Special Offer for
ASQ Orange Empire Members

[m———— === ————

: Free Dessert
with lunch or dinner
I or

: Free Pate & Crudité Appetizer

with purchase of wine

!
|\ Lulu's Créperie Café

I 24781 Alicia Parkway, Laguna Hills |
: 949-855-2222 l
| At the 5 Fwy and Alicia Parkway I

|

] Behind the Laguna Hills Car Wash in the Honali Plaza
I Offer Valid through August 31, 2007 I

Breakfast ~ Lunch Dinner
Tue-Sun: 7:30 a.m. - 2:30 p.m. ~ Fri-Sun: 5:00 p.m. - 9:00 p.m.
www.lulus-cafe.com ~ Lino & Linda Garriz, Proprietors
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