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2023 ASQ Audit Divisio

Conferencérogram
OThe Future in Auditing

at the Peppermill Resort Spa CasiiRkeno, NV!

Our 29th ASQ Audit Division confereneél deliver content that is of interest to a broad range of auditing and quality professionals. Pleas
join us at the fabulous Peppermill Resort! The Audit Division has held our conference at this venue several times in thedpasias always
been a crowdpleaser. We have been given a roebohock which offers a discounted rate.

The two days prior to the conference (Oct. 8Nov. 1), we are offering 2lay tutorial courses instructed by very experienced instructors whc
are welkknown in the quality communig. The cost of the preonference tutorials are iraddition to the cost of conference registration.

Our 2day conference includes 3 keynotes speakers, 4 tracks of sessions to select from, Audit Jg@pa)dyneals, a Thursday night Gala
with buffet, music and dancing, a bookstoré&ook signingsand our program schedule gives you plenty of time to take advantage of the
many networking opportunities you will have.

Register for the conference altttps://app.memberplanet.com/#/event/asqauditdivision/2023asgauditdivisionconference



https://urldefense.proofpoint.com/v2/url?u=https-3A__linkprotect.cudasvc.com_url-3Fa-3Dhttps-253a-252f-252fapp.memberplanet.com-252f-2523-252fevent-252fasqauditdivision-252f2023asqauditdivisionconference-26c-3DE-2C1-2ChDmLQGy3RhFqDu9TXZUn2nmUyKdI0AJJ4ByUJxIp0LFJ81A5BoIInUuX5TKibgAPIUpJCqGP1YCT9LvvS4FEEytz5kdRb4FX9XOt9AC9eouR4VJZurRx37QX-26typo-3D1&d=DwMFAg&c=euGZstcaTDllvimEN8b7jXrwqOf-v5A_CdpgnVfiiMM&r=JnFPeLkzXuifWHA2yA_w1Krj2UQyt-zFW0teSGgSbKk&m=k0fbmDtKlcDF7FvD2kaPzvpu3blz-lFxMs6wvR7HYrEjFFbcVG5pxDdrBZeZZmDz&s=Nx5M-QrKET-F5dQ_IIZlwe7950MBZVLsW5Uzk1YyxGg&e=

The ASQ Audit Division would like tthiRekpermilResort/Casino/SpaurSponsorsKeynote
Speakes, Session SpeakerBreconference Workshastructors theStaff at ASQ Headquartgetise
Audit Division Member Leader Teagthemanyolunteerghat make our conference a success!

THANK YOU SPONSORS!

Thank you to ouri@mondAND SilveBponsol

JP RUSSELL
LEARNING

Delivering quality

JP RUSSELL LEARNING CENTER



https://www.jprlearning.com/
https://www.jprlearning.com/

Thank you to ouriBmondSponsot

Solutions

BPA Solutions

Thank you to olRlatinumSponsor

QUALITY

S AUDITING

Quality Auditing LLC



https://www.bpa-solutions.net/
https://www.qualityauditing.com/

Thank you to oueold Sponsors

BEPOnoorporated



https://qualitysupportgroup.com/
https://www.bepcinc.com/

Thank you to ousoldSponsors

(QQUALITYDIGEST

Quality Digest

Thank you to ournl8er Sponscrr'

': i itraughtfnrwad QA

ZicgagAssociats, Inc.



https://www.qualitydigest.com/
https://www.qualitydigest.com/
https://www.zigzagassociates.com/
https://www.zigzagassociates.com/

Thank you to ounl8er Sponsat

ASQ

AMERICAN SOCIETY
FOR QUALITY™

ASQ

Thank you to ouEft-in-Kind Sponsors

(iMacros

Quality Improvement Software for Excel

Ql Macros



https://www.asq.org/
https://www.qimacros.com/

Thank you to ouEft-in-Kind Sponsors

AWG

“Pain Relief for Measurement Headaches”

Heather Wade Group

Ceach & Lirban

MORE IMPACT ((® LESS STRESS

UPP Solutions



https://www.heatherwadegroup.com/
https://www.heatherwadegroup.com/
https://uppsolutions.net/
https://uppsolutions.net/

Thank you to ouaft-in-Kind Sponsors

/KPI System

Key to Performance Improvement

Ral Chowdharg KPI System

Q Statistics

Division
ASQ

Steve SchuelkaASQ Statistics Division



https://www.thekpisystem.com/
https://my.asq.org/communities/community-home?CommunityKey=16c6c7d3-fc30-45e8-b5e3-f01c9454d087

Tuesdy, October31

Conferenc®verview

| 8:00AM 5:00PM

| 2-DayPreconferendeitorialDay 1

Wednesday, November 1

8:00AM 5:00PM

2-Day Preconferenbatoria Day?2

1:00PM 5:00PM

Conference Registration and Conference Bookstore Open

Thursday,November 2

8:00AM 81°AM WelcomeéAnnouncements, Keynote Introduction
8:15AMi 9:1°AM Keynote Speakeltance Coleman

9:15AMiI 9:30AM Break snacks

930AMiI 11.00AM 1.5hourSessions Progregd to choose from)

11:00AMi 11:15AM

Break and Book Signing

11:15AMI 12:06AM

50minuteSessions Progreqel to choose from)

1230PMi 1245%PM

LunclstartsAnnouncementseynote Introduction

124PMi 145PM

Keynote Speakeeather Wade

1:45PM 2:00PM Break and Book Signing

2:00PMi 33PM 1.5hour SessionsRmnogress (4 to choose from)
33(PMi 345PM Break snacks

345PMi 4.35PM 50minute Sessions in Progress (4 to choose from)
6:30PM Gala Reception begins

7:30PM 10:00PM

Music and Dancimegin(Decoy Bany

Friday, November 3

8:00AM 8:15AM

Welcome, Announcements, Keynote Introduction

8:15AM 9:15AM

Keynote SpeakekErin Urban

9:15AM 9:30AM

Break snacks

9:30AM 11:00AM

1.5hour Sessions in Progress (4 to choose from)

11:00AN1 11:15AM

Break and Book Signing

11:15AN1 12:05AM

50minute Sessions in Progress (4 to choose from)

12:30PN1 12:45PM

Lunch starts, AnnouncemAndii Jeopardy Higtoduction

12:45PN 1:45PM

Audit JeopariyHosted by Susan Gorveatte

30PMI 40PM

Annual Audit Division Business Meeting



https://www.decoyband.info/

PreConferencd utorials

Using Supplier Audits to Strengthen the Partnership
2-Day Course: Tuesday Oct. 8Wednesday Nov. 1
Instructor: Denise Robitaille

ASQ Member Pricings800

Non-ASQ Member Pricing: $950

Course Description:
The level of excellence we bring to our customer relations is directly linked to the integrity of our supply chains. k&fidiolet

ddzLJLX ASNEZ O2YLI yAaSa OFyQi YSSG Odzadi2YSNI SELISOGI (A 2 ywhad
robust supply chain is the audit. What suppliers do you audit? How often? Who uses the results of your report? This wadltkst
cover selection methods, audit schedules, checklists, reraotliting, planning and conducting the audits, maleof theaudit
team, the report, corrective actions, folleup and much more. It will include exercises and opportunities to discuss best
practices.

Instructor Bio:
Denise Robitaille has authored over a dozen books on quality topics, including: Remote Auditing: A Quick and Simple Guide

Management System Auditors and Managing Supfilielated Processes.

Denise has participated internationally in standards development for over 20 years. She has served in a variety oludileg, inc
chair of PC302, (project committee that revised the 1SO 19011 guidance standard on auditing quality management sysi&ms
the current chair of TC176/SC1 that maintains ISO 9000. She is a Fellow of the American Society for Quality and eacertifiec
assessor.

She has conducted hundreds of trainings on multiple topics. Denise is internationally recognized for her work and ista frequ
speaker at conferences.

ISO 13485/FDA QSR Internal Auditing

2-Day Course: Tuesday Oct. §Wednesday Nov. 1
Instructor: Angelo Scangas

ASQ Member Pricings800

Non-ASQ Member Pricing: $950




Course Description:
This course is designed for Internal Auditors, Quality Assurance Managers, ISO 134B5p28héntation Team Members,

Management Representatives, and individuals who wish to learn how to perform an audit to ISO 13485
Through training, participants will learn to:

9 Describe the ISO 13485 Medical Device Quality Management System ¢@&@)irements for Regulatory Purposes
standard and development process

Understand medical device QMS terms

Describe the intent and requirements of ISO 13485:2016

Determine the objective evidence needed to demonstrate conformity to ISO 13485:2016

Apply the process approach and Rao-CheckAct (PDCA) methodology

Describe the relationship between 1ISO 13485:2016 and applicable regulatory requirements

Apply the principles, processes, and methods of auditing

Demonstrate the activities involved in preparing for an audit

5SGSNYAYS |y STFSOGABS FdRAG Ay GKS O2yGSEG 2F GKS
Apply effective audit skills and practice personal behaviors necessary for an effective and efficient conduct of a
management system audit

=8 =4 = =4 =8 =4 -8 -8 A

Day 1Coursdntroductions and Objectives

Lecture:Overview, Auditing and the Standard Requirements

Lecture:Discuss processpproach and metricdriven audits

ExerciseConstruct a process map (inputs, outputs, measures) and dsyt3485 / FDA CFR 21 part 820 requirement:
Lecture:Discuss the requirements/principles of ISO 13485/FDA CPRr2820 and how to integrate in a successful audi
program

=A =4 =4 =4

Day 2Review of Day One Activities

Lecture:Review the ISO 13485:2003 / FDA CFR 21 part 820 requirements
Discuss implications to your company

Lecture:The Audit Process (planning, performing and reporting an audit)
Lecture:Preparing/Planning the auditkey criteria of a process audit
ExerciseDeveloping an Audit Checklist

Lecture:Conducting grocessbased and metricdriven audit
ExerciseAuditing the Organization Case Study Scenarios

Lecture:Audit reportq key elements and documentation requirements
Lecture:Audit Nonconformance

ExerciseAuditing the Evidence Sample Documents and Records

=8 =4 =4 =4 -4 =8 -8 -4 -8 4

Instructor Bio:
Angelo is President of Quality Support Group, Inc., an International Consulting and Training organization. Angeloihas a B.S

Chemical Engineering, M.S. in Manufacturing Engineering and a MBA. Angelo is a senior member of the Ameridan Society
Quiality anda longtime memberleaderof the ASQ Audit Division (Webinar Chair)

Angelo has more than 30 years of experience in the Medical Device, Consumer, Electronic, Healthcare and Chemical Indu:
working in product development, manufacturing, quality assurance and process improvement



Writing Effective Audit Reports

2-Day Course: Tuesday Oct. §Wednesday Nov. 1
Instructor: DenisDevos

ASQ Member Pricings800

Non-ASQ Member Pricing: $950

Course Description:

Thistwo-daycourse is for novice and experienced auditors who are looking to increase the effectiveness of their audit repor
Many organizations feel like their internal audits do not get the management visibility and attention that they deSenae
professionhapproach to internal audit reporting can help to improve this condition. A common shortcoming of many audit
reports is that they are only a list of nonconformances and do not accurately reflect everything that was examined during th
audit, leading theeader to wonder if all processes and requirements were examined. Participants will learn how to write
effective nonconformance reports and Opportunities for Improvement and how to compile it together into a comprehensive
audit report that is easy to reaa@ind understand. This course is ideal for both new and experienced internal auditors. Every
organization has compliance obligations that it must manage effectively.

Instructor Bio:

Denis Devos is a professional engineer with a long career providing QMS training and advisory sénigad-ellow of the ASQ
the current Chair of the ASQ Quality Management Diviaiahis a recognized expert in the application of the ISO 9001, IATF
16949 and ISO 14001 Standard@nis was the developer of the Risk is the Compassaisé&d audit model in 2001He works

with clients in a variety of industries, providing internatiéservices and training for QA practitioners and internal

auditors Denis is a regular contributor to the Audit Division conference, having shared his insights and expertise with us for
15 years in a row. He also contributed to the published ASQ Certified Quality Auditor Handbook, Fifth Edition.



Keynote Speakers

Nov. 2 Morning, ConferencédpeningKeynote: Lance Coleman

Lance B. Coleman Sr. has over 25 years of leadership experience in the areas of que
engineering, Lean implementation, quality and risk management in the Medical Devic
Aerospace, and other regulated industries. He has a degree in Electrical Engineerin
Technology from the Southern Polytechnical University in Marietta, GA and is an
American Society for Quality Senior Member as well as, Certified Quality Engineer,
Quality Auditor, Supplier Quality Professional, and Six Sigma Green Belt. He is also ¢
Exanplar Global certified 1ISO 9001:2015 & 1SO 13485:2016 Lead QMS Auditor. Lanc
the author of three bookgd a y I 3Ay 3 hNBFYyAT FiA2yFf w.
t NEINI Y ovdzZ f Ade tNBaa Hnanmyos a! RAlIyOS
Managey SY Gz [ Sty LYLNR@SYSyd FyR 5F0GF 1yl
/] dZAaG2YSNI 5NAGSY hNBIFYATFGA2YY 9YLX 284y
and as well as, many articles on quality, Lean implementation and risk management.
is the Editor fo the 5th Edition of the Quality Auditing Handbook to be released in202C
Lance was 2018 ASQ Lean Enterprise Division Chair an@@08 &hair of ISO TAG 302
GAuditing Management Systems. He also is presently or has been an instructor for the ASQ FMEA, Certified Supplier Quali
Professional and Certified Quality Auditor exam preparatory courses. He has presented, mathednsulted throughout the
United States and abroad.

Nov. 2 Afternoon Keynote: Heather Wade

Heather is an internationally recognized metrology subject matter expert & a populal
presenter. She is ASIQQD Immediate Past Chair and an A2LA ISO/IEC P&32Ssor
for testing and calibration labs. She is an active member of several international
metrology organizations and is editor ancHeodzi K2 NJ 2 F ! { vQa aSi
Edition. A graduate of University of Michigan with a B.S. in Biology, Heather has wo
as a microbiologist, physical test engineer, and chemist before movirgelinto
MSOGNRf238d 2A0K KSNJYySIENIe&g on &SINAR LI
F2N) aSkadaNBYSyid | SIFRFOKSa¢ F2NJ KSNJ O2




Nov. 3, Morning Keynote:Erin Urban

RSO23ayAT SR a | a¢2L) mpé [ 210K Ay | 2
soughtafter certified professional success and nel@adership coach. Hemissionis

to leverage brain science to help leaders and teams break through barriers to ur
potential. Hempassions to help you create successyaurterms.

Erin partners with you to leverage your Zone of Genius S0 you can experience
impact with less stress.

ONRYQa AYLIOG A& FStd lFa | FNBIdSyi
corporate consulting, and group learning events. She is the host of the Career C
Chatlive show Yy R (1 KS I dzil K2 NJ 2 TEleliate Youbd Gateér:aMdie
LYLI OGO b a2NB LyO2YS¢

Erin is a Forbes Coaches Council Member, neuroscience ne@grtiiéd Coach, and
certified in Leadership Psychology. She has a proven career in both the coapdrat
the private sector leadingiulti-generational transformational chamg

CoachingProfessionals that partner with Erin enjoy success in a variety of industries, private & publicly held entities;dized m
companies to Fortune 500 organizations. Erin is known for her straightforwardhasaid coaching that empowers clients thiage
more purpose, passion, and performance.

SpeakingAudiences from across the globe have enjoyed Erin's realistic, yet humorous, take on what it really takes to thriv
bYS@SNI y2NXIfh YR | OKAS@S Y-2meByspeakihd-c@déanclades dier 876+appeaianddsSiri
variety of industry conferences, workshops, and keyndteth virtually and irperson.

Affiliations & Certificationsertified Coach with the International Coaches Federation (ICF), Certified Leadership Coach (Rice Universi
Institute), Mentor-2 2 YSy Qa 9y SNHE& bSig2N] 0629b0 aSyd2N) t NPINIFYXEZ / SNIAT
Leadeship & Professional Development Coach (NOV CoachLAB), Leadership Psychology Certified (Cornell), Emotional Infbigd red2! 0
Certified Consultant in Work Style assessments.

Website & Podcast Social Links
Website www.coacheurban.com LinkedInwww.linkedin.com/in/erinurban
Podcasthttps://pod.link/careercoffeechat Facebookwww.facebook.com/uppsolutions

YouTubehttps://www.youtube.com/c/CoachEUrban
Instagramhttps://www.instagram.com/coach.erinurban
Twitter: twitter.com/CoachEurban

Nov. 3, Afternoon: Audit JeopardyHosted by Susan Gorveatte

Auditors love asking questions! So, join us for lunch and let your audit knowledge shine while you play 1
game that reverses your questi@nd-answer skills.

Do you have what it takes to be an Audit Jeopardy champion? Join your Jeopardy host, Susan Gorveat
while having some fun and maybe even win some great prizes!



https://uppsolutions.net/speaking/
http://www.coacheurban.com/
http://www.linkedin.com/in/erinurban
https://pod.link/careercoffeechat
http://www.facebook.com/uppsolutions/
https://www.youtube.com/c/CoachEUrban
https://www.instagram.com/coach.erinurban/
https://twitter.com/CoachEurban

Conference Sessiofi®chnical Program

Session: Al, Thursday, November 2, 9:821:00
Session feaker NameMark Durivage

Session TitleGHTF Nonconformity Grading for Audit Findings

Session Summary

Thispresentation provides an alternative to the traditional qualitative nonconformity grading system subjecti
as minor and major and offers an alternabasetslipproach using a quantitative system of grading audit nonct
usirg a rating scale fro#fh dsing a ridkased approach. This session will demonstrate how to apply quantitative
process to comply with internal audit requirements of standards and regulations.

Audit findings have beaditionally graded qualitatively using the generally accepted and widely used terms minor and major ptovided in .
Conformity assessmdequirements for bodies providing audit and certification of manageniart dyRemsirements Ebest edition of ISO
19011 Guidelines for auditing management systems suggests that "Nonconformities can be graded dependirgygemibatmonend aé theks.
This grading can be quantitative (e.g., 1 to 5) and qualitative rfggpr)mitiogr and major audit nonconformity terminology, although widely t
definitions are not standardized from industry to industry or organization to organization and can be sowmtefbgtisnbjettaaswdiconfusion,
misunderstding, misinterpretation, and unsuitable corrective actions.

The Global Harmonization Task Force (GHTF) Quality managemdetigyatdaviceblonconformity Grading System for Regulatory Purposes
Information Exchange authored by Study Group 3 provides a quantitative model based upon a stameotetirg@uglisynionconformities fromn
5 which considers product impact and eHsalgiished criteria. This quantitative audit scoring model can be easily adapted to satisfy the re
multiple standards and regulations includ@0g1S30 14001, 1SO 17025, 1ISO 45001, 21 CFR 820, 21 CFR 211, and 21 CFR 1271.

Speaker Bio

Mark Allen Durivage has worked as a practitioner, educator, and consultant. He is Managing Principal CetesukabostpQamdityLSyC, ASQ
Fellow and SRE Fellow Durivage has written several books available through ASQ QualityrfriessinpQblidine®rogress, and is a frequent
contributor to Life Science Connect.

Quality Systems Compliance LLC supports quality management system implementation, integration, update£xiainalgudtesogipant as w
as FDA 483 and Warning Letter response and remediati@uséityi&stems Compliance LLC primarily works with companies in the FDA re
industries (medical devices, human tissue, animal tissue, and pharmaceuticals) focusing on quality managetatonh systgratioplenpelates,
and training. Adaially, Quality Systems Camglld_C assists companies by providing internal and external audit support as well as FDA 4¢
Letter response and remediation services.

Session: B1, Thursday, November 2, 9:301:00
Session feaker NameSusan Gorveatte
Session TitleBuilding Your AUDIT CHARACA$ RS ¢ An Interactive Teambuilding Workshop

Session Summary

It takes more than a roll of the dice to build a character that can be a successful auditor and it takes marte th
build an audit team that can tackle any audit chakahep R@ anyone?). Designed for the young auditors and
seaoned yourgiheart auditors, participants in this interactive workshop will network with each other, conduc

assessment of their audit behaviors, get to share their own audit strengths, learn from each other and uhders.c
effectivewdit teams to meet any challenge that any may be thrown at them.
Beware: there is fun, sharing, and learning to be had ahead!



Introduction

Auditors are regular peopéwork

Meet each other

Commonalitigggroup woikSMARTIES PACKs for SMARTIEST Team, and NEW CARs for the most obscure/unique
Share responses

Welcome

= =4 =4 =4 =9

Good audits begin with great introductions

9 Introducing game Nancy Noonan SMARTIES PACKs for SMARTIEST Team, and NEW CARs for the most obscure
9 Share responses

Team building

1 Auditors need to be great listeners and good report writers:
1 Claydoh 2 min 2 min 2 min and show SMARTIES PACKSs for SMARTIEST Team, and NEW CARs for the most obst
9 Share responses

Traits of a Successful Auditor

Star Wars Grolip&roup Participation Activity

Harry Potter GrotpSroup Participation Activity

Star Trek Groudroup Participation Activity
Selfassessment

D&D Team group wio8elect your Team

D&D Find Your Team with each other

Share stories and mentor/coach

D&D Monsterfiow would you approach the monster?
Share responses

=A =4 =4 =4 -f =8 -8 =9
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Foeaker Bio

Susan Gorveatte, President of Gorveatte Consulting Inc. is a Quality Auditor, Trainer and Coach workingnyighifyusiedéSSe900 e
StandardSusan has worked more than tfikengears in Quality Management blending the right anaodné@éace needed to create a formula t
success for organizations to consistently meet customer expectations through positive engagement of their workforce.

Susan trains Internal and Lead Auditors across North America and currently restdesCdandoza Sc

She has Lead Auditor Training ISO 9001, AS9110B, AS9100C, ISO 14001 and Certified Safety Officer.

Susan currently travels throughout Canada and the US working with clients facilitating quality managemenhtgiognave éndryssie their
business processes so they may achieve their quality goals through international recognition.

Session: C1, Thursday, November 2, 91301:00
Session feaker NameBrian Wish
Session TitleCommunication: The Key to a Successful Audit

Session Summary

Successful audits have one thing in common: good communication. This session will provide a brief theore
the communication loop, then apply the thetrgl uditing practice. Moving to a tactical level, the session will
specifics communication touchpoints relevant to all audits. Examples will demonstrate how clear and const
with the audit client and auditee can lead to shdedaskwf communication can end in disaster.




The communication loop illustrates how communication is more than just talking. A sender must compose/enpimteathappespagtearithnne
Then, the receiver must receive and decode the message. In best practice, communicapiomhisre theseztiiver transmits their own messag
back to the sender as feedback. In audit terms, communication is employed with the audit client and thenducbteewiitly hesbsd @hoosing tt
right channel, properly encoding the merdadgmanding acknowledgement and feedback ensure that message are heard, understood, an

Auditors can incorporate communication touchpoints with the auditee into their standard work during thréelghadesaidP@adit FDuring
planning, touchpoints include initial scheduling conversations, formal notificatiee éststpeaiatit meetings, and schedule development. Du
the audit, ongoing communication during the audit day, endugslandm@arification meetings complement the opening and closing meetin
ANo Sur pr i s e ferearekdrrecive actiohseequareddcommunication well before due dates can facilitate acceptable action p
discussions relating to action plan verification/validation.

Standardized communication touchpoints with the audit client can also facilitate customer satisfaction. D @eriinduwmththe/Beadit

phase the client is kept appraised of scheduling and progress. Some situations reheictieqdiadg &s the audit occurs. After the audit, audi
reports and other feedback to the client provides information needeshdtirade diiimimizing communication may make the audit client wonde
they are paying for.

Jeaker Bio

Dr. Brian E. Wish leads standing teams for both suppheartyg €M and internal-finty) Environmental, Safety, and Health (ESH) auditing
Lockheed Martin Aeronautics, and is recognized as an Associate LM Fellow. He has ptewalspMEdatindit team. He is certified-farthird
audits by Exemplar Global (QMS Lead Auditor) and Probitas (IAQG Aerospace Experienced Auditor), and is #ysaAssesAQGHatheld3aa
PhD from the University of Texas at Arlingtes,deaduate classes at Tarleton State University, and is a Colonel in the US Air Force Resen

Session:D1, Thursday, November 2, 9:3011:00
Session feaker NameRai Chowdhary
Session TitleEssential Tips and Skills féwditing Suppliers in Asia (Focus Coungrindia)

Session Summary

Why learn Tips and Skills for working with / auditing suppliers in India?

Like it or nethe global business center of gravity is shifting more towards Asia, and India is (and will be increasimgihg waeald)stplzgyer s is
true in services, but now India is set to become a manufacturing hub. Thgridicamt beaisi / performanceifigipu are not careful, and auditing
properly can help.

This session will cover Five Tips and Skills that will be of immense value in Auditing suppliers.

Starting with a little bit of historical perspective on the march of India / Indian civilization through theoagesweenillstata of affairs. We tak
look at the Indian diaspora, and how it is emerging on the global stage aagAnNDdactices hub. Then we will identify the types of folks yo
likely to encounter as an auditor, and their responses to the various questions you might ask them as part of the audit.

Supported by firsthand / experiential learning (based on actual audits we have conduthedaittethégesstyill see / experience what it would b
to audit a supplier from lihd@vering three different kinds of scenarios / companies.

Joeaker Bio

Rai ChowdhaEG The KPI System

Rai brings over 40 years of diverse experience across automotive, aerospace, life sciences, food produdts.aiid sedérgraduste studies

included MechaniaatiProduction Engineering. Graduate study was in Materials Science. He holds several ASQ Certifications: SPESigma
and CMQ/OE. Raiis also a Lead Auditor for ISO 9001, 13485, and 27001. He serves on standards developmehi &oannaite edHEBE) Al

was recognized as US Expert in Organizational Change Management (ISO 10020).



Session: A2, Thursday, November 2, 11:4%2:05
Session feaker NameTatiana Miranda
Session TitleFSMA and Dietary Supplementsow to Audit

Session Summary
Dietary Supplements audits in the US are currently under CFR 111 standards, however after the Food
Modernization Act was launched, requirements that were issued under CFR 117 are applicable to dieta

with certain modifications. Die feandemic, the FDA slowed down inspections and requesting for these requirements,
but now has ramped up and will keep going this route in the future. This session will go over the modifithasibasefappliCERel iy CFR 111 al
the dietarsupplement industry, and tools and resources will be shared to be better prepared when auditing under these modifications.

In this session, we will present in an organized manner the modifications of FSMA (CFR 117) that are gupibcadtesandiestny GTFR 111).
Starting with clarification on FSVP requirements (CFR 1.5) for receiving facilities or dietary supplemedisténuiéaitiuretis Bwids and Dietar
Supplements companies.

We wi | | al so demonstrate the FDAO6s Food Def ens e I|dokfardurirgan audi ef th
pl an as per CFR 121 regulation. We guiohe& timr dathgeh dtiteed akF A siumptp
how to evaluate the regulation applicability to dietary supplement manufacturers and dietary ingredient suppliers.

And to close this session, we will discuss the modified requirements for Food Safety Plans and Hazard yABalyplsrfuerthenDistay. While is
clear that dietary supplement manufacturers may be exempt from CFR 117, dietary ingrestie ate manacing this presentation, we will hig
the key requirements of CFR 117 subpart C required for dietary ingredients suppliers and receiving facdigt¢srihatpplemaké. Auditors will
learn what documentation shouidpksce and what the dietary ingredient manufacturers need to do to be compliant with this part of the reg

Speaker Bio

Tatiana Miranda is a QA Mai@lgér Audits at Unilever. She manages US GMP compliance and partner with dietary supplement business
conducts GMP audits to ensure the supplier s &MAGRYP, tSOBRCANGMSE e .
standards. Before Unilever, Tatiana was a Quality Engineer for Nutrilite/Amway, FSQA Manager with SabrayDifrpiingeSofcarseigieli
Breweries. Tatiana has a B.S. in Food Engineering and a MS in Fedd&cience. an ASQO6 CFSQA, PCQI Lead
adjunct faculty member at Chapman University

Session: B2, Thursday, November 2, 111152:05 -
Session feaker NameDenis Devos

SessionTitlet | ' 4S ¢dzNItS 5AF3INIYEA 6{2 LQY D2Ay3a (2

Session Summary

Many organizations use a Turtle Diagram as their model for defining processes. The presenter has selllis
examples of incorrect Turtle Diagrams. If you have to udagrdmatiéeast use it correctly! This presentation WI|| also show participants ho
flowcharts are an easier and more effective model for defining processes.

ISO 9001 requires that organizations define their key business processes, along with inputs, outputs, ancdngeasatbiesfulfildmg
requirement using a Turtle Diagram process model. This presentation will highlight thartle&kagsses jrafid then go on to teach participau
how to properly complete each box of the Diagram.

The most common deficiencies with Turtle Diagrams are the (mis)use of the Inputs and Outputs boxes, alonig with & lack of apeco u n c
performed, and fiwhoo participates. g With hosv to@void theenmost aomiman pitfallsiinlcdmpl
them.



Finally, once a firm understanding of the Turtle Diagram is accomplished, the presenter will show a flawtharfinglal@iagtare which is
simpler to understand and use and is a more accurate representation of a process.

Jeaker Bio

Denis Devos is a professional engineer with a long career providing QMS training and &tliscayFsdionces the ASQ and is a recognized e
in the application of the 1ISO 9001, IATF 16949 and 1SO 1400 1Detandeadthe develofpeh® Risk is the Compasdeskd audit model in
2001.He works with clients in a variety of industries, providing internal audit services and training for QA pralktitiditeranibiista regular
contributor to the Audit Divisidaremce, having shared his insights and expertise with us for over 15 years in a row. He also contributed t
published ASQ Certified Quality Auditor Handbook, Fifth Edition.

Session: C2, Thursday, November 2, 11¢152:05
Session feaker NameErnie Booth
Session TitleUnleashing the Power of Automation: Elevating Audit Program Management

Session Summary

Discover how you can transform your audit program management from mundane spreadsheets to dynami
Join us as we explore the benefits, opportunities, and advancements available in the realm of technology.
manual activiieising SharePoint list applications with automated workflows, to leveraging the immense po
database solutions linked by Application Program Interfaces (APIs). Don't miss this insightful session sheretsvel lqptiogkitigeproces
performance and maximizing efficiency in audit program management.

Jeaker Bio

Professional Experiencérnie Booth is the Director of Supplier Quality Auditing for Business Exceller@erBrofiess({@EHPC, Inc.) and has bee
with BEPC since 2020. He leads a group of quality system auditing professionals based in North AmericaPAuifipesgind tReidsia BEPC,
Ernie has over 20 yearsd caxXxpdareive tee gwiatt h t yohlmgo rc odpl olamssen im
for combination products (medical devices combined with drugs).

Education & Certifications

ABS degree in Chemistry from Angelo State University

AAmerican Society for Quality (ASQ) certifications as a Quality Engineer (CQE), Quality Auditor (CQA) anOriylaniagtooal@haliience
(CQM/OE)

Fun Facts/What you did not kn&rnie served 27 years (6 years active, 21 years reserve) with the US Navy including service as nuclear p
submarine officer and finished his service wit havalhseryitb§rarNav y 6
personnel. He retired from the US Navy as a CGéptain (O



Session:D2, Thursday, November 2, 11:£8.2:05

Session feaker NameColleen McGuigan

NO PHOTO
AVAILABLE
Session TitleMalcolm Baldridge Examining as Advanced Auditor Training

Session Summary

While there are many courses out there to teach people to become auditors, there are very few that seeéftaliegupgpottk skiterienced
auditors. Using the Malcolm Baldrige criteria and examination methods is the best way thave mungte o pl eds audi ti n

Using the Wisconsin state Balthiggel award program as an example, | will explain how Examiner training, Independent and Consensus R
Visits work to improve the way an auditor will return to audit to ISO 9001 or other standards.

Introduction

Explanation of Baldrige Criteria

Training how it improves auditors
Independent Reviehow it improves auditors
Consensus Revigwow it improves auditors
Site Visit how it improves auditors

Overall benefits and how to volunteer

© N o 0~ w D PE

Questions

This presentation would be unique in that many who volunteer to be Baldrige Criteria Examiners pointedlyegatonsebk#minvitatriot Auditir
However, there are many ways that, especially ISO 9001 auditing, has become mowddrigerGoiteliiedEBamining since the 2015 version of
9001 was released.

Jeaker Bio

Colleen McGuigan is an accomplished professional with over 30 years of extensive experience in the manuidaestries) apdcalizioguiality
systems. Coll eends expertise expands beyond qu a leriwbrlwits thesBaldriges .
program and the Wisconsin state Baltageaward program.

Session: A3, Thursday, November 2, 2:63:30
Session feaker NameAngelo Scangas

Session TitleAdvanced Product Quality Planning (APQfBest Practices and Auditing Techniques

Session Summary
The APQP process defines a methodology for ensuring that the product development processes deployed thoauayledutlthis @ayanéechti
phased processes that extend from concept and design through manufacturing process planaimg) @méhéx@cationt use, service, and custc
feedback. The PPAP (Production Part Approval Process) is an output of APQP confirming that the productioraprddhsiladsdiettonstodu
products that consistently fulfill all requirenentsistomer demand rate.

This presentation provides a brief oveAibrafed Product Quality Planning (APQP) and its relationship to PPAP along with an overview
used in PPAP (FMEA, Control Plan, MSA, and Process Capability). We will also discuss the tools/techniquesstr auditing this p

An evegrowing number of companies must comply with Advanced Product Quality Planning (APQP) requirements. Eubjethdsathat are
compliance mandate recognize the APQP process as a product development best practice that inforavew pesfiuictanmizeduction. To
implement APQP effectively, companies must account for a series of key considerations that will determingidtigesaockeshiofatedy the
performance of future product launches.



This presentation provides valuable information and examples for the successful implementation of the AP@# giralt exzest anodngenaiss
industries. In addition, this presentation will provide effective techniques for conduliting effective au
Learning Objectives

1 Discuss the key phases of APQP

1 Integrate compliance requirements with auditing techniques

1 Demonstrate knowledge of APQP and how it relates to the Quality System

1 Describe the importance of APQP to successfully implement the launch of a new product
Speaker Bio

Angelo is President of Quality Support Group, Inc., an International Consulting and Training organizatiom Chegeilceh&ngiie&ring, M.S. in
Manufacturing Engineering and a MBA. Angelo is a senior member of the AmericanySoueydatiy@eatiember leader of the ASQ Audit
Division (Webinar Chair)

Angelo has more than 30 years of experience in the Medical Device, Consumer, Electronic, Healthcare ancdtirgnicagrbaiugtries w
development, manufacturing, quality assurance and process improvement.

Session: B3, Thursday, November 2, 2:08:30
Session feakerl Rames: Lance Coleman and Kristen Wagner

Session TitleThe Importance of Scope in Successful Supplier Audits

Session Summary

Increased emphasis on supplier control in federal regulations along with various indu
quality management system standards such as ISO 9001, ISO 13485, AS 9100, IAT
AP1Q1 has made conducting effective supplier audits mor¢éhiampeveamt A critical attribi
of the successful supplier audit is proper scoping. Session attendees will be taken tk
aspects of the four phases of aliditaagning, executing, reporting, and ¢lafiifrem the
perspective of suppdiediting, with an emphasis on application of proper scope.

I n our current gl obal economy, more than 50% drfsupplierd. in¢he Onitesl States
recent studies show that 100% of manufacturers include at least one elementpbtheit fivdsisedbtained from outside of their organization.
being the case, along with the increased emphasis on control in federal regulations along with varioustinchestggepeeificsystam standards
such as ISO 9001, ISO 13483100, IATF 19649, andARias made conducting effective supplier audits more important than ever. A critic
the successful supplier audit is proper scoping.

Conducting a successful supplier audit can be used to identify, assess, and mitigate organizational risknedldith taabeaicdrBix Sigma
methodologies to help drive supplier improvement. They can help foster communicat@mrships uiltbralattely, the opposite can also be tri
Session attendees will be taken through key aspects of the four phasgdarfrsnditegecuting, reporting, and &lafifrem the perspective of
supplier auditing, with an emphagiplosaton of proper scope.



Speaked Rios:

Lance B. Coleman Sr. has over 25 years of leadership experience in the areas of quality engineering, Ledityirapterskmadioageomeent in th
Medical Device, Aerospace and other regulated industries. He has a degree in ElecTacioiggetdngthe Southern Polytechnical Univers
Marietta, GA and is an American Society for Quality Fellow as well as, Certified Quality Engineer, QuglitalayditofeSsippiérand Six Sigm
Green Belt,. He is also an Exemoplsd Gertified ISO 9001:2015 & ISO 13485:2016 Lead QMS Auditor. Lance is the autfidgt ™ threeabgaka
Organi zational Ri sk Using the Supplier Audit PrfRigkiManagerhdiarna | i t
| mprovement and Data Analysis (Quality Press 2015)vd t yarPd efsBh
well as, many articles on quality, Lean implementation and risk management. He isrdlso ke Editionfof the ASQ Certified Quality Auditor
Handbook (Quality Press 2020). Lance was 2018 ASQ Lean Enterprise Divisiof2Ghai€Chad 20180 TAGIZ2QRliting Management Systems
He also is presently an instructor for the ARQ Sepiifier Quality Professional and Certified Quality Auditor exam preparatory courses as W
Lean Foundations and Auditing for Improvement courses. He has presented, trained and consulted througaodtahebbhiteanStaisently

a Director of Quality Assurance and Regulatory Affairs for IDEX Health and Science, LLC in Oak Harbor, Washington.

Kristen Wagner has over 10 years of experience in the areas of quality engineering, supplier quality, arttiesiydieahDditiicg industry. Hel
supplier portfolio includes component and sourced finished device suppliers covariufgc@aara¢CM), Original Equipment Manufacturers (C
and NoiMedical (NM) suppliers. In ad#itistgtWWagnehas experience as Supplier Quality lead within the acquisition space. Kristen has a |
Science in Materials Science and Engineering from the UniversityiofWimQisesa She currently sits as the ViéeSOhair Media for the ASQ
Audit Division. Kristen is a Senior Supplier Qualityi Baginesat Finished Medical Devices (Peripheral Interventions) at Boston Scientific in-
MN supporting new acquisitions and sustaining projects. Outside of wKniktandsA&8(Event Coordinator and Foster for Kitty Revolution, a
basedn& i | | rescue for cats in the Twin Citeed, whodl avdsAtbDi ceol
her cat$ Euriidce and Apollo

Session:C3, Thursday, November 2, 2:Q:30
Session Beaker NameErin Urban
Session TitleMore Impact, Less StressWire Your Brain for Leadership Success

Session Summary

You may have noticed that there i sn 6évolvingworkglaze n
chall enging and sometimes chaotic. The workpl a
like,yetwenlkow t hat doing what weodve a-ladashipcoach, Eran Uiban,nn
|l ively discussion about how to effectively man

Discover essential skills that futooé your leadership and ensure gnéatarce with less stress. Create authentic alignment across your perso
professional activities to unlock your zone of genidgsrforitopgct and fulfilment. Reveal key steps to reduce friction in your work life by con
you do witlvho you are. Take away strategies that uplift your professional path and elevate your leadership presersierfar beyond this ses

We will focus on the following areas to uplift your leadership in the evolving workplace:

1. Connect key skills #xapower you to increase your leadership influence.
2. Learn how to shift your leadership mindset to tackle tough challenges and thrive.
3. Discover key actions that elevate your executive presence and ensure your impact.

Feaker Bio

Recognized as a fATop 150 Coach i n -dfer cediffed profeIsnalsyccessrarfitdadamimipca@achDHe
missionis to leverage brain science to help leaders and teams break through barriers to unlpekgotentiahélpryou create succegsan
terms.

Erin partners with you to leverage your Zone of Genius so you can experience more impact with less stress.



Erindés impact is felt as a frequent keynot e sqvents. ISkers the hodt ofithe Cade
Coffee Chat |l ive show amllde @« ehtee avud throrCarfe eérh:e Meaersd slerhg d mtg +H oMK

Erin is a Forbes Coaches Council Member, neurosciencEewtifted@oach, and certified in Leadership Psychology. She has a proven care
corporate and the private sector leadinggnautiional transformational change.

CoachingProfessionals that partner with Erin enjoy success in mdasigtyfprivate & publicly held entities, fs@achudmpanies to Fortune 5(
organizations. Erin is known for her straightforwzaddat @ivaching that empowers clients to achieve more purpose, passion, and performar

SpeakingAudiences from across the globe have enjoyed Erin's realistic, yet humorous, take on what it really"tessee toottmia® amthachieve
more i mpact wi t-éBnerypgpealing sate@nelsdas.ovelE376+ appeararitas ¢ la variety of industry conferences, workshops
keynotesboth virtually anepierson.

Affiliations & Certification€ertified Coach with the International Coaches Federation (ICF), Certified Leadership Coach (Rice Uniyersity,

MentorWo mends Energy Network (WEN) Mentor Program, Ceeshnipt & Professionall e
Development Coach (NOV CoachLAB), Leadership Psychology Certified (Cornell), EmotiordpbimiedigS€EdEdied Consultant in Work St
assessments.

Session:D3, Thursday, November 2, 2:@3:30
Session feaker NameTom Taormina
Session TitleForensidnvestigationsg The New Standard of Auditing

Session Summary

Traditional management systems auditing is wholly inadequate for the future of business success. Since
of QMS auditing was devised, it has evolved into a passive system of conformance verification with little proactivity in
determining process effectiveness.

Forensic Investigations were developed when QMS audit techniques were applied to expert withess invesiijéticrslio adaatslnal
negligence litigation. They were expanded to prove whether a company exhibited an apgopteastamdisappfeare in introducing products &
services to the stream of commerce. The outcome is identifying the root cause of nonconformances, not the symptoms.

Forensic Investigations not only look for compliance with standards but examine processes for their effectdemndgsaaddatititye risk. They
are also used to determine the competence of the process operators.

Forensic Investigations are #raditional approach for evaluating process effectiveness and determining risk within an organization. tfis ar
experiences derived from the aut ho rtréirser aving woykedavithanora than 00 gompahiest A
product of nearly two decades as a consulting and testifying expert witness in products liability and ormganizational negligen

Used as a business process excellence tool, application of forensic investigations within an organization can:

A Create processes that are virtually risk free
A Put metrics in place to track potenti al ri sks
A Achieve the goal of zero outgoing critical defects
A Continually evaluate process operatorsdé competence


https://uppsolutions.net/speaking/

As a risk avoidance tool, forensic investigations:

A Determine potenti al ri sks
A Assess all foreseeable risk factors
A lnculcate the tools of risk avoidance in all business proc

As a tool for determining appropriate or negligent standard of care, Forensic Investigations:

A Establish the appropriate and required duty of care

A Compare actions of an incident to the duty of care

A Build a legally compelling case for appropriate or neglige
Speaker Bio

Tom Taormina was one of the first Quality Cont r dVissioBs: ldeiwanea tosun

three manufacturing companies successfully replacing @apatitiselfOver the last 50 yeatss worked with more than 700 companies as a
consultant, auditor, and trainer. He has trained scores of QMS auditors and conducted hundreds of auditspFavi@8dyespertweitreess
testimony in more than forty lawsuits. Tom is ti@ghtormEASQ QMD Quality Management Systems Committee. He has published 12 book
management.

Session:A4, Thursday, November 2, 3:454:35
Session feaker NamePaul Russell

Session TitleYou Already Do This and You Might Not Be Aware: Describing Several Requirements of the
ISO9001:2015 for those New tbe Standard

Session Summary

Context? Quality Policy?-Basled Thinking? Organizational Knowledge? The ISO 9001:2015 is not as alien a
the standard might initially think. For many cotopaasesind thrive, they most likely already have several ISO 9001 requirements under the
minute class will allow attendees to start looking in the right direction for discovering and organizimgotisatisKistonthéateguirements of the
standard.

Speaker Bio

Paul Russell is Managing Director for QualityWBT Center for Education and the JP Russell Learning Cen{&fSBRoC Ay éas wWReakéed with
online, blended, and public classes approved by the American Society for Quality. Paulptréonethandiistry to maintain Food and Drug
Administration and European Union compliance for over 45 blood bank locations and five blood manufacenegftaaciésphBeaubicy audits
many regions of the US to maintain Drug Enféwgenayrand FDA compliance as well as pharmacy specific adherence to the drug laws of -
one District.



Session:B4, Thursday, November 2, 3:451:35

Session feaker NameStephanie Gonzalez NO PHOTO
AVAILABLE

Session TitleBack to BasicRisk Centerednternal Audits

Session Summary

Risk seems to be such a catch phrase tiseBatdayw do we truly implement it into the foundation oP dhisaselitsion will take you from audit
planning to closeout, as well as-@ipllofi\an audit. We will look at the different risk categories; risk to the audit, and risk to the organizaion. |
risks ensusave are getting the most out of an audit @ridgrarand budget. We will be getting back to the basics of auditing with an emphasis
based thinking.

Starting at audit planning, using data and analytics to determine the audits that need to be completed. Wingidmevitosingynaetings are s
important in reducing the risk of audit miscommunication iagthpkevilmtly in. Look at how to make opening meetings impactful and interact
Together we will review an audit, utilizing a case study. The case study will concentrate on a review df aupl#rtiMithcormgtziastraints, wher
would you ke the auditor concentifagg time? We will work in teams to determine the best course of action to complete the audit. Then m
close out. How to use tact to gét bag seaip the team for success with a detailed problem téemviikbfimish the session with the importance o
followup evaluations. Risks do not vanish just because they are identified. Everything must be completed witlgintention and plannin

Foeaker Bio

Stephanie Gonzalez has over 20 years of Quality experience in both tlenGaenospaial and Defense industry. She is a Six Sigma Black B:
Quality Engineand Lead AuditerthASQcertification, as well as Lead Auditor certification for the AS9100 and 1SO13485 standards.

Session:C4, Thursday, November 2, 3:451:35
Session feaker NameAlicia Davis
Session TitleSensory Digital Tools and Transformations for Auditors and Industry

Session Summary

Advances in the development for evaluating seafood quality attributes have led to the development of new dig
transform the seafood industry. Methods for fish freshness assessment are based on thattribates eetetetcofo fi
appearance, color, texture, odor, and taste. In this presentation, we will explore the roles of a qualififetlssensaorgvarntdyttl aools and
techniques used in industry.

Analytical methods for seafood assessments are based on the measurement of chemical and physical attgpateamekstedltr, fistxtare, odo
and taste. As fresafoods highly perishable and subject to a rapid decay process. Reliable methods and techniques are requirepiditgvalt
and spoilage.

During this presentation, two methods of evaluating seafood quality attributes will be explored. A qualifisdlse=abdity aoadgsiorm a sensory
evaluation as a subject matter expert. While a few of the new digital tools cundestty esedo@rform an expert scientific sensory evaluation &
Advances in the development of digital tools and techniques for evaluating seafood quality attributes havatechéntdreemoigeles, such as
the etongue, the opticat@pthe electronic nose and the fish freshness meter currently used in industry. We will explore each mdttieal of e\
advantages and disadvantages. We will explore how each method of sensory evaluation works and why. In eitwetetatigGueillweqare
some form of a highly skilled operator.

Case studies will reference the ongoing oppositions and trends with either method of seafood sensory evigvaitiomn Restigitzdtaels and
abilities of the qualified sensory analyst will be on hand. Strategies and tools w8l tallcowstentteir own conclusions as how to move forwa
digital age. The presentation will provide hands on activities and ongoing discussions with pre and posttbeatusdismabdedefittomes of wh:
was implementation and leatmeng the presentation.



Feaker Bio

Alicia Davis is currently a Consumer Safety Officer for The Department of Commerce. As a Certified HACCPalddioryistes copdrtstand
collects surveillance samples. She is assigned to perform sanitary inspections andNairthgpe ialifeinia with duties including inspecting se
products for domestic and export while ensuring food is safe and sanitary to enter market trade. Aliciamgneabestiagdmnplisititary to
government employment has been théaasiiit honors and support her fellow soldiers by providing seafood inspections for airlifts to our tro
herself!Alicia is a decorated Gulf War veteran and she was only one of a handful of female nhon commissioipedenfficerdvetod @aerations.
She has served in CONUS and OCONUS including the Generals Dining Facility at 101st Airborkkicfanmes@lgems to assist the National
Sensory Training Team for the Seafood Inspection Program. This team detivety tegiftodenspection staff to harmonizeethalzgm taint
disaster emergencifélse has been an advocate for veterans and the disabled for many years. She participates in local, natigndiliand inter
awareness programs that meet the needs of the disabled and our veterans. Currently she serves as the s danplipreEhRaseterce Grou
@ NOAA.

Session:D4, Thursday, November 2, 3:454:35

. NO PHOTO
Session feaker NameKellan llse AVAILABLE

Session TitleAudit Nightmares: Five ReaWorld Supplier Stories with Lessons for Us All

Session Summary

Supplier audits are an essential element of a robust quality management system. But what happens when #rigggigg aesgbim sl take
you on a rollercoaster ride through five supplier auditing stories that will both entert&aciinsitadtioa offers more than just shock value; we
actionable lessons that can help you rethink your supplier audit stratdgyppirarc@mpliance blunders to outrageous oversights, these stori
illustrate the pitfalls that everosedsauditors can fall into. By delving into thesedd-ealutionary tales, you'll come away with valuable insights 1
improve your supplier auditing program, making it a strategic asset ratbkethargaekercise. Prepare for aspepngession that will redefine
how you approach supplier audits.

Speaker Bio

Kellan llse is a Partner at Quality Auditing LLC, a leading provider of internal & supplier auditing serviceaadeosasNuetfoAnmed hundreds ¢
audits across a variety of quality standards in 15 countries and is a voting memaerEoferdiiat Bdobal Certified Lead QMS Auditor for ISO
13485, and ISO/IEC 170@g.is also a devoted member of ASQ where he holds a CQA, CMDA, CQE, CPGP, and CSQP certifications. lls
bachel ordéds degr ee iversity yastersia fromigC Miterbd Suhod of Ehgimeziding, and aniMBA from NYU Stern Si
Business.

Session:E1, Friday, November 3, 9:3011:00
Session feaker NameBill Hackett
Session TitleCAPA Developing and Auditing the Organizational Knowledge Requirement of ISO 9001

Session Summary

The fact that fAknowledged is the key word in cl of
learning must have something to do with that knowledge. Learning is gathering facts and knowledge is thi
thosefacts. Thee ar e various | earning theories and meth S 0

have the goal of helping to pass along significant knowledge to new generations.

Understanding what organizational knowledge will be presented considering (1) current and anticipated tec.. -4 “U50F

the knowledge that allows the organization to exist, (3) within the organization, who has to know what and how much
should each individual be aware of, and (4) any additional venues that will assist in continually improengetiesyatdity. manag



How an organization provides evidence of fulfilling the requirements of 7.1.6 will be discussed with praetaiaagetoatiocsme away with
several approaches to ensuring the proper audit evidence is obtained in support nathaondedigetisquirement of the standards. Examples
excellent approaches to organizational knowledge including the armed forces, professional sports, and basic life skills.

Since organizational knowledge is also part of the quality management system, risks to the quality managessentesystéim eviipbasis-on U
theory and the Dunrifmgger effect as well as the intension action gap. The prime risk willhbe theeet i on of fAtr i bal kr
organizational knowledge.

Attending training, conferences, and seminars can only add to both increasing new knowledge and eliminatihgiwban vaak thefitradr i b
may not be effective anymore. At times, old knowledge does get in the way of imprakierriskésin@oéeaiting new knowledge and making it
organizational knowledbeorgmovol Aesstvhaedi sakhown, asna @Gb8nnot
gained knowledge.

Organizational knowledge is also linked to training and competency, awareness, people, and the controlsirepoalisioon ahdselinkages
provide evidence that all learning has become effective knowledge in the quality manadamenitisygtameenounts to a simpler way for an
organization to fulfill requirements

Speaker Bio

Bill Hackett, principal at QBD Strategies LLC i ntatibhdos|S@3I00LarsdeSO
13485 programs. He was quality manager-@ol8amR&D, served Lockheed Martin as qualitptdortheltBAA, and has experience as a quality
manager for electronic manufacturers and he alductingauditsto [5© ©3485 dnel IS
9001 schemes. He is an Exemplar Globallosatifiddditor and instructor for ISO 9001:2015 and ISO 13485:2016, as an associate and leac
NQAUSA and Dekra.

Session:F1, Friday, November 3, 9:3011:00
Session feaker NameHeather Wade

Session TitleHelp! | Need a Competertalibration Vendor!

Session Summary
Valid metrological traceability of measurement resources is a key requirement of both ISO 9001 and ISO/IE @rib@RENEsINn g talibratio
is both a rigleduction practice and a fundamental basis of quality measurements. Aawessasament deficiency is not using appropriate ¢
competent calibration vendors and not having calibrations that are traceable to international standards ks idofiehKmesalmew to find an
evaluate calibration vendors and théo hequest calibrations to get what they need. This session wilkproliole stegys for searching and
evaluating competent calibration vendors as wellaagagy timce for requesting calibration services.

Both ISO 9001 and ISO/IEC 17025 require that critical measurement equipment be calibrated with their ynetriokegictidredestdiidards.
Ensuring this unbroken chain of calibrations is betthugtitek practice and a fundamengabfgqsality measurements. A common audit and
assessment deficienayoisising appropriate & competent calibration venuatisaaiirty calibrations that are traceable to international standard:
often because folks do not know how to find and evaluate calibration vendors and then how to request ctiibyateesth Dhiprasantation wil
include the offidi@finitions of calibration and metrological traceability. Attendees will learn how to search and evaluatd baligttetole e ndbr
then learn the details to include in calibration requests so the appropriate calibration is performed.
Learning Objectives:
At the end of this session, participants will be able to:

1. Search for competent calibration vendors;

2. Evaluate differences between calibration vendors;

3. Request calibrations using a standardized format.



4,
Jeaker Bio

Heather is an internationally recognized metrology subject matter expert & a popular preddrdea. Sheisd®e nt Qual i ty D
Chair and an A2LA ISO/IEC 17025 Assessor. She is an active member of several internajaomabtivetscdoglieeditor arsded hor o f
Metrology Handbook, 3rd Edition.

A graduate of University of Michigan with a B.S. in Biology, Heather has worked as a microbiologist, paydichktesstenefioremovingnidl
into metrology. Wi th her nearly 30 Meeaasrusr epnieonfte sHsei aodnaacl h eesxop efroir

Session:G1, Friday, November 3, 9:3011:00

Session feaker NameAnthony DeMarinis
NO PHOTO

Session TitleAuditing for Value and ContinuousnprovementT ¢ | { Ay 3 Cdz f ! Rl y il 3S AVAILABLE | J § Y

Session Summary

Most auditees believe an ,sothdyihave noextrdpameovdrkor wofkload foetheimexigting or f i nd
scarce resources. However, if issues remain hidden, these audits add no value & may even increase risk. BCn the otherthand,t s |,
conducted by inexperienced auditors, can misdirect scarce resources to trivial busywesk eoahplédityetedprocesses. Unfortunately, most ¢
fall into the 2nd category where a listcohfamances results in fixing symptoms. This leads to similar issues fourichirdgabseourech familiar?

There has been a dramatic change in audit philosophy since 1988. Today, compliance is (or should be) the nam for onossaggarf  n
Management doesné6ét just want compl i anc erprofith ényadditian totiookngfer complintceg
auditors should also target waste andlneadded (NVA) activiteesd report actionable findings directed at the root cause(stofrgatiamos The
primary purpose of an auditis to benefidtu di t eeét o hel p them do whatever they do be
used by the Process Owners to evaluate their own performance and the need for improvement. If the metrics@iencestoomsehad ¢
activities and goals will align with improved customer service, procedural compliance, safety, etc.

This session examines the differences between comlylizndi#ing and vaddeled auditing. If the Audit Program goals are not aligned & linke
strategic Organization Goals, the audit program is not designed to add value. Ifhbeaadly gragiram is to comply with the requirements in &
standard and get audits done per the schedule, then the real benefit of this management power tool is gastéd (Eamdantonlgito make
noi seéwhich it ddsefa mastersthereisad limi)to the vdlue a todhcan cheata

Seaker Bio

Tony has BS degrees in Biology & Microbiology and a MS in Quality Management. He is currently an indepleadeadiCalndeNiantdod
pharmaceutical industries. He is ASQ Certified Quality Auditor, Certified BioMedical Audijer, & épuifiditi/Mad Organizational Excellence,
Certified 6Sigma Black Belt and Certified Pharmaceutical GMP Professional. He is also an ASQ Fellow aRbigaChesedunaysitmrQuality
Improvement, CQA & CMQOE certification progralnsaioh 8@ sections.

Tony has over 30 yezfexperience using enhanced Quality Management Systé&udef #luditing, Failure Investigation and Root Cause Anal
process improvement.



Session: H1, Friday, November 3, 9:8@1:00
Session feaker NameAngelo Scangas

Session TitleAuditing Risk ManagementBest Practices based on the ISO 14971:2019 Standard

Session Summary
Application of risk management to medical deviecveiscoe sd eafti naelsl as
cycle, from product design to production and postproduction use. The goal afitfgOs1td9idvehip a risk management plan that is capable o
assessing, evaluating, identifying controls, and monitoring the risks associategaiétistageh life

This presentation will cover the following.

Describe the Risk Management Process as defined in ISO 14971:2019

Identify how ISO 14971:2019 relates to ISO 13485:2016 Risk Management Requirements

Leverage the relationship of ISO TIR 24971:2020 to ISO 14971:2019

Effective auditing techniques

=A =4 =4 =

To help understand | SO 14971:2019, tdhGiud dmrneese mtna ttihen awipll li cuas
companion document. Tools and techniques described in ISO 24971:2020 will be used to demonstrate how riskevaodiedassessed an

I n addition, this present at idQualitwmandgenrerd systeR® qlus @ eIn2hd8 5: Z2®I 6 r el
concepts from ISO 14971:2019 and ISO 24971:2020 can be applied.

Speaker Bio

Angelo is President of Quality Support Group, Inc., an International Consulting and Training organizatiom Chegeilceh&ngiie&ring, M.S. in
Manufacturing Engineering and a MBA. Angelo is a senior member of the AmericanySodetydetyQeaiember leader of the ASQ Audit
Division (Webinar Chair)

Angelo has more than 30 years of experience in the Medical Device, Consumer, Electronic, Healthcare and@iegriicgirbuiwgtries w
development, manufacturing, quality assurance and process improvement.

Session:E2, Friday, November 3, 11:1512:05

Session Beaker NameDay Boswell

Session TitleTBD NO PHOTO
AVAILABLE

Session Summary
TBD

Feaker Bio

Day Boswell has been active with the ISO standards since the first veksoribos®00Lght a copy, tossed it on her desk and told her to figur
out.Si nce then, sheds been auditing, c ecapolersnagd foreientdorganzatisesifiett CQAgDay
Boswell holds lead auditor certifications in 8 different standards, and a Masters degree in communicatipiod €ormtwitiNivergitincipal for
Better Days LLC, in Overlarld R&, she helps organizations simplify so they can certify or satisfy their customers.



Session:F2, Friday, November 3, 11:1512:05
Session feaker NameDenis Devos

Session TitleWriting Effective Opportunities for Improvement Workshop

Session Summary

Every auditor has been trained how to write effective nonconformance statements. However, it is far |
auditors are trained to write effective Opportunities for Improvement statements. -Dnnmgrkisisdpands
participants will learn a simple and effective format for OFIs and have an opportunity to contrast theih chmiéart @orctmferwiince statemen

Every auditor has been trained how to write effective nonconformance statements. However, it is far less amnraorethtd auid@a@ffective
Opportunities for Improvement statements.  During-¢hisvioaketsop, participants will iesimple and effective format for OFIs and have an
opportunity to contrast their content and tone with similar nonconformance statements.

The format for Opportunities for improvements is written in three parts:

o0 What was observed
0o Why s ita problem
o What should be done about it (if the auditor knows a better way)

The purpose of this Workshop is to introduce a format for writing Observations and reinforce the diffdretvoedn Ndtingrdtylmance Stateme
and Observations. This presentation is 45 minutes long. After 15 minutes of intrmalkitipattiei@gors have 30 minutes to try the approach |
a set of audit scenarios. Each scenario-afoamance, and participants will write the issue as both a nonconformance and as an opportu
improvement. Writing issues bottemapssizes the difference in tone between the two ways of presenting findings. Nonconformances are
correction, but OFIs are not. As a result, OFIs have to more persuasive as the auditor points out an ascthaf siskudd Wwepknesd. As a
result of attending this presentation, attendees will have learned the following: 1. Understanding thefoolamgfrOypgrogonitiesn audit, 2.
Understanding of the difference between Nonconformances and Opportwsitrentoahd@oHave a real technique and tool for writing Oppo
for Improvement

Jeaker Bio

Denis Devos is a professional engineer with a long career providing QMS training and &tlviscayFsdiaices the ASQ and is a recognized e
in the application of the ISO 9001, IATF 16949 and ISO 14001DstsEndeadshe develop¢h® Risk is the Compasseaskd audit model in
2001.He works with clients in a variety of industries, providing internal audit services and training for QA praktitiditer®andiist a regular
contributor to the Audit Divisidaremce, having shared his insights and expertise with us for over 15 years in a row. He also contributed
published ASQ Certified Quality Auditor Handbook, Fifth Edition.

Session:G2, Friday, November 2, 11:1512:05
Session feaker NameRay Santos

i i 1 i 1 NO PHOTO
Session TitlePerforming Onsite Audit Protocol NoFHote

Session Summary

Are you responsible for performing onsite audifsatgoul i t i es or suppliersé facildi Do
focus on and what processes to review when you perform an onsite audit given the limited of time you havevidinsiadi? ythidteesgjb being
efficient in performing onsite audits and maximize your efforts.

Performing onsite audits that adds value to the organization can be challenging due to many obstacles tieest surcbrgatizetéohréssources
available to help with the audits. This presentation will walk you through in what areds towliprmtéssnsure a comprehensive onsite audit
whenever you perform audits at any manuf act ur iandbe &fficient ih futtré onste
facilities audits to objectively evdluateto v e r a | | health of the companydés Quality Man
such as 1ISO 9001.



Feaker Bio

Ray Santos has over 25 years of experienCuadith@rena. He has experience in Quality Engineering, Quality Management Systems, Six !
Calibration, and Supplier Quality. Ray brings tremendous experience working from the top technology conchaasesgpléhdmeansicsuElectric
andSamsung. Ray has performed over 150+ 3rd Party Audits and

Session:H2, Friday, November 2, 11:1512:05
Session feaker NameTBD
NO PHOTO

Session TitleTBD AVAILABLE

Session Summary



