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“To prepare international standards and other publicationi concerning electrical

equipment, electrical systems and software used i ~: nd their effects
on patients, operators, other persons and the environment.

NOTE: This scope includes items that are also within the scopes of other
committees and will be addressed through cooperation. Attention will focus on
safety and performance (e.d. radiation protection, data security, data intearity,
data privacy and environmental aspects) and will contribute to requlatory
frameworks. Healthcare includes medical practice as well as emergency medical
services, homecare and support of persons with disabilities in their daily lives
(i.e. Ambient Assisted Living).”
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“To prepare international sta ds and other publicationi concerning electrical

equipment, electrical systems and software used i ~: nd their effects
on patients, operators, other persons and the environment.

NOTE: This scope includes items that are also within the scopes of other

committees and will be addressed through cooperation. Attention will focus on

safety and performance (e.d. radiation protection, data security, data intearity,
4 data privacy and environmental aspects) and will contribute to requlatory
frameworks. Healthcare includes medical practice as well as emergency medical
services, homecare and support of persons with disabilities in their daily lives

(i.e. Ambient Assisted Living).” \
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Health care (or healthcare) is the diagnosis, treatment, and

prevention of disease, illness, injury, and other physical and mental
Impairments in humans. Health care is delivered by practitioners in
medicine, chiropractic, dentistry, nursing, pharmacy, allied health, and

other care providers. It refers to the work done in providing primary

care, secondary care and tertiary care, as well as in public health.
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# (From Wikipedia, the free encyclopedia)
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http://en.wikipedia.org/wiki/Disease
http://en.wikipedia.org/wiki/Illness
http://en.wikipedia.org/wiki/Doctor_of_Medicine
http://en.wikipedia.org/wiki/Chiropractic
http://en.wikipedia.org/wiki/Dentistry
http://en.wikipedia.org/wiki/Nursing
http://en.wikipedia.org/wiki/Pharmacy
http://en.wikipedia.org/wiki/Allied_health
http://en.wikipedia.org/wiki/Health_care_provider
http://en.wikipedia.org/wiki/Public_health
http://ja.wikipedia.org/wiki/%E5%81%A5%E5%BA%B7
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of persons with disabilities in their dalily lives
(i.e. Ambient Assisted Living).”
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ICT (Information and Communication Technology)

F—)—F;
safety and performance
(e.g. radiation protection, data security,
data integrity, data privacy and
environmental aspects)
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1989 Draft software policy
1991 Pre-market software guidance

1999 ff-the-Shelf Software Guidance
2002 General Principles of Software Validation
2005 Cybersecurity Software Guidance

2011 Medical Device Data System Rule
2011 Medical Device Mobile App Draft Guidance
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AAMI

Advancing Safety in Medical Technology

Tuesday, October 2, 2012

7-45 am- 8:30 am
8:30 am - 8:45 am
845 am - 3:15 am

9:15 am - 10:30 am

10:30 am - 10:45 am

10:45 am - Noon

MNoon -1:00 pm

1:00 pm - 2:45 pm

2:45 pm - 3:00 pm
3:00 pm - 4:15 pm

4:15 pm - 5:00 pm

515 pm - 5:30 pm

AAMITR—

About AANI

Membership  Events

Registration and Continental Breakfast
Welcome and Summit Overview

Keynote Presentation
David Classen, MD, MS, Pascal Metrics

Aligning Stakeholder Needs and Priorities

David Muntz, MBA, Principal Deputy, Office of the National Coordinator
Matt Weinger, MD, MS, Vanderbilt University

John Zaleski, PhD, Nuvon, Inc.

Break

Pathway to Patient Safety from Current State of Interoperability and
Integration: Challenges, Opportunities from the Value Proposition
Meghan Dierks, MD, Beth Israel Deaconess Medical Center

Charles Jaffe, MD, PhD, HLV

Elliot Sloane, Center for Healthcare [nformation Research and Policy

Lunch: Remarks by Dr. Jacob Reider, Chief Medical Officer, Office of the
National Coordinator

System Level Design Considerations for Safety Critical Technologies
Jim Keller, MS, ECRI Institute

MNancy Leveson, PhD, MIT

Kevin Stine, MIST

Break

Who's Watching the Wild, Wild, West: Regulatory Considerations
Tim Gee, Medical Connectivity Consulting

John Murray, U.S. Food and Drug Administration

Mike Robkin, Anakena Solutions

James Welch, Sotera Wireless

What Don't WWe Know: Research Gaps
Steven Baker, PhD, Welch Allyn
Julian Goldman, MD, Partners HealthCare System

First Day Wrap-up

LR—D LY iR

Products

Publications

Career Tools

Medical Devices - Gettmg Patient Sen‘ety,r R|ght
October 2-3, 2012, Herndon, VA

Communities  Standards ~ Safety Institute

Wednesday, October 3, 2012

530 am

9-00 am

915 am -

10:30 am -
10:45 am

Moon -

1:00 pm

2:00 pm

315 pm

3:30 pm

4:30 pm

-9:00 am

- 915 am

10:30 am

10:45 am

- Moon

1:00 pm

-2:00 pm

- 315 pm

- 3:30 pm

-4:30 pm

-5:30 pm

5:30 pm

Continental Breakfast (Provided)
First Day Review

Learning frem Lead Innovators: Case Studies from the Field
Steve Miller, Oklahoma Heart Hospital

Adam Sapirstein, MD, The Johns Hopkins School fo Medicine
Jdulie Vilardi, RN, M5, Kaiser Permanente

Break

Learning from Industries Qutside of Healthcare about Interoperability and
Systems Integration

Jamie Bishop, Lockheed Martin

Lane Desborough, Medtronic

John Thomas, John A. Thomas & Associates, LLG, President, INCOSE

Lunch

The Interoperability Petri Dish: Test Methods for Systems
Marlene Davis and Desiree Gandiup-Dupre, Kaiser Permanente
Anura Femando, Undenviiters Laboratfories

Are We Wired for Wireless: Wireless Considerations Around Interoperability of
Safety Critical Devices

Rick Hampton, Partners HealthCare System

Shaun Neal, The Burwood Group, Inc.

Chris Riha, Garilion

Break

What Does Success Look Like?
Julian Goldman, MD, Parfners HealthCare System
Bakul Patel, U.S. Food and Drug Administration

It Takes a Village: The Audience Sets Priorities and Action Plans

Adjourn
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About AANMI Membership Events Products Publications Career Tools Communities Standards Safety Institute
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Adancing Sfetyin Medical ey %o 8 AAMI/ FDA International Conference on
Ca \“Z % Medical Device Standards & Regulation

2013 Schedule *

8:30am- 9:00am Continenta

9:00am- 10:30a Medical Device Cybersecurity Considerations
Sherman Eagles, SoftwareCF

Kevin Fu, University of Michigan

Mark Olson, Beth lsrael Deaconess Medical Center
aleul Patel. U.5. Food and Drug Administratiog

10:30am- 11:15am An Update on al lledical Device Regulators Forum (IMDRF)
and Sunsetting of the Glubal Harmonization Task Force (GHTF)
Kim Trautman, U.5. Food and Drug Administration

11:15am- 11:30am Break

11:30am- 12:30pm Systems Engineering Considerations in Device Design
Ken Hoyme, Boston Scientific
Meaghan O'Meil, Accenture
Al Taylor, U.5. Food and Drug Administration

12:30pm- 2:00pm Luncheon Program: Quality Metrics and Their Impact on Medical Device
Manufacturing
David Classen, MD. Chief Medical Information Officer. Pascal Metrics

2:00pm- 3:00pm A Review of Amendment 1 (2012) to ANSIVAAMINIEC 60601-1:2005: Medical
Electrical Equipment—FPart 1: General Requirements for Basic Safety and
Essential Performance
Dave Oshaorn, Philips Healthcare
Mike Schmidt, Strategic Device Compliance Senvices

3:00pm- 4:00pm Managing Multiple Quality Management Systems when Producing
AAMl Combination Products
o R Venky Gopalaswamy. PhD, Johnson & Johnson, Inc.
7|_‘_A/\_ Cj: (') Alberto Velez, Johnson & Johnson, Inc.
*ﬁ*zlll John Weiner, U 5. Food and Drug Administration

A s v Crarmfoaromemes A AlAarirmo
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Conference & Expo
June 1-3, Long Beach, CA

AAMI

Advancing Safety in Medical Technology

Conference At A Glance

SUNDAY, JUNE 2

ALARM
BUSINESS & MAMAGEMENT

S -

CEIT

TIME PATIENT SAFETY CONNECTIVITY

700 am-a:15 am Breakfast Symposium
7:30 am-9:00 am Biomedical Society Roundtable
8:30 am-5:30 pm BMET Evaluation and Review Course (Part Il)

8:30 am-%45 am Emerging Patient AAMIFDA International An Evidence-
Safety lssues with  Medical Device Ferspectives Based Approach
EMR Interoperability on Healthcare to Improving
Summit Technalogy Patient Safety and
Outcomes: YWhat's Management: Reducing
Mext? Part | Muisance Alarms
(Presented by
JSMI)
10:00 am=11:15 am Strateqic What Is International Clinical Alarm
Management of Interaperahility. .. Ferspectives Fatigue:
Sterilization Really? (Presented on Healthcare Recognizing and

Equipment: HTM's by HIMSS) Technalogy itigating Risk to

Fole in Management: Fatient Care
Transforming 21st Part Il
Century Sterile (Presented by
Processing JSI)
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United States Government Accountability OiTice

G.AO Report to Congressional Requesters
United States Government
Accountabllity Office =g MEDICAL DEVICES
(GAO)
FDA Should Expand
Its Consideration of
20124FE8 A 47T Information Security
for Certain Types of
Devices

499—*‘7 I\-—G)\%:_E.I-ﬁléo

A 3—23 k&Y GAO-12-816
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