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Monday, May 18, 2015

9:30 AM - 10:30 AM

The basic requirements of a product going from the plug through

the enclosure and COMPONENES ........ccciiiiiirmmrrrrrrr s smsss s s s e e e s e e e esssesasss s s s s sssnmnnnnnnnnnnnes Presentation Only

John Allen (Product Safety Consulting, Inc., USA)

The Pre-Mortem: An Alternative Method of Predicting Failure ... 1
Theodore Eckert (Microsoft Corporation, USA)

Medical Device IEC 60601-1 Preliminary Evaluations............ccccouviccmmernnsncsssssesssssssssee s s s ssseeessssssssssssennns Presentation Only
Brian Biersach (MECA, USA)

EMC Fundamentals - Grounding, Shielding, Filtering Design and Layout.............cccccovrimrnniiennniinnnnnns Presentation Only
Elya Joffe (Electromagnetic Solutions, Ltd., Israel)

10:40 AM - 11:40 AM

Dielectric Strength Testing Transient Over-voltage Withstand Testing ..........ccccciririiicmrrrnnsssssrre s s s ssnnes 5
Richard Nute(IEEE, USA)

Compliance Challenges for Smart Grid and Emerging Smart Systems and Devices..............ccccuuunueen Presentation Only
Rudi Schubert (IEEE Standards Association, USA)

Amendment 1 of IEC 60601-1, 3rd Ed. - What are the changes?...........cccocciririrnnciinnncee s Presentation Only
James Benscoter (UL LLC, USA)

1:10 PM - 2:10 PM

Touch Current and Electric Shock Tutorial.............ee it Presentation Only
Peter Perkins (P.E. Perkins PE, USA)

Electronic Cigarettes, the past, present, and future ..........cccciiiiriiiniiinniiicccees Not Available at Time of Production
Richard Pruen (BTC Battery Testing, USA)

Medical Safety testing requirements for 60601 safety testing ........cccccevvccccrrrrinccccree s Presentation Only
Jorel Townsend (Chroma System Solutions, USA)



2:20 PM - 3:20 PM

Introduction to IEC 60335 - Household and similar electrical appliances - Safety ..........ccccciiiiiiriiiccserrer e, 1
Dan Roman (Colgate-Palmolive Company, USA)

Requirements, Challenges and Opportunities of Microsensors for Wearable Devices ...................... Presentation Only
Kai-Hsiang Yen (Underwriters Laboratories Taiwan Co., Ltd., Taiwan)

IEC 60601-1-2 4th Edition EMC .............e e ieriieccss s e e e e s re s s s s s s s s e e e e e e e e nm s s s s e e e s e e e e e e eennnnnnnsssnn Presentation Only
Nicholas Abbondante (Intertek, USA)

Introduction to Printed Circuit Board Design for EMC Compliance.........cccccciiiiiimmiiicniseenenncsceeeeenns Presentation Only
Mark Montrose (Montrose Compliance Services, Inc., USA)
3:50 PM - 4:50 PM

Electrical Safety Testing in a Production Environment ... ssssnnnes Presentation Only
Dwayne Davis (Associated Research, Inc., USA)

ISO 14971 Risk Management standard and EU MDD ..........ccccoviciccmmmeniicssseessssssssssesssssssssesssssssssssssssnnas Presentation Only
Steli Loznen (I.T.L Ltd, Israel)

5:00 PM - 6:00 PM

Navigating The Product Certification Maze.........c.c.ccooiiiiiiiiiiciiiiicccsseeeerrerrrre e ssmmnennnees Presentation Only
Valerie Madarasz (CSA Group, USA)

Human Factors Engineering in Medical DevicCes ..........cccccviiiiininiinien e Presentation Only
Cindy Miller (GE Healthcare, USA)



Tuesday, May 19, 2015
8:00 AM -9:00 AM

Failure Mode & Effects Analysis (FMEA) Methods and Accelerated Testing Concepts..........cccccunnueee Presentation Only
Daren Slee (Exponent Engineering and Scientific Consulting, USA)

Update on Regulatory Labeling ........cccccieriiiimimmeiisss s s ssss s s Presentation Only
Gary Schrempp (Dell Inc., USA
Daniece Carpenter (Dell Inc., USA)

Levels of Conceptual Interoperability Model for Healthcare Framework
for Safe Medical Device INteroperability ........cccccuueiiiiiiiiiiiiiiicicsseererrr s ssr s e e e e e e e s e e e e s s e e n s s e s s s snnnnnnn 17
Michael Robkin (Anakena Solutions, Inc., USA)
Sandy Weininger (FDA/CDRH, USA)
Benjamin Preciado (Anakena Solutions, Inc., USA)
Julian Goldman (Massachusetts General Hospital, USA)

New European EMCD, LVD and RED — What's NEW? .......ccccciiiiiieermerrrrerrn s ss s sssmmmnnnnnnns Presentation Only
Michael Loerzer (Globalnorm GmbH, Germany)

9:10 AM - 10:00 AM

Seawater Immersion Abuse Testing of Electric and Hybrid Vehicles ... Presentation Only
Erik Spek (TUV SUD Canada Inc., Canada)

Photobiological Safety of LED Lamps and Lamp Systems: IEC/EN 62471..........cccccovreecierernrsccsneeennnns Presentation Only
David Ellis (Intertek, USA)

Applying STPA-based Hazard Analysis to support Hazard-based Safety
Engineering for Systems Built Using Medical Application Platforms...........ccccccoiiiiiniiisinnnsie e Presentation Only
Sam Procter (Kansas State University, USA)
John Hatcliff (Kansas State University, USA)
Anura Fernando (Underwriters Laboratories, USA)
Kim Fowler (Kansas State University, USA)
Sandy Weininger (U.S. Food and Drug Administration, USA)

Product Compliance under European Law - System, sanctions, current issues............ccccceervrrnnnnnnee Presentation Only
Susanne Wende (Noerr LLP, Germany)

10:50 AM - 11:50 AM

Lesson Learned from Battery Failures ..o Presentation Only
Alvin Wu (Underwriters Laboratories Taiwan Co., Ltd., Taiwan)

Laser llluminated Projectors: Science, Safety and Regulations............cccocvminiiininincse e Presentation Only
Casey Stack (IEC TC-76 ANSI Z36, USA)

Safety of Medical RODOLS .........ccceiiiiiiiicr i ————— Presentation Only
Steve Deibele (O'Brien Compliance Management, USA)

Consumer Product Safety Compliance - The Current State of CPSC Safety Programs...........c.......... Presentation Only
Charles Joern (Joern Law Firm, USA)

1:10 PM - 2:10 PM

Risk Assessment as a Design Tool for Safety Compliance .........ccccceevricvcmrernisssssserensssssssee e s s sssseessnnns Presentation Only
Stefan Mozar (UNSW, Sydney, Australia)



Computational Analysis of Electrical Shock Hazard and Safety Evaluation

using Human Body MOMEIS .........ccoiimiiiiiere s s sas s s ans s s s Presentation Only
Hai Jiang (Underwriters Laboratories, USA)
Paul Larsen (ANSYS Inc., USA)
Marc Horner (ANSYS Inc., USA)

Risk Evaluation -- Safe Enough for SOCIiety ... s Presentation Only
Steve Deibele (O'Brien Compliance Management, USA)

Regulatory Changes in Environmental CompliancCe .........cccccciiiimmmmmmmmmrieisre s ssss s sssmsnnnnnnes Presentation Only
Geoffrey Bock (TUV Rheinland of North America, Inc., USA)

2:20 PM - 3:20 PM

A New Structure for the EU LVD Directive: The European Union New Legislative
Framework and New Low Voltage Dir€CtiVe.........uuiiiiiiiiiiiiiiciicccicsssssesnrrre s s s se s s s s s ss s s ss s sssmmn e s s s s s s esssssssnnnsssnsnssnnnn 25
Mark W. Maynard (SIEMIC, Inc., USA)

HBSE and INSUIation CoOrdiNation .........ccciiiieeeeiiiiiessiiiiisssssisrrsssssssressssssssssssssstesssssssressssssssessssssimsssssssstessssssssessssssssennsnnns 30
Richard Nute (IEEE, USA)

A cybersecurity risk analysis methodology for medical deViCes .........ccuuriiiiiiiiiiiiciicccscs e e 35
Srinivasan Jagannathan (Exponent, Inc., USA)
Adam Sorini (Exponent, Inc., USA)

The General Motors Ignition Switch Recall ... Presentation Only
Gary Tornquist (Microsoft Corporation, USA)

4:00 PM - 5:00 PM

China New CCC Regulations for 2015 ..o Presentation Only
Thomas Ha (G&M Compliance, Inc., USA)

HBSE and Interlock Schemes: The interlock model and its parameters ..........ccccccveirrrrceerrr s 1
Richard Nute (IEEE, USA)

Towards a Logic-Based Extension of a Relational Software Tool for Coherent
Technical Documentation of Medical DEVICES ... 45
Tobias Lueddemann (Technische Universitat Minchen, Germany)
Jonas Schiebl (Technische Universitat Minchen, Germany)
Daniel Roppenecker (Technische Universitdt Miinchen, Germany)
Franziska Klein (Technische Universitat Miinchen, Germany)
Tim Lueth (Technische Universitdt Miinchen, Germany)

ProductDNA: Traceability for Compliance & Market ACCESS .......ccccccmmmmmrmririmiieiiri e Presentation Only
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Wednesday, May 20, 2015
8:00 AM -9:00 AM

EOL Test: Friend or Foe? Challenges with Testing Lithium lon
Batteries in a Manufacturing ENVironment............ccooiiiieie s s Presentation Only
Bradley Willard (Zebra Technologies, USA)

A Critical Review on China Toys Safety Standards: GB6675-2014 ..........ccccoiciiiiniiniinis e 51
Shu Lun Mak (The Open University of Hong Kong, China)
Hing Keung Lau (The Open University of Hong Kong, China)

USB Port and Power Delivery: An Overview of USB Port Interoperability ......c.ccccccveeiimiiiiiiiiiicccccccceeeeeeeer e 55
Fan He (UL, LLC, USA)

Product Safety Program Planning - From Prescriptive to Hazard-Based Safety .........ccccccuececmmemminicssmeesnssscsseeesssssnnes 60
Oscar Overton, Jr. (Lexmark International, Inc., USA)

9:10 AM - 10:10 AM

Child Safety - Button or Coin Batteries ..........ccccccemiiiimiiiiiiiiiiiiis i ssssssnsne s s nns Presentation Only
Paul Robinson (IBM Australia, Australia)

UL 61800-5-1 Drive Safety Standard ... e Presentation Only
Seth Carlton (UL LLC, USA)
Matt Mollen (UL LLC, USA)

Application of HBSE to the fire risk of clothes dryers ... Presentation Only
Suzanne Smyth (Exponent Failure Analysis Associates, USA)
Delmar Morrison (Exponent, USA)
Brenton Cox (Exponent, USA)

Product Compliance Management — A Tool Box to Comply with Legal Obligations.............ccccccvrern. Presentation Only
Michael Loerzer (Globalnorm GmbH, Germany)

10:40 AM - 11:40 AM

New Approaches to Safe Ventilation of Equipment Containing Lead Acid and NiCd Batteries........cccccccevvvieeiiiennee. 66
Don Gies (Alcatel-Lucent - Global Product Compliance Laboratory, USA)

NFPA 70E Standard for Electrical Safety in the Workplace - 2015 Edition ..........cccccerieeiminniicccceennnne Presentation Only
David Dini (UL LLC, USA)

Programmable Logic Controller Software Hazard Analysis Using Fault Tree Analysis .........cccccovcmmmmmmmmmmmrnneennnenennn, N/A
Dae-Won Chung (Honam University, Republic of Korea)

Team Engagement in the Product Compliance Process —

Which Teams Should Be Engaged and WRY?...........iiccmiiriicsssresssssssssse s ssssssssssesssssssssssssssssssssssssssssnnes Presentation Only
Dennis Bartelt (Go Global Compliance Inc., USA)
Peter Merguerian (Go Global Compliance Inc., USA)

12:40 PM - 1:40 PM

Battery Certification For Large Format Applications ..........ccccvirrecmmmrmnsncsssrerss s ee e s s ssnr e e s s ssmnseeennes Presentation Only
Stephen McVay (Intertek, USA)

Assessing Hazards of Systems vs. Products: Case Study of Roof- Mounted
Photovoltaic Panels and Fire Testing to ANSI/UL 1703..........cccoiniiminmimier s Presentation Only
Gregory Allen (Intertek, USA)

When do wearable electronics become medical devices?.........ccccciin e Presentation Only
Ted Eckert (Microsoft Corporation, USA)
Vil



1:50 PM - 2:50 PM

Global Certification Requirements for Grid Connectivity:

Renewables, Backup Power, and Energy Storage ..........cccociiiimiiiininnsnsiss s s s sssssesnans Presentation Only
Haiwen Liu (Intertek, USA)

Functional Safety: An Introduction to Theories, Standards & Applications ........cccccceceeiceerniicccccenennn. Presentation Only
Erik Reynolds (Intertek, USA)
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