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Hope that everyone had a pleasant and
safe summer break.

Congratulations to the winners of the
2010 Orlando Acevedo Scholarship!
This year there was a tie and the schol-
arship was shared between Melissa Cor-
tes and Michelle Cortes. Thanks to our
section scholarship chair and the selec-
tion committee for their efforts and dedi-
cation to this yearly program that has
benefited many of our members and
their qualified families.

Our section is just beginning the most
active months (September through May)
of our fiscal year (July through June).
Our committee members have been very
active selecting the monthly presenta-
tions and/or local tours. Also, due to the
increased cost of mailing the newsletter
to approximately 700 members of sec-
tions 1510 and 1515, as you know the
newsletter serves both sections, our
committees are researching whether the
section should continue with the monthly
paper newsletter, change to e-mail
newsletter, or a combination of the two.
Rest assured that whatever the final de-
cision is, it is of the utmost importance to
keep our members properly informed.
Remember that another way to keep in
touch is visiting our website at
www.asqsefla.org.

The worst of the hurricane season is
upon us now and we all wish you to stay
out of harms way protecting your family
and property.

Hoping to see you at our monthly gather-
ings,

As of July 1, 2010, | have had the honor of
becoming the new Section Chair of ASQ
Section 1515, Palm Beach County. Prior
to this, | was Education Chair for our Sec-
tion during the 2009-2010 program year.

| would like to begin my term as Chair of
the Section 1515 Leadership team by
thanking my predecessor for the amazing
work he has done to build our Section to
where it is today. If it were not for Jay’s
tireless work in putting together such a
magnificent Leadership Team, | could not
imagine how our Section would have pro-
gressed as far as it has in such a short

time. My sincere thanks to Jay, and all the

members of the 2009-2010 Leadership
Team for all the work they have com-
pleted.

| am truly blessed to be surrounded by my
incredible Leadership Team for the 2010-
2011 program year. Many are carryovers
from Jay’s team; some are in new posi-
tions, while we were also able to attract
some new blood into our team. The fol-
lowing is our Leadership Team for 2010-
2011:

Bob Gilbert — Section Chair

Mikhail Bunich — Arrangements Chair
Guillermo Rodriquez — Secretary and
Membership Chair

Jeremy Montanti — Treasurer

Jay Stahan — Audit, Nominations and
VoC Chair

Charlotte Williamson — Audit Commit-

tee Member
Judy Gottesman — Certification, Re-

(Continued on page 4

Section 1510 Monthly Meeting Email Reminders!

If you would like to receive an E-Mail reminder of Sectidi10 Monthly Dinnet

Meetings, please send a valid e-Mail address in the bbgyur response to Se

tion 1510 Arrangements Chair Chair Rich Eggleston, Emali@igmi-inc.net.
. Please place in Subject Line: “ASQ Meeting Reminder”

Ty




Section 1510 ASQ Certification Refresher Classes

To participate in an ASQ refresher class, please sign up on the web page at www.asqsefla.org. You do not need to be a member
of ASQ to participate in a class. RU’s are earned for class participation. If you have a question regarding registration or class site,
call Mayra Bisnow, Education Chair, at 954-478-0384 or email mbisnow@gmail.com. For course content questions, textbooks,
or ASQ certification, contact Eleanor Chilson at 954-661-5197.
Please sign up at least three weeks before the scheduled class start to assure you have the textbook at first session. Any classes
that do not register a minimum of five students will be cancelled. All classes are refresher classes.

Fee
Includes Time
. materials, Classes are 5:30 pm
Class Class Name RU's handouts and When to 8:30 unless Instructor
text where otherwise listed
applicable
A Internal Auditing for 10 $275 TBD based One day Seminar Kannan Krishnan CQE, CQA,
Quality Systems ’ ondemand | 8:30 am—5:30 pm CQMa, CQIA, CSSBB, CQPA
. . Eleanor Chilson CQE, CQMa,
cQr Ce'rlfglcer?n%lﬁlty 2.1 $400 JA:r?L:j; ; 9 sessions CQA, CQIA and Andy
ry Vouloukos CQE, CRE
Manager of Quality / August
CMQ/OE Organizational 2.7 $450 3 gust, 9 sessions Kannan Krishnan
anuary
Excellence
. . Jim Carbone, CBA, CQA, CQE,
CQE CertgfdinQelé?“ty 3.0 $450 Sel\elt:rTF? eh 10 sessions CQMa, Robert Pintavalle
9 CQMa, CQE, CQA, CSSBB
Certified Software September, . Mercedes Massana CSQE,
CSQE Engineer 2.4 $375 March 8 sessions COA
Certified Quality September, . .
CQA Auditor 2.7 $375 March 9 sessions Jim Carbone
Certified Quality
CQIA Improvement 24 $375 September, 8 sessions Kannan Krishnan
. March
Associate
. August, . .
CQl Quality Inspector 2.4 $375 January 8 sessions Eleanor Chilson
Certified Reliability August , .
CRE Engineer 3.0 $350 January 10 sessions TBD
BPR Blueprinting Reading 2.4 $375 TBD 8 sessions Eleanor Chilson
Certified Calibration September, . .
CCT Technician 2.4 $375 March 8 sessions Fred King - CCT
Auqust Myriam Ochart, CSSBB &
CSSBB | Six Sigma Black Belt 3.0 $450 3 gust, 10 sessions Purav Panathula CQE, CSSBB,
anuary
CQMa
Education Excellence: . Dennise Suarez, Amarilis
EEKK Koalaty Kid Program 1.0 $275 TBD One Day Seminar Acosta, Donna Inglis
DOE [Design of Experiments 3.0 $400 TBD TBD Robert Pintavalle
. September, . Kannan Krishnan & Purav
CSSGB | Six Sigma Green Belt 2.7 $450 March 9 sessions Panathula
Certified Biomedical August, . .
CBA Auditor 2.7 $375 January 8 sessions Jim Carbone

For Certification Exams dates and locations, please

visit the ASQ Certification website at www.asq.org




Certification Review Class Reminder

Classes starting in September

Certified Quality Engineer
Certified Software Engineer
Certified Quality Auditor
Certified Quality Improvement Associate
Certified Calibration Technician
Six Sigma Green Belt

Take the review classes to prepare for the ASQ certifica-
tion exam, as a review the body of knowledge for your
professional development, or to earn Recertification
Units (RU’s) for attending the class.

Classes are open to members and non-members.

Certification Test Sign-up Reminder

This newsletter is full of events that you can use to earn recer-
tification points. If you need to earn your certification, here are
the deadlines to sign up for the next tests that will be adminis-
tered by Sections 1510 and 1515. To sign up, go to
www.ASQ.org.

Oct 15 is the registration deadline for the Dec 4 administration
for the following exams: Calibration Technician, Pharmaceuti-
cal GMP Professional, Quality Auditor, Quality Engineer, Qual-
ity Improvement Associate, Quality Process Analyst, Six
Sigma Greenbelt, Software Quality Engineer.

Jan 14 is the registration deadline for the Mar 5 administration

Six Sigma Green Belt
Training
Sponsored by ASQ Section 1510
Program details:
- Designed for Six Sigma enthusiasts who will perform or fa-
cilitate process improvement activities
Suitable for all areas and all levels within an organization
Nine Saturday sessions from 8:30 AM to 5 PM starting TBD.
Classes planned to begin in March and October pending
sufficient registration.
Location: TBD
Cost $2500 per participant (Breakfast and Lunch included)
Grant money may be available to organizations through the
State of Florida. For details go to www.workforceflorida.com
under ‘Incumbent Worker Training'.

Certification Program includes:

- Six Sigma methodology and DMAIC roadmap
Hands on workshops on Six Sigma process improvement
tools
Hands on training on use of Minitab Software
Successful completion and presentation of a strategically
linked process improvement project.
Six Sigma Handbook by Thomas Pyzdek and Six Sigma
Memory Jogger presented as reference material

Instructors are Six Sigma Black Belt practitioners certified

by ASQ:
Kannan Krishnan CSSBB, CQMa, CQE, CQA, CQIA, CQPA
Purav Panathula CSSBB, CQE, CQMa

Program Benefits:
Competitively priced to accommodate individuals and com-
pany sponsored employees
Credibility of the certifying body (ASQ Section 1510)
Weekend program
Included in this program (not in most other Green Belt Certifi-
cation Programs): Use of Minitab Software, Design Of Ex-
periments (DOE)
Coverage of the ‘Certified Quality Improvement Associ-
ate’ (CQIA) Body of Knowledge
EU Points for ASQ re-certification: 6.0

Prerequisites:
Laptop preferred but not mandatory

Basic math skills

Requirements for Certification:
Attend a minimum of 6 sessions
Present a completed project

For registration and additional information please contact section
Education Chair Mayra Bisnow, at 954-478-0384 or email
mbisnow@gmail.com. You may also register through our section
website www.asgsefla.org

To foster a dynamic environment that will:
- Enable section members to network with peers

in the manufacturing and service industries

Section 1510 Mission

- Provide seminars and courses on the latest quality related tantstopics to facilitate their implementatia

- Lead section members into developing their potential through A&@ification




(Continued from page 1)
certification Chair
Enrigue Bekerman — Program Chair
Gil Lugo — Education Chair
Mauricio Perry — Internet Chair
Denise Sandberg — Publicity Chair
Mindy Gross — Newsletter Editor

On Saturday, July 17", our Leadership Team, along with the
team from Section 1510, attended the biannual ASQ Leader-
ship Training specifically geared to providing the necessary
tools and information to run an ASQ section. Our presenter
from ASQ National was Linda Milanowski who did a great job
of answering all our questions.

On August 4™, our Leadership Team had its first planning
meeting of the 2010-2011 year. We reviewed our Financial
Audit Report for 2009-2010, previewed our budget for 2010-
2011, discussed upcoming program activities, and began
working on our business plan for the year. The 2009-2010
Financial Audit Report has been submitted and accepted by
ASQ National. Great work team! We will be using our Voice
of the Customer (VoC) survey results to focus our attention for
the upcoming year. We are using the feedback to target our
future events and to grow and retain membership. We are
also looking for volunteers to join our Committee Chairs to
grow the individual committees. We feel that this is important
in meeting our Section’s objectives of growing our section and
increasing member loyalty.

Please join us at our many planned events as well as remain-
ing “in Touch” through our website (www.asgpalmbeach.orq)
and The Variant publication. Results of our VoC Survey are
available on the website. Please check them out.

RECERTIFICATION TIPS AND REMINDERS

Have three years passed so quickly that you're ready to re-
certify your ASQ Certifications? Some points to consider that
will make the process quick and easy for everyone:

- Provide corroborating documents for the recertification
units (RUs) that you claim in your journal application.

- Make sure that the RUs claimed were earned BEFORE the
expiration of your certification — if not, they will apply to the
next certification but not the current certification.

- If you're synchronizing two or more certifications, be sure to
have enough RUs accumulated for the shortest period, i.e.,
the certification that expires latest (that you're “pulling in” to
the same date as the first of the certifications that are expir-
ing).

- SIGN THE ETHICS STATEMENT on the Recertification
Journal application! This is critical — without your signature,
the application will not be processed.

- Enclose payment, made out to “ASQ” not to Section 1510
or 1515, not to any person. If you wish to make payment
by credit card, sign the credit card section AND ALSO BE
SURE TO SIGN THE ETHICS STATEMENT — there are
TWO different signatures for two different purposes.

- For Section 1510, please DO NOT send your application
by private carrier (DHL, UPS, FedEx, etc.) — private carriers
cannot deliver to P O boxes.

- Please DO NOT send your application by Certified Mail or
by Express Mail. Certainly these deliver to PO Boxes, but
they require in-person signature for receipt which may de-
lay your application. If you feel you must have delivery
confirmation, pay the much smaller cost (less than a dollar)
and get delivery confirmation through the post office.
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Back Row Gil Lugo, Denise Sandberg, Jay Stahan, Bob Gilbert, EnrigierBhan, Guillermo Rodriguez.
Front Row: Judy Gottesman, Charlotte Williamson, Jgrstantanti.

Absent: Mikhail Bunich, Mindy Gross, Mauricio Perry



ASQ 1515 - Dinner Meeting - September 28, 2010
“The Hidden Aspects of Quality: The Psychology Bdhime Processés

What is It All About? The conventional perception of quality is that it iFa@mework and a system. Hofyv-
ever, contemporary approaches suggest that quality shoutdrbeéuced, developed and cultivated as a culture, &
set of shared beliefs. Refocusing the efforts of quali&gtitioners on changing the way people THINK rathan
trying to change the way they BEHAVE is the core mgssa this workshop.

Psychology plays a major role in the potential for sgscor failure, in the implementation of any qualiitiative.
It is, therefore, essential to become familiar with tools and techniques that are available to quality $soieals
The goal of this workshop is to assist ASQ members torbeanore effective and efficient in implementing qualit
principles as the mainstay of their respective orgapist

What We Will Coverin this exciting interactive workshop, we will discube link between quality managle-
ment elements - Basics of Quality Principles; Leadprdbrganizational and HR Issues; Strategic Planning; fCus:
tomer and Market Focus; Information and Analysis and éa®é&lanagement — and Psychology. We will expldre a
sample of specific case studies that illustratesnipact of psychology on each of the above-mentionedsar

What You Will Learn By the end of the workshop attendants will:
0 Understand how to identify and remove resistémcgiality initiatives;
0 How to define, develop, cultivate, sustain, andsuee organizational culture.
0 How to improve their organization’s performata®ugh the creation and cultivation of a supppr-
tive culture.

The PresenterDoron Zilbershtein is a Naval Architect who has livadlb countries during his career. He
shifted his focus from engineering to organizational developmuath psychology and focuses his research angd in:
terest on organizational culture. Mr. Zilbershtein isemior member of ASQ and judges at the Internatiomamh(te
Excellence Award competition each year. He teache@& NBiality Culture and is the chair of Maritime Qua["ty
Culture in the Society of Naval Architects and Markfregineers. He is currently pursuing his PhD in Industfial/
Organizational Psychology focusing on Small Businessr&sland methods to improve businesses

Date: Tuesday,September 28, 2010

Time: 6:00 p.m.

Place: NCCI, 901 Peninsula Corporate Circle, Boca Raton

Phone: 56:893-1000 front desk for directions only

Cost: $20 for ASQ members, $25 for non-members.Buffeiedimeluded.
Please pre-register atvw.asgpalmbeach.orEFORE Sept 26

R R R R R R R R R R R g
% & ' 5
5
5

$

PRI é&éé&éﬁé@a@éﬁéé&éﬁéﬁé&@éﬁéﬁéﬁ

5

f%a Niy; My Niy; f%a
Niy; i Ni; Niy; Ni;

:
78
e
i



1510 Plant Tour Info
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Future 1510 Dinner Meetings

Save the Date: October 12

Advanced Tools to Meet Market Trends and FDA Requir  ements
Dr. Barry Gujral MBA, Director, Quality Engineering, Noven Pharmaceuticals Inc

The Pharmaceutical Industry is currently facing huge losses due to waste production. The FDA is looking to control variability and
to maintain consistency of pharmaceutical products. Design for Six Sigma (DFSS) and Quality by Design (QbD) share a common
philosophy that is based upon the principle employing a systematic and structured approach to product development. It will in-
crease the amount of process knowledge the development team obtains, thereby allowing them to make better decisions and
increase the probability of successfully developing a quality product which will consistently perform as intended. The experimen-
tal transfer functions which the team generates are simply process models which can be used to better understand, optimize and
predict the expected performance of the process or product. Nonetheless, these equations will help the team to accelerate their
progress along the development path by focusing their efforts on the best options to be investigated.

Barry Gujral is working as a Director of Quality Engineering at Noven Pharmaceuticals Inc, Miami, FL. Prior to joining Noven,
Barry had over 17 years of diverse pharmaceutical and biotechnology industry experience. He served DSM Pharmaceuticals,
Inc. as Coordinator, Process Analytical Technology. Barry completed two projects with the FDA on Statistical Modeling and Qual-
ity by Design.

Barry holds a Master of Chemistry degree from lllinois Institute of Technology, Chicago and PhD in Chemistry from Meerut Uni-
versity. Barry is MBA from Fuqua School of Business, Duke University. He has authored several scientific publications in the ar-
eas of Process Analytical Technology, Lean Six Sigma and Quality by Design. Barry is a certified Lean Six Sigma Black Belt
from NC State University Raleigh. He is author of three textbooks in Chemistry besides a US Patent.

Save the Date: November 9
Overview of FDA Risk-Based Approach Initiative
Peter Perez-Castro

"Overview of Quality Risk Management and the International Conference on Harmonization (ICH)/FDA Q8, Q9 and Q10 Guide-
lines. ICH Guidelines Q8 (Pharmaceutical Development), Q9 (Quality Risk Management) and Q10 (Pharmaceutical Quality Sys-
tem)"

Peter 20+ years of experience working with Health Care Industry’s leading companies. His background includes Project Manage-
ment, Research and Development, Quality Assurance, and Manufacturing Operations. Throughout his career, he has led and
supported R&D Technical/Product development projects; written, reviewed and approved validation documentation and correc-
tive/preventive actions documentation associated with continuous improvement, customer complaints and audits. He has a BSI
(British Standards Institute) ISO 9001:2000 Lead Auditor certificate and 6 Sigma training.
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Employment Opportunities

Ads for individuals seeking positions are free to ASQ Section 1510 / 1515 members and subject to space availability.
Ads for open positions in a quality related field are free and not limited to ASQ members.
To place an ad, contact Placement Chair, Eleanor Chilson, (954)661-5197, or chilsone@bellsouth.net

Verify / VSC is continually searching for Independent Contractors with a background in Quality. Experience in the Defense and Aero-
space Industry preferred. If you are interested, please send all inquiries via email to recruitment@vscnet. com. You can also visit our
website at www.vscnet.com for more information on our company.

QA professionals having backgrounds in engineering, manufacturing and quality. Gaumard designs and manufactures more than 200
simulators for health care education. These products include mechanical, electronic and software components. Responsibilities include de-
veloping procedures for inspection and testing of incoming components, work in process, and finished goods; reporting quality and reliability
data; evaluating and reporting upon customer returns. Send resumes to john@gaumard.com.

Perrigo Florida in Lake Worth is searching for a Project/Process Engineer . This position will be responsible for driving capital projects for
Perrigo Florida as well as drive the day to day operational process enhancements. Responsibilities including the following; oversee or per-
form the preparation of system design documentation including User Requirements Specifications (URS) and Functional and Design Specifi-
cations (FDS), implement change control, validation planning, equipment selection, specification development, design documentation, pro-
curement activities, contracted engineering services, and construction management, provide installation oversight of equipment supplied us-
ing in-house, vendor, or contracted resources to ensure compliance with designated user requirements and cGMPs. The qualified person
must possess a bachelor degree in Engineering or a closely allied discipline and a minimum of three years engineering experience preferably
in a finished pharmaceutical setting. For a full description or to apply to this position please email Elizabeth.Evangelista@perrigo.com.

Experienced Quality Assurance Inspector  (Boca Raton, FL), Reply to: job-b2sad-1771942515@craigslist.org

Local Bio Tech medical device start up company is looking for an experienced Quality Assuarance Inspector. Ideal candidate will have a
minimum of 3 years experience as a quality inspector in medical device manufacturing environment. Will be responsible for inspecting and
testing medical devices for quality of assembly, labeling, banding and packing upon receipt from manufacturer; assisting with performance of
incoming receiving inspection; monitors the receipt, processing and applicable regulatory reporting of customer complaints; evaluates, imple-
ments and maintains quality system software applications. Has excellent verbal and written communication skills. Fluent in English. May be
involved in handling FDA and third party audits. Position may be hourly- contract to start, part- time flexible based on need. Please send re-
sume.

Quality Supervisor  Confidential posting in the Midwest Description Generate test reports, recommend corrective and preventive actions.
Identify quality issues during inspections of defective products at the root cause level. Inspect products to verify compliance with customer,
Federal and State requirements. Collect and organize testing data into a Lesson Learned process.

Requirements:  Knowledge of industry and regulatory requirements. Bachelor’s degree in engineering or quality. Experience with consumer
products (that plug-in), not automotive. Ability to talk with engineers and third party laboratories about product requirements. Knowledge of
AQL testing. Knowledge of statistics. Contact: Donna McKinney,Jim Kay & Associates, Inc., donna@jimkayassociates.com

Quality Manager Confidential posting in the Midwest Description Generate test reports, recommend corrective and preventive actions. Iden-
tify quality issues during inspections of defective products at the root cause level. Inspect products to verify compliance with customer, Fed-
eral and State requirements. Collect and organize testing data into a Lesson Learned process. Requirements : Management experience.
Knowledge of industry and regulatory requirements. Bachelor's degree in engineering or quality. Experience with consumer products (that
plug-in), not automotive. Ability to talk with engineers and third party laboratories about product requirements. Knowledge of AQL testing.
Knowledge of statistics. Contact: Donna McKinney,Jim Kay & Associates, Inc., donna@jimkayassociates.com

QUALITY ENGINEERING MANAGER (Indiana) Opportunity with major food processor to lead product and process improvement efforts for
the company's processing plant . Set quality expectations and monitor results. Tracks key quality performance indicators. Document Stan-
dard Operating Practices [SOP] and Process/Product Flow. Perform food safety inspections. DESIRED SKILLS: Food Manufacturing, Qual-
ity, Product Enhancement, Regulatory, Process Improvement, Good Manufacturing Practices, HACCP, Manufacturing Systems, Food Tech-
nology Bachelor’s degree — Engineering or Food Science preferred Statistical Process Control [SPC] skills Ability to implement control sys-
tems and solve process control problems. At least 5 years of experience in a food environment CONTACT: Jessica Dwyer jessi-
cad@kinsa.com # 414-421-2000 ext. 207

Central Admixture Pharmacy Services , Inc. (CAPS), a subsidiary of B.Braun Medical Inc., is a state licensed pharmacy also operating as a
manufacturer registered with the FDA. CAPS services originate from a free-standing facility with a focus to provide daily admixing and deliv-
ery of parenteral drugs, solutions, and nutrition. We are currently seeking a Commitment Tracking Specialist to work in our Miramar, FL
Pharmacy. The Commitment Tracking Specialist is responsible for tracking, trending, and notifying the CAPS QA Project Leader of all reme-
diation plan activities.

Essential Functions:  Documents, tracks and trend all activities during the pre-certification phase and during certification of facilities, Pre-
pares weekly, monthly, and quarterly status reports before and after facility enhancements for CAPS. Collects and archives all evidence as-
sociated with CAPS remediation activities such as validation protocols, equipment validations, audit evidence binders, audit responses, and
other related documents. Bring /drive open observations to conclusion. Take initiative to aggressively pursue open action items and reports
results to Project Leader in a timely basis. Must have analytical ability - e.g. problem solving not just a recorder of dates / filing of documents.
Exposure to data base software a plus (LiveLink to route various documents/ store project information etc.)

Qualificaitons : candidates must possess a BS Degree in Science (Microbiology or Chemistry) from an accredited school and 2 years of
professional experience in QC/QA organization and Regulatory Compliance of the Medical Industry and Allied Health Science.

Contact:  please visit us on the internet at www.bbraunusa.com, Kacie Brinker, Human Resources Assistant, Central Admixture Pharmacy
Services, B. Braun Medical Inc., Ph: 610-997-4213, Fax: 610-849-5208

More Employment Opportunities On Website

Please visit the Career area of the Section 1510 website for the most current and complete listing of opportunities
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Section 1510 Plant Tour — Daytime Event

HEARTWARE INC in Miami Lakes
Tuesday, September 14
Host: Andres Toledo, Senior Director, Manufacturing & Facilities

See page 6 for company details

Hurry, Space is limited to 20 participants.
1 hour plant tour followed by a 30 minute presentati on
Registration Deadline: Sunday, September 12, 12:0 0 Noon
Meeting Date / Time: _ Tuesday, September 14, 1:15 pm — 3:00 pm
Location: HEARTWARE INC. 14000 NW 57th Court, Miami Lak es FL 33014

Register online www.asqgsefla.org

This event is limited to paid ASQ members and free of charge.
Contact for questions and any upcoming Monthly Sec tion meetings is Arrangement Chair Rich Eggleston
Email: rich@pmi-inc.net.
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