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Message from our Section Chair 1510

Our Section continues to provide many activities for the benefit of our membership. ‘

A plant tour of the City Furniture Distribution Center in Tamarac was made possi-
ble by the efforts of our Program Chair Phil Centonze in collaboration with Andrew
Koenig, Managing Director of Operations at City Furniture. Thank you Andrew for
allowing us to experience your successful Lean System and for a well conducted
tour of your plant.

Dr. Steve Kramer, our Section 1510 Student Branch Counselor at Nova Southeast-
ern University (NSU), will be holding a meeting on April 29™ with buffet dinner
and a presentation by Roland Cavanagh on what it takes to be a PI Professional.

Also our monthly dinner/meeting/presentation will be held at Shula’s in Miami
Lakes on the second Tuesday of May. And the SFMA and the

ASQ Section 1510 are offering a one-day course in Quality System Audit Training
taught by Kannan Krishnan on May 14th. Check our www.asqgsefla.org and The
Variant newsletter for details.

Two members of our Leadership Team, Mayra Bisnow, Vice Chair, Past Chair, and
PAR Chair of Section 1510 and Brooke Meltzer, Vice Chair of our Student Branch
at NSU will be attending the ASQ 2015 World Conference on Quality and Im-
provement in Nashville, TN in May. They will be representing our Section at this
important yearly international conference. We all wish them a nice safe trip.
Remember that attending our meetings, tours, classes, events, etc. allows you to
network with your peers, earn RUs, augment your knowledge of quality, and if ap-
plicable enjoy a nice dinner. Hope to see you there.

Eduardo M. Sudrez
ASQ 1510 Section Chair
Email: emsuarez@prodigy.net

$5.00 PRICING OPTION! Take advantage of your Section membership benefits!
New reduced pricing option for any member of Section 1510 and 1515 at $5.00 in-
cluding meal if:

1 You register and pay for the meeting through the PayPal option online prior to
12:00 noon on Sunday, May 10th, 2015.

Y OR
1 You register and mail your check postmarked no later than Saturday, May 9th,
to:

T ASQ Section 1510 P.O BOX 823855, Pembroke Pines, FL 33082-3855
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ASQ SECTION 1510 DINNER MEETING

ASQ Section 1510 Dinner Meeting
May 12th, 2015

Speaker
Leonel Vanegas, Noven Pharmaceuticals, Miami

Topic
Establishing OOT limits in the Healthcare products

at

Shula& Hotel
15255 Bull Run Road, Miami Lakes
FL 33014, (305) 821-1150

Menu

Choice of:
Pasta Primavera
or
Salmon with Tropical Mango Sauce, Rice Pilaf and Asparagus

and
Salad, rolls/butter
Key Lime Tart, coffee or tea
Price
1510 & 1515 members $5.00
( Netmme mbers $26. 00)
Registration/Networking
5:45 pm
Dinner: 6:30
Presentation: 7:15 pm

To register go wovw.asqgsefla.orgUpcoming Events

Leonel Vanegas, Noven Pharmaceuticals, Miami

Dinner meeting reservations
must be cancelled by the
reservation deadline.

Individuals with reservations
not cancelled by the deadline
will be responsible for the
fee.

Leonel is an experienced Quality Engineering leader with over 19 years of diversified experience
in highly regulated Medical Device, Pharma, and Biotech Industries. He& currently an Associate

Director of Quality Engineering at Noven Pharmaceuticals, planning, managing, and executing
the Lean Sigma program. Leonel earned his MS degree in Regulatory Affairs from San Diego
State University and has ASQ certifications in CQE, CBA, CSSBB, and CMO/OE. He helped to
launch several FDA approved class Ill devices, drugs, and combination products. He holds certifi-
cations in ISO 14971, ISO 13485, and International Quality / Regulatory strategies. Besides his
MS degree, he has an MBA from University of Phoenix, a BS in Chemistry from FIU, and an AA

Establishing OOT limits in the Healthcare products

Any result outside the tolerance interval can be considered Out-Of-Trend (OOT). OOT results may
have a significant business and regulatory impact. Leonel will introduce the topic and discuss the
benefits of OOT limits and how they are important. He will present possible approaches, such as
DMAIC and Risk Management, and implementation challenges to the identification of OOT results.
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Section 1510, the Southeast Florida Section of ASQ, has
met the requirements for a Performance Awards & Recogni-
tion (PAR) Award for 2014.

This level was achieved by meeting the good standing re-
quirements as well as meeting or exceeding the Member
Value metrics and having an increase in Retention %.

On behalf of the Performance Awards & Recognition (PAR)
committee, we want to thank you for all of the hard work
your leadership team provided to members of the Southeast
Florida Section, 1510 this past year, as well as ASQ as a
whole.

2014 Section 1510 Bronze PAR Award
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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 par-

ticipate in a class. RU’s are earned for class participation. If you have a question regarding registration or class site, call Amarilis Acosta, Educa-

tion Chair, at 305-298-3721 or email amarilis13@bellsouth.net 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. For Certification Exams dates

and locations, please visit the ASQ Certification website at www.asq.org. All classes are refresher classes.

*Includes textbooks & materials

Class |Class Name CEU'sFee When  [Time Place [Ly a i NXzOG 2 NJ
8:30 am to 5:00 pm Ylyyly YNAAKYLY [ vo[E
IA Internal Auditing for Quality Systens $275*  |August D | {{- .
One Day Seminar
; 5:30 pm to 8:30 pm { K6y [ dzNNAS /v9sS [ wé
CQT Certified Quality Technician 2.7  |$400* Aanuary, TBD
ugust .
9 sessions
. o 5:30 pm to 8:30 pm { Kl 6y [ dZNNRAS / v9s [ |w¢
CMQ/OE('\:Ae?Ir;?]%‘Zr of Quality / Organizationa Bx- - |¢ 1504 |3anuary, adly Dade
9 sessions
5:30 pm to 8:30 pm WAY /FNb2yS /.1 % [ v]|:
o : - March I SNBSS /Iyl @88 [ vo
*
CQE |Certified Quality Engineer 3 $450 September _ TBD
10 sessions
6:00 pm to 9:00 pm aSNOSRSa /1dva®&E yIiv! Z/|a
CSQE |Certified Software Engineer 24  |$375* March TBD
September .
8 sessions
March 6:00 pm to 9:00 pm WAY /I Nb2ySs /.13 [!
CQA |Certified Quality Auditor 24  |$375* Sa”t’ " TBD _
EPeMDer ¢ < assions { Kt 6y [ dzZNNRS /v9X [/ WS
March 5:30 pm to 8:30 pm YI)/YI)/ YNRAKY LY [ v9fE
- . . . , h
CQIA |Certified Quality Improvement Assq@idte |$375 September . TBD {{.
8 sessions
6:00 pm to 9:00 pm 9t SIFYy2NIVXKAt/A2WKkh9X |/
CQl Certified Quality Inspector 2.4 [$375*  |Januaryuly Broward
8 sessions
] 6:00 pm to 9:00 pm { Kl 6y [ dZNNAS [/ v9s [ |w¢
CRE |[Certified Reliability Engineer 3 [$350 Aa””ary TBD
ugust )
10 sessions
5:30 pm t8:30 pm 9f SIFyYy2NJ / KAfazy /volr
BPR Blueprinting Reading 24 |$375* |TBD TBD
8 sessions
M 5:30 pm to 8:30 pm CNBR-/Y/Aty 3
CCT Certified Calibration Technician 2.4  [$375* arch TBD
September )
8 sessions
January, [P:30 pm to 8:30 pm i YY' )f YNJ\ akKylry [/ vo[
CSSBB |Six Sigma Black Belt 3 |$450 ’ o [ {{. /
August 10 sessions Ddza G | QQ 5AL | /' vox |/ { -
. . ] YI)/;/Iy YNREAKYIlY [ vofs
CSSGB |Six Sigma Green Belt Refresher [2.7  [$450* ’gg”l'embers'g’o amto 500pm oo (1] [
P 9 sessions Ddzé[’]l-@E 5ALT [/ vox [|{
) ] YI)/;/Iy YNAAKYLY [ vo[z
CSSGB |Six Sigma Green Belt Certification |6 |[$2500* '\S/':rfé’mber&% amto 5:00pm g I
P 9 sessions Ddzéi'JI-@Q S5AFT /T vox [l {
I . _ J _ C WAY [/ FNB2YST /.13 !
CBA Certified Biomedical Auditor 2.4  |$375* Aanuarty 8 sessions Cordis Y
ugus
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Recertifying?

As you retain your RU& remember to check that the Recertification Journal Application

form you use is the current version when submitting your recertification package.

If you use a form that has an out of date fee, ASQ National in Milwaukee will not update your
certification until their current fee is paid. Your local Section does not set or collect the fees, the

fees are collected when the approved recertification package is processed in Milwaukee.

If you use an outdated form and do not remit the full recertification fee to National, your

recertification will be delayed.

You can download the current form from http://asq.org/cert/recertification.

If your membership is not current but you still select the "member" fee, the application

will not be processed and your recertification will be held.

In that case, please consider renewing your membership - you'll get the lower member rates for

recertifying, and many other benefits as well!"

If you have any questions regarding re-certification, please contact Jim Carbone CQA, CQE,

CBA, CMQ/OE, ASQ Southeast Florida Section 1510 Recertification Chair:
james.carbone@gamail.com or (954) 817-9797.

ASQ Recertification Guidelines

Have three years passed so quickly that you@e ready to recertify 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 jour-

nal application.

Make sure that the RUs claimed were earned BEFORE the expiration of your certification —
if not, they will apply to the n e xdrtification but not the ¢ u r rcertification.

If you@e synchronizing two or more certifications, be sure to have enough RUs accumulated for
the shortest period, i.e., the certification that expires | at @hattyoude fpulling indto the
same date as the f i of the certifications that are expiring).

. 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 iASQonot t o Secti on 151 0fyoumishtto

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.

Please DO NOT send your application by private carrier (DHL, UPS, FedEXx, etc.) — private carri-
ers cannot deliver to Post Office boxes.

Please DO NOT send your application by Certified Mail or by Express Mail. Certainly these deliv-
er to PO Boxes, but they require in-person signature for receipt which may delay 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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ASQ Recertification Guidelines (continued)

CALL OR EMAIL Jim Carbone, CQA, CQE, CBA, CMQ/OE, ASQ

Southeast Florida Section 1510 Recertification Chair if you have any questions:
james.carbone(@gmail.com oOr (954) 817-9797.

Send your Recertification Journal Packages in either of TWO OPTIONS:
1. Hardcopy — mail to: James Carbone, PO Box 4343, Fort Lauderdale, FL, 33338-4343
2. Electronic — email PDF scan of ALL DOCUMENTATION to james.carbone@gmail.com

For Section 1515 Recertification:

EMAIL Judy Gottesman, CSQE, ASQ at Judy_Gottesman@NCCI.COM
Southeast Florida Section 1515 Recertification Chair if you have any questions:

Send your Recertification Journal Packages in either of TWO OPTIONS:

1. Hardcopy — mail to: Judy Gottesman, C/O NCCI, 901 Peninsula Corporate Circle, Boca
Raton, FL 33487.

2. Electronic — email PDF scan of ALL DOCUMENTATION to Judy

IMPORTANT: You MUST sign the Mpplicant Signature and Date0 affirming your adher-
ence to the ASQ Code of Ethics and the accuracy of your application along with applicable
rules related to recertification. If you fail to sign your Recertification Journal Application,
your recertification cannot be approved and will be delayed until you provide a signed appli-
cation.
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