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   The Official Newsletter of  the ASQ Orange Empire Section February 2011

Section Chair Column - ASQ Letter from the Chair
Please join me in 
welcoming 2 new 
memebrs of our 
Leadership Team. Anet 
Ant is our new Vice 
Chair and Laurie 
Patton is our new 
Secretary. They will 
both serve through the 
current terms through 

June 2011. Our next elections will be in a few months 
for term period of July 2011 Ð June 2012.

The Service Quality Division has updated their 
Powerpoint presentation about the division and what it 
has to offer. We feel that this material provides valuable 
information for all ASQ members regardless of the 
industry in which they work.

Please follow this link to the SQD Power Point.http://
asq.org/service/about/index.html

If you did not receive an email, see the information in 
quality Progress, or weekly ASQ newsletter. The 
National Graduate School of Quality Systems 
Management has collaborated with ASQ to introduce 
degrees in Quality Systems to ASQ members. This 
spring, ASQ members can earn the degree in the field 
they know and respect. Taught through theory and 
practical application, ASQ members can take their 
knowledge of quality to a higher level with this degree 
and create an impact in their organization through 
delivery and best practices.

You may have seen their ads about their accelerated 
online program on the ASQ website or in Quality 

Progress magazine informing members of their accelerated, 
online degrees in Quality Systems Management starting 
March 18th. They are offering special incentives for ASQ 
members; please view the list of incentives at www.ngs.edu/
asq.

I received a few inquires this past month regarding refresher 
courses. 

The refresher courses are offered just prior to the 4 
certification exams supported by the section and traditionally 
held at Alcon Labs. The refresher courses typically run 9-10 
weeks for 3 hours per week (Monday, Wednesday, or 
Thursday evenings) and cost $400.00.  Because of the large 
Body of Knowledge, the Black Belt and the Quality Engineer 
refresher courses are 15 weeks long and run $500.00 per 
student. The section is continuing to offer the 50% discount to 
those refresher class students that are unemployed.  This 
special program will be supported through the end of this 
year.  Proctored exams are offered the first Saturday in March, 
June, October, and December with each exam offered twice 
during this annual cycle. We publish information on the 
specific refresher courses that are availible in this publication 
as well as posting them on our calendar. 

Hopefully you will be able to join us at our February event.

Ed Matthews, MBA, CMQ&OE, CSSBB, Lean Master

Chairman ASQ Section 0701

SCOPE



February 8 Dinner Meeting
Doubletree Hotel, 201 E. MacArthur Blvd,  Santa 
Ana                                                                                        

5;45 PM, Clinic # 1, ITAR: 
Understanding Compliance 
and Preparing your 
Defense presented by Mark 
Stevens. Controlling the 
export of munitions,  and 
technology is an important 
element of U.S. foreign 
policy. The Arms Export 
Control Act (AECA) and 

the Export Administration Act (EAA) provide the 
statutory authority for U.S. exports. The AECA controls 
the export of munitions and technical data. It is 
implemented by the Dept of State International Traffic in 
Arms Regulations (ITAR). Many organizations are 
unfamiliar with the regulations. "It is the law that 
ANYONE with ITAR or EAR restricted items must 
safeguard them from any unauthorized export to a 
Foreign Person; denied party; or embargoed country". 
This presentation is designed to provide a brief overview 
of both the mandatory and voluntary requirements, 
pitfalls and how they interact and is not intended as legal 
advice.

5:45pm Clinic # 2, Ed Matthews will present Value 
Steam Mapping -  PART 2 OF 3.  One of the principles 
of Lean is identifying value and eliminating waste. Value 
Stream Mapping is a Lean tool which provides a view of 
value versus non value added activates of your process. 

Once you have a visual view of your process you can 
begin to reduce the amount of non-value added activities. 
This results in reducing your cycle time and in turn 
improves your competitive position.  A three (3) part 
clinic will be broken down into:

Part 1: January 11th, 2011: Preparing for conducting a 
Value Stream Mapping activity

Part 2: February 8th, 2011: Conducting the Value Stream 
Mapping activity

Part 3: March 8th, 2011: What to do with the findings 
from the Value Stream Mapping activity

 6:45 pm Dinner will be served

At 7:30 pm, the dinner topic will be "Quality in Data 
VisualizationÓ presented by Michael Scofield.  You can't 
"do" quality without measuring processes and outcomes.  
Generally, the more data points the better, but intuitively 
grasping a large amount of data in a tabular form is 
nearly impossible for most of us.  This is why charting 
becomes so important.  But incorrectly created, charts 
can be misleading.  After reviewing the data-to-
information life cycle, we will look at techniques to 
convert tabular data into meaningful information which 
appeals to the human eye-brain combination.  The 
ultimate goal is to create in the mind of a decision-maker 
a clear understanding of reality and the processes and 
outcomes.  In addition to the basic charting techniques, 
we will look at some advanced methods.  We will also 
discuss how to handle discontinuities in time-series data, 
and how to normalize data to give a better picture of the 
reality which the data describes.  

Michael Scofield is an Asst. Professor of Health Information Management at Loma 
Linda University.  He also speaks widely on topics of data management, including data 
quality assessment, data warehousing, and data visualization. His lectures before 
professional audience span the United States as well as Australia and the U.K.  He has 
numerous articles published in technical journals on data quality and data architecture.  
He also has humor published in the L.A. Times and other journals.  

Ed is a process Improvement Leader with Honeywell Building Solutions. As part of 
his role he trains and coaches teams in the use of Lean Principles and tools for 
improving their business processes. Ed is a Certified Lean Master, Certified Six Sigma 
Black Belt, and a Certified Manager of Quality / Organizational Excellence. He has 
over 30 years experience in operations management. Ed also has a BS Management 
and MBA from Rutgers University.

Mark Stevens started his career with McDonnell Douglas in 1977. During his 17 years 
with MD, he worked various programs including Space, Military and Commercial. Mr. 
Stevens expanded his Quality background by spending over 5 years with a leading 
registrar as a Director and Aerospace Business Unit Manager, where he performed 
hundreds of ISO and AS9100 assessments at various NASA and Prime facilities. Mr. 
Stevens was recognized by the NASA Quality Leadership Forum and by the JPL Office 
of the Management System as a unique resource for his expertise in implementing and 
assessing ISO and Aerospace standards: AS9100, AS9102, AS9103, AS9003, AS9120.    

Photo not provided



   

Consulting Stations:

Open Between: 8:30 am to 12 pm

and

1:00 pm to 4:30 pm

10 minute individual consulting briefs will run 
concurrently throughout the day

Participants will be able to meet one-on-one with Subject 
Matter Experts on a first come, first serve basis, at the 
various Consulting Stations.
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Leadership Team 2011

Welcome New 
Members !  

New Members in 
December 2010
Natalie Appadurai
Ezra Bezalel
Jessica Bianco
Tony Bui
Hande Cardak

Sarah Coy
David Dauncey
Sean Feng
Nader Kamal Gerges
Zareh Gharapetian
Kathleen Gonzalez
Patsy Granillo
Sandra L. Hazelton
Charmaine Kanno
Tatiana Kevork
Natsuko Kubori
Donna M. Litwinski
Gabriel W. Mahoney
John McFarland
Gabbie Moran
Clemente D. Netro
Patricia Nordquist
Bob Olevson
Jotsnaben N. Patel
Nick Pham
Julio E. Quijas
Alan Rachman
Scott Rheinish
Scott A. Rogers

Deb Rubak
Gary Speiginer
Nutha Stotz
Ralph Tatgenhorst
Henry To
Athena Vasquez
Summer Xu
Brad Zylstra
New Members 
in !November 2010
George Adly Abdalmalak
Boyega Ajayi
John Boice
Kathryn Bucher
Linda Butcher
Dulce Amor Butoi
Joshua Chang
Roy Ditching
Valerie Dudley
Cheryl L. Gallagher
Guneet Gandhi
Jay Garcia
Stephen E. Goode
Keith Handa

Kathy Hoover
Jenny Lam
Bijal N. Lee
Ingrid J. Lin
Robert M. Mckinlay
Charles Mel
Medhat S. Mikhail
Bryan Nuesse
Lucy Rems
Jack P. Sowin
Julie Suon
Yaw Yang
Mac Yeomans
All new members are 
eligible for free 
admission to a dinner 
meeting within 3 
months of becoming a 
member. Please contact 
Vinay Goyal for a free 
voucher at 
vinaygoyal@sbcglobal.net

Chair
 Ed Matthews
  C: (714) 686-6638
  E-mail: Ed.Matthews@Honeywell.com

Vice Chair
  Annette Ant
  C: (949) 903-3274!
  E-mail: anetteant@hotmail.com
Secretary
  Laurie Patton
  E-mail: laurie.patton@cox.net
Treasurer
  Aaron Reddoch
  C: (714) 325- 8646
  E-mail: aaronreddoch@yahoo.com

Programs Chair
  Dave Nagy
  W: (714) 883-9305
  E-mail: daven@boleroassociates.com

  Volunteer Audit Chair
  Dale Becker
   E-mail: trquality2@msn.com

Career Chair
  Sharon Dalmage

  E-mail:  sdalmage@gmail.com
  Phone: (714) 808-4575

Arrangements Chair
  Ed Arpawong
  E-mail: asq0701@cox.net

Publicity/Internet Chair
   Steve Martin
      W: 714- 985-3022
    E-mail: smartin@bbspecialties.com

Education Chair
  Margaret Benavides
    W: (714) 654-2479
  E-mail: qamargaret@gmail.com

  CertiÞcation/Renewals
    Karen Gaynor
  W: (949) 753- 6248
    E-mail: Karen.Gaynor@AlconLabs.com
  Examiner
    Hassan Farah
  C: 909-261-3517
  E-mail: hfarahasq@gmail.com
       
Technology Chair
  Bivor Shrestha
  C: 813- 464-1903
  E-mail: bivor_shrestha@edwards.com
Financial
Auditing Chair
  Darrell Moyer

  H: (562) 795-5990
  E-mail: darrellmoyer@sbcglobal.net

Nominating Chair
  Don Shannon
  E-mail: don_shannon@cox.net
Deputy Regional Director
 Gene Underwood
  H: (949) 830-2262
  E-mail: Hillbillie9@aol.com

Membership Chair
  Vinay Goyal
  W: (714) 876-3921
  E-mail: vinaygoyal@sbcglobal.net
 
Outreach Chair
 Bob Mehta  
  W: 949-510-9138
    E-mail: bobasq0701@gmail.com
ASQ Regional Director, Region  7
  Elias Monreal             
   E-mail: emonreal@itde.com

SCOPE Editor
   Luke Foo
    W:  (949) 743-9208
  E-mail: Luke.Foo@sppirx.com

Please contact the Leadership Team and tell us how to serve you better



Mail RecertiÞcation Packages to :
Alcon Laboratories

Attn: Karen Gaynor QADC
15800 Alton Parkway, Mailstop 145, Irvine, CA 92618

Course Next Exam Prep 
Start Date

Exam Dates Application 
Deadline

CQA Biomedical Jan. 5, 2011 Mar. 5, 2011 Jan. 14, 2011

CQI/CQT Jan. 6, 2011 Mar. 5, 2011 Jan. 14, 2011

CQM Org Excellece Jan. 3, 2011 Mar. 5, 2011 Jan. 14, 2011

Why Become Certified? In todayÕs 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.

Bolero Associates, LLC
www.boleroassociates.com714-634-4441

Dave Nagy, Principal

Bolero Associates, a 
consulting company 
focused on increasing 
productivity, improving 
processes, and 
improving the bottom 

line for our clients.

¥ QMS ISO 9001:2000, AS9100, and TL 9000

¥ Team Problem Solving and Decision Making

¥ Change Management - Achieve your vision

¥ Innovative Supply Chain Solutions

¥ Communication Development

¥ Leadership Development

¥ Baldridge & CA Quality Strategy Deployment

California State University, Fullerton
University Extended Education
www.csufextension.org/quality

Assure Your
Competitive Excellence
Get the leading-edge professional development you need with
Cal State Fullerton!s wide range of certificate programs.
Areas of focus include:

! Business Analyst
! Business Intelligence
! Engineering
! Green and Sustainability
! Information Systems

! HR & Leadership
! Project Management
! Six Sigma
! Custom Workforce Solutions

Éand much more!

7062



EDUCATION    

Certified Quality Inspector / Certified 
Quality Technician  Exam/Prep 
Course
To register, visit our website:
www.asqorangeempire.org
Location: North Orange County Community College, 
1830 W. Romneya Drive, Anaheim, CA 92801, Room 
100B

Exam Date: March 5, 2011
Exam Application Deadline: January 14, 2011

Course fee: $400 plus cost of textbooks. Scholarships 
are available - contact Education Chair. 
$300 if register 1week before class, $200 with proof of 
unemployment.

Time: 6:00 pm - 9:00pm. 2.7 RUÕs will be given for 
this 27 hr course.
Session/Dates: 9 sessions total: Thursdays from Jan.6, 
2011 to Mar. 3, 2011. 

Will Cover: Inspection & Test techniques and 
Methods, Metrology, Calibration, GD&T, Basic 
Statistics, Statistical Process Control, Capability 
Analysis, Acceptance Sampling, etc.  Also covers 
strategies/tips for preparing & taking the exam (One 
additional class TBD)

Reference Books: Quality Council of Indiana CQI or 
CQT Primer, Latest Edition with solutions (Required)
Griffith, Quality TechnicianÕs Handbook, Latest Ed. 
(Recommended). $100.00 for either CQI or CQT 
Primer/Solution Text  to be purchased by the student 
directly through the Quality Council of Indiana @ 
1-800-660-4215 or at www.qualitycouncil.com prior to 
the first class

Instructor:  Vinay Goyal 
(vinaygoyal@sbcglobal.net)   
Aaron Reddoch(aaronreddoch@yahoo.com)  
Linda Garriz ( Linda.Garriz@alconlabs.com)

Enrollment: Open through Jan. 20, 2011. Class fee 
must be paid by the 3rd session. No refunds after the 
3rd session. Minimum class size: 8 students.

CQA - Biomedical Certification Exam/
Prep Course
To register, click here:
http://guest.cvent.com/d/ydq58t/1Q
Location: Alcon Labs, 15800 Alcon Pkwy, Irvine, CA

Exam Date: March 5, 2011
Exam Application Deadline: January 14, 2011

Course fee: $400 plus cost of textbooks. Scholarships are 
available - contact Education Chair. 
$350 if register 1week before class, $200 with proof of 
unemployment.

Time: 6:00 pm - 9:00pm. 3.3 RUÕs will be given for this 
33 hr course.
Session/Dates: 11 sessions total: Wednesdays from Jan. 
5, 2010 to Mar. 2, 2011. Two sessions TBD.

Will Cover: Will cover: Food, Drug, & Cosmetic Act, 
Quality System Regulation, Medical Device Directive, 
ISO 9000:2000, ISO 13485, Audit Requirements, QSIT, 
Domestic and International Standards and Guidelines, 
Sterilization, Biocompatibility, Environmental Control, 
Software, Laboratory testing, etc.   Also covers strategies/
tips for preparing & taking the exam 

Reference Books: The Biomedical Quality Auditor 
Handbook, ASQ Quality Press (Order #H1171)   
Member Price - $66.15; List Price - $ 110.25.
The FDA and Worldwide Quality System Requirements 
Guidebook for Medical Devices, Second Edition (e-
Book) Member Price - $57.00; List Price - $ 95.00.
Arter, Dennis R., Quality Audits for Improved 
Performance, 3rd ed., ASQ Quality Press, 2003 (Order 
#H1180) (or any quality system audit textbook as 
reference)
Instructor: Linda Howe Garriz 
(linda.garriz@alconlabs.com) 
Mark Lindsey (Mark.Lindsey@disney.com  cell 
714-273-2678)
Enrollment: Open through Jan. 28, 2011. Class fee must 
be paid by the 3rd session. No refunds after the 3rd 
session. Minimum class size: 8 students.



EDUCATION    

Certified Manager of Quality & Organizational Excellence Exa m Prep
To register, click here:
http://guest.cvent.com/d/ydq58t/1Q
Location: Alcon Labs, 15800 Alcon Pkwy, Irvine, CA

Exam Date: March 5, 2011
Exam Application Deadline: January 14, 2011

Course fee: $400 plus cost of textbooks. Scholarships are available - contact Education Chair. 
$350 if register 1week before class, $200 with proof of unemployment.

Time: 6:00 pm - 9:00pm. 2.7 RUÕs will be given for this 27 hr course.
Session/Dates: 9 sessions total: Mondays from Jan. 3, 2010 to Feb. 28, 2011. 

Will Cover:  Leadership, Strategy Development & Deployment, Quality Management Tools, Customer Focused 
Organizations, Supplier Performance, Management, & Training/Development.  Plus, strategies/tips for preparing 
& taking the exam.  

Reference Books: Certified Quality Manager of Quality/Organizational Excellence Handbook (Required)
The Memory Jogger II (Recommended - Pocket Guide of Quality & Planning Tools)
Students to purchase prior to class.  CQM/OE Handbook  $63.00 available from ASQ Quality Press at http://
qualitypress.asq.org Item#H1264 or call 800-248-1946.
The Memory Jogger II  $10.95 available from GoalQPC at http://www.goalqpc.com or call 800-643-4316

Instructor: Eliot Dratch (Contact at 714-993-1220 X270 or DratchE@aol.com)
Mark Lindsey (Contact at 714-273-2678 or mark.lindsey@disney.com)
Bob Mehta (Contact bobasq0701@gmail.com) 

Enrollment: Open through Jan. 20, 2011. Class fee must be paid by the 3rd session. No refunds after the 
3rd session. Minimum class size: 8 students.



Ad 
Size

Inch 
Size

1 
Issue

6 
Issues

12 
Issues

Full 
page

8.5Ó x 11Ó $200 $1,100 $2,000

1/2 
Page

7.5Ó x 
4.912Ó

$110 $605 $1,100

1/4 
Page

3.667Ó x 
4.912Ó

$70 $385 $700

Ad 
Size

Inch 
Size

1 
Issue

6 
Issues

12 
Issues

Business 
Card 
(1/8 
Page)

3.667Ó x 
2.36Ó

$35 $195 $350

Checks should be made to: ASQ Orange Empire Section, 
and mailed to ASQ, PO Box 14183, Irvine, CA 92614, with 
ad copy, instructions for placement, and frequency. SCOPE 
Editor: Luke Foo 949-743-9208 or luke.foo@sppirx.com

eScope Ad Rates

The TreasurerÕs position will be open in July 
due to Aaron closing out his term as 
Treasurer, and we could sure use your help.

Please contact Don Shannon if interested at 
Don_Shannon@cox.net

Are You Good With Money?

Congratulations!
James Gonzalez has won the drawing for a free 
dinner at the monthly ASQ meeting held at the 
Doubletree Hotel every 2nd Tuesday at each month.  
Please join us at the next meeting, and you too may 
win a chance for a free dinner!



Professional Development 
Courses
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Change. Cult ivated.

Congratulations to the following 
members who have sent in their 
recertification packages:

Robert J. Mitchell

Dinesh Chandra Saxena

Jagdish Namdeo Gaikwad

Jose Arrastia

Patrice Anne Norton

Daphne F. Berry

Steve Foster

Tiffany L. Abrams

Normelita Mendoza

Clement Tam

Dan Modi

Peter R. Schroeder



 

Going Green
In this section our intention is to share interesting 
articles, books, and web-links related to Green activities 
with our readers. We hope that some articles will have 
some money saving ideas for our members and at the 
same time help them to contribute their fair share in 
saving our planet from pollution and thus environmental 
hazards. 

From time to time we also publish and have clinics (at 
dinner meetings) on regulations related to Environmental 
Health and Safety (EHS), and Product Environmental 

requirements. 

If you want to share or publish any article in this section of  Going Green, 
please contact Vinay Goyal at vinaygoyal@sbcglobal.net

What is a Carbon Footprint?

ÒA carbon footprint is a measure of the impact our activities have on 
environment and in particular climate change. It relates to the amount of 
greenhouse gases produced in our day to day lives through burning fossi l 
fuels 1 for electricity, heating and transportation etc.

Carbon footprint is a measurement of all greenhouse gases we indivi dually 
produce and has units of tons of carbon dioxide equivalentÉÉ..Ó  Read 
more:  http://www.carbonfootprint.com/carbonfootprint.html

1 Fossil fuels  come in three major forms-coal, oil, and natural gas. Because  
fossil fuels are a finite resource and cannot be replenished once they are 
extracted and burned, they are not considered renewable.

2 The term renewable energy  generally refers to electricity supplied from 
renewable energy sources, such as wind and solar power, geothermal, 
hydropower, and various forms of biomass. These energy sources are 
considered renewable sources because they are continuously replenished 
on the Earth. Corn ethanol is one of the most widely used renew able energy 
source. 



 

Meet the Leadership Team
Please join us in welcoming our newest Leadership Team member, Laurie Patton, 
Section Secretary.  

Laurie Patton - Secretary
Laurie Patton earned her BachelorÕs (magna cum laude) and MasterÕs degrees 
from California Polytechnic University, Pomona. She also earned a Certificate 
in Global Business Management from the University of Phoenix. With over 20 
years as a business excellence professional in technology and healthcare, she 
has assisted leaders with strategic planning, establishing balanced scorecards, 
leading audit and process improvement teams, and introducing best practices. 
She has also managed quality management systems, customer loyalty programs, 
and an internal ISO audit program. She completed training as a Six Sigma Lean 
Black Belt while at Unisys Corporation and has experience with both DFSS and 
DMAIC projects.   For 11 years, Ms. Patton has been a volunteer senior 

examiner for the California Awards for Performance Excellence (CAPE) ª state quality program. In 
addition, she has served as chair on the senior examiner, process management, and training committees 
and received the Volunteer of the Year award in 2006.  She has also participated as an evaluator for the 
California Team Excellence Awards (CTEA) program. Ms. Patton was recognized in the National DeanÕs 
List publication for two years and was a member of Phi Kappa Phi and Sigma Tau Delta academic honor 
societies.  As an alumnus, she served on the Cal Poly University Alumni Advisory Council for four 
years.  She is a member of the American Society for Quality and Toastmasters International.



continued on next page

Become an IPC-A-610 
and 

EIA J-STD-001 
Certified IPC Specialist

Get Knowledge! Get Certified!  Get Noticed!

For more details: Contact Vinay Goyal
vinaygoyal@sbcglobal.net
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continued on next page

Software Safety & Quality Process Improvement

Thursday, February 24, 2011
Presented by:

Orange County Regulatory Affairs Discussion Group 

Location:        
Beckman Coulter, Inc.
250 S. Kraemer Blvd.

Training Center, Building #A (entrance is off of Kraeme r Blvd.)
Brea, CA  92822

Program Managers:
Phyllis Morey, Medical Device & IVD Consulting  

Kim Walker, RAC, Global RA & QA Consultant

Host: 
Eri Hirumi, RAC, Group Manager of Regulatory Affairs, Be ckman Coulter, Inc.
  
Speakers:  
James W. Over, Member, Technical Staff, Software Engine ering Process Management 
Program, Software Engineering Institute (SEI), Carnegi e Mellon University  
  
Markus Weber, Principal Consultant, System Safety, Inc.  
  
Carl Wyrwa, Director Software Quality, Beckman Coulter, Inc.  

Agenda  
5:00 - 6:00 pm  
     Registration/Networking with Buffet Dinner 

 6:00 - 6:45 pm  
     Markus Weber, System Safety, Inc.  
 6:45 - 7:30 pm  
     Carl Wyrwa, Beckman Coulter, Inc.  
 7:30 - 8:15 pm  
     James W. Over, Software Engineering Institute (SEI), Carn egie Mellon University  
 8:15 - 8:30 pm  
     Additional Q&A  
 8:30 - 9:00 pm  
     New for OCRA in 2011: Round Table Discussions (hot topics, continued discussi on on tonight's topic, 

seasoned professionals help mentor those new to the indu stry)  



 
Meeting Synopsis:  
The FDA acknowledged ISO 62304 as a recognized software develo pment standard in 2009.  
Developing Medical Device Software to ISO 62304 provides a glo bally accepted development 
process.  This standard calls for the assignment of a safety class to in dividual software items 
and units.  This session will discuss the application of this standard as i t relates to various 
types of medical devices. 
  
Team Software Process (TSP) and Personal Software Proces s (PSP)  
The TSP is a process used by software teams to better plan and manage software projects.  
It enables the development of products with higher quality at a low er cost.  It is an 
operational process, integrated measurement framework, and compreh ensive quality 
management practices.  The PSP is a process used by individuals who par ticipate on a team 
using the TSP.  Individuals measure and analyze their personal  software process and use the 
data to improve their performance.  The TSP and PSP are registere d service marks of 
Carnegie Mellon University.  
  
TSP PSP Highlights  
!  Team Software Process Overview  
!  Personal Software Process Overview  
!  Key Planning & Quality Practices  
!  Key Software Process Data  
!  Getting Started with the TSP & PSP  
  
Speaker Bios  
James W. Over, Member, Technical Staff, Software Engine ering Process 
Management Program, Software Engineering Institute (SEI ), Carnegie Mellon 
University  
     Jim Over is a Senior Member of the Technical Staff at Software Engineering Process 
Management, Carnegie Mellon University. Jim has led SEI's TSP Initiative since its inception, 
transitioning the TSP into organizations in the United States and abr oad. He joined the 
Software Engineering Institute (SEI) in 1987 and has been man ager of the Team Software 
Process Program at the SEI since 1994.   
  
     Jim has more than thirty-five years of technical and m anagement experience in the 
software engineering industry. He received an award in March 2 000 from Boeing Corporation 
for innovation and leadership in software process improvement. H is interests include process 
and quality management. Jim is the co-author of several SEI publications on software 
process definition and improvement. He attended Northern Illinois U niversity  
 

Markus Weber, Principal Consultant, System Safety, Inc.  
     With a background of electrical and embedded system engineering Markus Weber 
specializes in the development and regulatory compliance of critical  embedded systems and 
software. Mr. Weber is the founder and principal consultant of Sy stem Safety, Inc. in San 
Diego, CA , which provides safety engineering services for the medical device and process 
industries. Mr. Weber is accredited by various regulatory agencies to  perform compliance 

testing and technical audits. He participates in the development of inter national safety 
standards and advises major corporations as well as start-up companies o n 
safety and compliance issues. As a consultant, he works closely with  T†V 
Product Service and has been T†V lead engineer for the certificati on of safety critical PLCs as 

well as critical medical devices in the U.S. Educated in Germany as electrical engineer,   



Mr. Weber focuses on embedded systems safety, software safety, risk management and the 
application of international regulatory requirements.    
  
Carl Wyrwa, Director Software Quality, Beckman Coulter, Inc.  
     Carl Wyrwa is Director of Software Engineering at Beckm an Coulter, Inc. located in Brea, 
California. He has been involved in the development of softw are controlled medical devices 
for more than 36 years. His responsibilities have included medica l device software 
development, software quality assurance, software standardization, 21 CFR Part 11 
compliance, and the management of worldwide information systems a nd services. He is a 
member of the advisory committee and instructor for the medical pro duct development 

REGISTRATION OPTIONS
Follow the steps below to register online.  
Use the Online system to receive an immediate receipt an d immediate confirmation.  
Be sure to log on or create a new user profile before r egistering  
http://ocra-dg.org/

MULTIPLE REGISTRATIONS:  
Our system is set up for one registration at a time.  To register multiple people from your company, you can simplify the 
process by faxing us a cover page on your company letterhead listing the names of your attendees along with their title 
and email address.  Supply a credit card number and expiration date or let us know that a check will be mailed (note 

first paid basis of this meeting).  If you need a receipt, please let us know to whom it should be emailed.   
SINGLE REGISTRATION:  
Log on to the OCRA Web site with your username and password or create a new user profile: http://ocra-dg.org/ 
Once you are logged on, click on "Register for a Meeting" on the right-hand side of the page.  Next click on the meeting 
for which you would like to register, then follow the online instructions.  You will receive an immediate confirmation and 

receipt.   

  
OCRA's non-profit Federal Tax ID# 33-0630455  
  
NOTE:  We will ask for a credit card payment for any checks not received by the meeting date 
  
Cancellation Deadline: 
For a refund, please cancel by February 17, 2011 
  
If you have reserved a space but do not attend, your pay ment MUST be remitted.



December Exam Results

Certified Calibration Technician  
Nathaniel R. Doersam
Tyrond L. Duplantier, Jr.
Ken Racen
Selene L. Whiting

Certified Pharmaceutical GMP Professional
Melanie K. Cummings
Bhavan V. Mehta

Certified Quality Auditor
Mike Allen
Magda Baeza
Todd Banville
John C. Brewer
Brian A. Bui
Tera Chau
Jim Darden
Doug Elizondo
James K. Eyster
Azita Hedayati
Eileen J. Iverson
Hyeong Kim
Aimee Limberg
Calvin Lin
Marc Mccune
William Sum

Certified Quality Engineer
Nathanael Barrett
Steven A. Bradley
Regina Kirakozova
Erica J. Kline
Steven R. Lee
Betty A. Lessmueller
Michael Losordo
Herman L. Malamud

Mark Olson
Bethany Schrack
Steven Schwartz
Rebecca Marie Waggoner
Adam Williams 

Certified Quality Improvement Associate

Celithelma Garcia

Certified Six Sigma Green Belt
Sindy Chu
Donald Joseph Hixson, Jr.
Thea Mcsweeney
Harry Oei
Jagdish Patel
Victor M. Perez
Abu Z. Saleh
Eddy Suruki
Chris J. Zollinger 

Certified Software Quality Engineer

Keith Caban
Frances Michelle Castillo
David T. Vu

Congratulations to those who took the certification exam 
on Dec 2010 and passed!  It is a crowning achievement in 
your career!


