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ASQ

Olde Colony Section 0111
c/o 276 Everett Street
Middleboro, MA 02346

Place
) . Stam
Monthly dinner meeting: Herep

Wednesday, February 18, 2009

Medical Device Quality System
Requirements and Industry Practice

Good Days, West Bridgewater, MA

The Olde Colony ASQ Section 0111 has Achieved OMP Gold and Total Quality Levels for 2’

GOLD EXCELLENCE AWARD
2007-08

TOTAL QUALITY AWARD
2007-08

The Quality Management Process (QMP) is a Quality management model that has been
developed to assist sections in their planning and implementation of services and programs
that will meet the needs of current and future members.

Quality Excellence is one of the highest levels of achievement in QMP, and the only one
determined by section members. Sections that reached any level of Quality Excellence
proved their dedication and commitment to providing quality programs and services. The
section is awarded with Gold Excellence by

satisfaction and loyalty and by meeting or exceeding their retention rate from the previous
membership year.

Total Quality is one of the highest levels of achievement in QMP. Sections that reached
Total Quality proved their dedication and commitment by developing a business plan that

provides valuable quality programs and services to their members and achieved at least 75
percent of these set objectives.

Mission Statement of the ASQ Olde Colony Section

Our mission is to be the leading quality resource in the Southeastern Massachusetts area
for manufacturing and non-manufacturing industries, while supporting the goals and
objectives of the American Society for Quality.



Olde Colony Monthly Dinner Meeting

Date: February 18, 2009

Time: Registration 6PM, Dinner 6:15PM, Program 7PM

Cost: $25.00. Discount to retired / unemployed ASQ members.
Location: Good Days, 99 South Main St. (Rt28), West Bridgewater, MA
Menu: Pot Roast, Chicken Supreme or Baked Scrod

Directions: Route 24 to Rt 106 East (Exit 16). Good Days is approximately

200 yards south of the intersection of Rt 106 and Rt 28 on Rt 28.
Reservations: Please contact Dave Clement by email:

david.g.clement@Ilmco.com with your name and dinner choice.
(Or call Dave at 774-553-6323.)

MEDICAL DEVICE QUALI TY SYSTEM REQUIREMENTS
AND INDUSTRY PRACTICE

About the Speaker and the Topic:

When it comes to 21 CFR 820, the one word that should come to mind is

Al nterpretationo. There are a | arge nu
that have trouble interpreting the Code of Federal Regulations. Aaron Snyder has
been in the medical device industry for the last five years. In December 2008, Aaron
attended an AAMI class in Arlington, VA. Kimberly Trautman was one of the pre-
senters at this class. During the course, Aaron was able to get a firm understanding of

the FDA Hot Topics for the upcoming yeatl

sights he gained from this class as well as his Quality Systems Auditing Experience.

Aaron is an ASQ certified Six Sigma Black Belt. He started his career at General
Electric, where he was first introduced to great Quality Systems and the powerful tool
box called Six Sigma. This introduction to quality and process management gave
Aaron a great foundation to build on when he joined the Medical Device industry.
After GE, Aaron held a number of different positions in Quality Assurance at Cardinal
Health. Aaron is currently employed as a Senior Quality Engineer at Covidien
(formerly Tyco Healthcare) where he is responsible for Supplier Management and
Development.

REMEMBER...
You receive RU credits for attending the dinner meetings! If you have ASQ certification(s),
that means an easy way to accumulate credits !

2



Certification / Recertification

EXAMS GIVEN FOR: EXAM DATE APPLICATION DEADLINE
Cs:géé?gl\AA’Q %DIIE CQT, CRE, March 7, 2009 January 16, 2009
ggﬁ,Acy:csgsEégCT, CSQE, CQIA, June 6, 2009 April 17, 2009
gg/g;gab Sgé CQT, CRE, October 17, 2009 August 21, 2009
SS’S’A(,:S?&;ECT’ CSQE, CQIA, December 5, 2009 October 16, 2009

This mont hds hint from tlhe

Your can earn recertification credit by taking a college or non-college course. All courses must
clearly apply to at least one area of the BOK for the discipline being recertified OR be job-
enhancing. College courses are those that are part of a degree program. Non-college courses
II are those that are sponsored by a technical society or an independent consultant. Documenta-
tion required includes a copy of official transcript or report card showing credit earned, course
titte and completion date; for non-college, a letter or certificate of completion form the course

sponsor verifying hours, dates, and subject matter. Next month: ASQ sponsored courses and
Home Study courses.

Having trouble getting the Need to Recertify? Need an Application for
required 18 RUs? , Certificatior?
Everything you need to know o o

If legitimate extenuating circum- about the recertification proc- APplications for certification
stances have made it impossible for ess is in your Recertification ¢an bg obtained from ASQ
you to meet this obligation,youmay J our nal . | f ybég ¢plNg £800:2484946 4 ¢
be able to qualify for recertification  placed your journal, go online O by downloading from the
with a reduced RU requirement. to http://www.asq.org/ website ahttp://

www.asq.org/certification/

" ; . certification/recertification/.
What are legitimate extenuating cir downloadableapps.html .

cumstances? They are determined ( 1 Nis website has ufp-date

a caseby-case basis by the ASQ information on how to fill out Or You can rggister and pay
National Recertification Coordinator. YOUr journal and application, orrline athttp:// ificati

If you feel that you qualify call: the fees, and FAQs. Check it WW"lVis'[Q-lorg/Ceftl ication/
Bill Carr at 2800-2481946. out! apply.ntml.

WHERE TO SEND YOUR COMPLETED RECERT JOURNALS

Please send your completed recertification journal and supportin
documents to:

Gerry Quinn

12 King Road
Holbrook, MA 02343
Attn: ASQ RECERT .
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Education and Scholarship Announcements

VYV VVVVVVVVVVVVVYVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVY

The Certified Manager of Quality/
Organizational Excellence Refresher Course,
originally scheduled for January 2009,

has been postponed until the Fall of 2009,
in time to prepare for the October 17, 2009 CMQ/OE exam.

For more information, please contact Demetrios Venetis at (978) 821 -9734 or
Demetrios_Venetis@Entegris.com.

Also, if you have an interest in any other Certification Program,

MAAAAAAAAAAAAAAAAAAAAAAAAAA
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pl ease dondt hesitate to contact De met
I AAAAAAAAAAAAAAAAAAAAALAALAAAAAAAAALAALALAALAALAALAALALAALAALAALALALALAALAALAALAALAALAAAAAAAAADL)
Does your facility need Internal Auditor Training?
We can take our show on the road and train in your facility!
ASQ Olde Colony Section has certified Internal Auditor Trainers that can

come to your facility and train your employees. A great way to fulfill the
ISO 8.2.2 requirement.

Interested parties should contact Demetrios Venetis at (978 B2 or
Demetrios_Venetis@Entegris.com for a quote and course description.

A G TN R R T NG G NG T LTS RO NG N R T e
CALLING ALL INSTRUCTORS !! 5
\

ASQ Olde Colony is looking for an instructor for CQM/OE.

W
W
W
o
The Education Committee invites qualified Olde Colony members % g
support our Education program by coming forward to instrubbuse o
courses. If you are interested in teaching the CMQ/OE refresher course, or any otherg;o

please contact Demetrios Venetis at (978)8234 or o

Demetrios_Venetis@Entegris.com g
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Olde Colony Section Bulletin Board

Have you Moved'7 Changed Jobs’7 Changedl\Eall Address’)

Don@t forget to update your member i nf | i o
w at :800-2481946 and have your member number ready. You can email the info to W
2323- cs@asq.org. Or go teww.asq.orglog in and go to My Account and update the info yours.

Please update your AddresseMBil so we can keep in contact with you.

A IS SAS G SASAG L SASASASiSARAS SR AS L EAGAS
pAg
g

v+ someone to sell advertising space
¥r in this newsletter to help defray the

% %

Ag

% %
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Hope to see you at our dinner meetings!

%&%&%&%&%&%&

the coming New Year:

March 18- Ron lIrey,

w

Wor kmanshinp

April 15 - Neil Macker-

Do you like to sell? _ N
tich, AEnab

ASQ Olde Colony is looking for

Design for Six Sigma

( DFSS) Depl
May 20- TBD

June 1~ TBD

cost of printing and mailing.
If you can help out, please contact
Jim Donaldson at
jasdonaldson@verizon.net
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To our newest me mber s ¢

John W. Cuneo - Raynham, MA
Howard Larson - W. Bridgewater, MA
Jean Patton - West Hanover, MA

Section Dinner Meetings in@®
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Karen Ketchie has been our Interim Treasurer for some months now.
Here is a little bit about Karen.
Karen Ketchie is a Certified Manager of Quality and Organizational Excellence (CMQ/OE). She
has been a member of ASQ since 2002 and recently assumed the ASQ Olde Colony Section

Treasurer position. She is a member of the ASQ CMQ/OE Exam Subcommittee and has partici-

pated in the ASQ CMQ/OE exam reviews since 2006. Karen works for Lockheed Martin Enter-
prise Business Systems as a Staff Quality Assurance Lead in the Information Technology Ser-
vice Management area. She holds an MBA in Quality Management, a BA in Accounting/
Accounting Information Systems, and is a certified Lean Six Sigma Black Belt from Lockheed
Martin. Prior to employment with Lockheed
in Accounting and Finance. Karen resides in Rochester, MA and enjoys spending time with her
family and dogs Stewart and Izzy, kayaking, boating, motorcycling, Revolutionary War reenact-
ing, reading and travel.
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NOMINEES FOR ELECTED POSITIONS ON THE
EXECUTIVE BOARD

A call for nominations from the general membership was made in the December 2008 news-
¢ letter. There was no response. The Nominating Committee presented a slate of officers for

< election for the 2008-2009 year at the January Dinner Meeting:

>Cha|r Joe Hanley

>Cha|r Elect - Aaron Snyder |
: - Secretary - Monica Morrissey —~
- Treasurer - Karen Ketchie .*

¢ In accordance with the ASQ Olde Colony Section Operating Agree-

i ment, if there is not more than one nominee for an elected position, the nominee shall be
¢ declared elected by acclamation at the next regular meeting of this Section, which will be
;the February Dinner Meeting.
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ASQ Section Satisfaction and Loyalty Study Open

What can your ASQ section do to make your experience better? Take the ASQ survey and let us
know. Your input gives section leaders guidance for creating opportunities focused on member needs.
This allows your ASQ section to provide the products and services that are most important and bene-
ficial to you.

All ASQ section members can provide feedback on how well their ASQ section serves their
needs.We appreciate your participation in this survéfour answers will be kept confidential and
reported to ASQ management only in the aggregate. Email invitations or postcards were sent to ASQ
members beginning January 5. The study will be open through February 15.

As a thank you, participants will be entered into a drawing to win one of four 2009 ASQ World Con-
ference on Quality Improvement registrations (a $925 value). The conference is {2ay20®9 in
Minneapolis, MN.

To participate, please vidittp://www.asq.org/mr/08ectsat.html

UPCOMING CONFERENCES
2009 Lean Six Sigma Conference
March2-3, 2009 A Phoenix, AZ

Quality Management Conference
March5-6, 2009 A Irvine, CA

= 17th Annual International Conference on ISO 9000 }
"March9-10, 2009 A Orlando, FL

* 17th Annual Conference on Quality in the Space and Defense Industries
“March16-17, 2009 A Cape Canaveral, FL
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http://www.asq.org/mr/09-sect-sat.html

A Message from the Section Chair

Valued Olde Colony Section Members and Colleagues,

As | did with the eboard, | wanted to pass along these not so minofr
awards for | ast year o6s efforts by -everyo
2006, we've run the table again. Here they are:

January 14, 2009
Dear Gold Excellence Section Committee,

Congratulations! Your Section has achieved Quality Management Process Gold Excellence Level for
the year 20072008. This is a great performance achievement for your Section and it reflects favorably
on your Member Leaders and Regional Director. Your accomplishmer
meeting or exceeding the Societ
and retention helps to make your Section, your community and ASQ
stronger. | look forward to shaking the hand of your representative anc
Regional Director at the 2009 ASQ World Conference in Minneapolis,

...and even better yet:

Process

i i GOLD EXCELLENCE AWARD
Dear Section Chair, ol

Congratulations! The section has achieved the Total Quality Level of the-2008 Quality Manage-

ment Process. By achieving the highest level of the QMP, your section has proven its dedication and
commitment to serving its members and you should feel proud of your
accomplishments. You and your fellow member leaders are making an
invaluable contribution to the Society through your service to your

members and to your community. You have all helped make ASQ what

it is today.

On behalf of the Board of Directors and staff of ASQ, especially the QMP
and the Community Development work group, | would like to thank you

Process
TorTaL auaLity awarp and the other member leaders for your service to the Society and your

2007-08 exemplary leadership. Again, congratulations!

| invite everyone to share in these recognitions and thank you, the members, for your
support in making this possible.

...Well done!, Jim and theleoard. =







