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AAMI

e Mission: Support health care community (development,
management and use of medical technology.

e AAMI’s best role: convening diverse
groups

AAMI

Rregarded as o world leader

e Best Known for: honest broker
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Mission
AAMI provides global leadership and programs to support the health care
community in the development, management and use of safe and effective

medical technology.
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AAMI Programs

e Standards development

e Educational (QSR, risk management,
software, sterilization)

e Conferences and exhibits

e Summits

e Publications

e Certification of technology specialists
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Strategic Goal 1

By 2016. . .
Getting Started

*Be preferred resource with IEC 80001:

Essential Information for Healthcare
Providers Managing Medical IT-Networks

eHigh quality and objective
information

eOn medical technology and
related processes.
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Strategic Goal 2

By 2016. . .

e Actions to improve patient

outcomes

eFrom the consensus of broad-

based discussions

e[convener role: focus on
patient outcomes]

Lok 1 Tt
Infusin
Patients Safely

Priority Issues
From the ’

AAMI/ FDAhfl_.a'or‘

Device Summi
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Strategic Goal 3

By 2016. . .

eCreate awareness

e|nteraction: technology, people, & patient care
environment

eCrucial to positive patient outcomes.

e[focus on systems]
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Strategic Goal 4

By 2016. . .

eDefine profession &
gualifications of biomed

eProfession’s role and value in
HC delivery. [focus on HC
technology professionals]

TACKLING YOUR TOP PRIORITIES
| 2 &

4 ! oy \
= it
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The Strategic Imperative of

Standards //

e Important alternative to regulation
e Competitors are there
e Leg up on emerging issues; inside knowledge

e Restart later is more SSS than standards
participation as business tool
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AAMI Standards Program

American
. . . National
e Basic principles (national standards) Standard
— Open and transparent
e open meetings
e public review

e participation not limited to US

e published rationale for requirements

o Staff “referees” (national & international standards)
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Business Imperative of Standards
Participation for a Regulated Industry

e Safe setting to agree: minimum
. Center for Devices and Radiological Health
safety, performance and labeling ~ sssmomm =
requirements

e Mutual education (FDA/industry):
risks/benefits

e Achieve acceptable level of safety
without stifling innovation

L%, Fiood aed Drag £ Gesisi=ation L% Degartrest o Hesbh and Huran Zemvices
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In a Regulated Industry, Standards
Also Provide...

e Forum to share information

e Practical way to address safety
(“essential performance”)

e Efficient use of resources for
industry and regulators
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U.S. Government Participation in
Standards

e Domestic: Government agency appointments (FDA, CMS, CDC,
DoD, NIST, OSHA, etc.).

e International: U.S. expertsto ISO & &
|IEC; FDA participates
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AAMI Standards Program

e Standards philosophy: “One product, one standard, one test
worldwide.”

e How AAMI serves industry goals:
— Administering U.S. TAGs and International Secretariats
— Focal point for U.S. strategy and leadership

— Convening diverse stakeholders (industry, users, subject experts,
government regulators) to solve problems together

— Writing technical documents:
e Guidance to users (use and maintenance
issues)

e Guidance to industry (applying international
standards)
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Scope of AAMI’s Standards Program

Horizontal Vertical

e Quality systems for medical e Electromedical equipment
device mfg (13485, 14971, etc) (therapy, surgery, monitoring and

e General safety and design diagnostic equipment, general
(60601-1, HE74, 62304, etc) hospital use — everything but

e Industrial sterilization processing imaging)

e Sterilization in health care * Dialysis equipment and processes
facilities e Cardiovascular implants; active

implants

e Biological evaluation; tissue o _
product safety (10993 series)  Sterilization equipment

e Transfusion, infusion and
Ee ¥
15

injection; aids for ostomy and
incontinence
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AAMI Standards Program

Accredited by American National Standards Institute (ANSI) to write
American National Standards

Administers technical committees of the International Organization for

Standardization (ISO) and International Electrotechnical Commission
(IEC)

Administers U.S. Technical Advisory Groups (TAGs) to ISO and IEC
Committees — responsible for U.S. participation in committees and U.S.
votes on documents

Develops U.S. Standards, recommended practices and technical

documents .t o
— Authored and adopted by AAMI committees i j@\u_h\h\ e
Lll'"f‘ ‘

16 -

© 2011 Association for the Advancement of Medical Instrumentation



Secretariat and TAG

IEC/SC 62D, Electromedical
equipment

ISO/TC 150/SC 2, Cardiovascular
implants and extracorporeal systems
ISO/TC 150/SC 6, Active implants

ISO/TC 198, Sterilization of
healthcare products

ISO/TC 210, Quality management and
corresponding general aspects for
medical devices

Secretariat Only

IEC/SC 62A, Common aspects of
electrical equipment used in medical
practice

AAMI Participation in ISO and IEC

U.S. TAG only
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ISO/TC 76, Transfusion, infusion and
injection equipment for medical or
pharmaceutical use

ISO/TC/84, Devices for
administration of medicinal products
and intravascular catheters

ISO/TC 173/SC 3, Aids for ostomy and
incontinence

ISO/TC 194, Biological evaluation of
medical devices

ISO/TC 194/SC 1, Tissue product
safety
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AAMI Participation in ISO and IEC

e AAMI also serves on the U.S. TAGs for:

ISO/TC 150, Implants for surgery

IEC/TC 113, Nanotechnology standardization for electrical
and electronic products and systems, and ISO/TC 229,
Nanotechnology

ISO/TC 176, Quality Management and Quality Assurance
ISO/TC 215, Health informatics
ISO/TC 249, Traditional Chinese medicine
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“Hot” Areas

e Infusion Devices

e Combination Products
e Connectors

e Alarm Safety

e Human Factors (“device-user-patient care environment”)
e Scope Reprocessing

e Home Health Care

e Hearing Devices

e Convergence of devices with IT
e Robotics
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What’s Different Now
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This slide was developed by Todd Cooper and has been adapted with permission.
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Hot Issue: Infusion System Safety

e 2010 AAMI/FDA Summit
e 13 Top Priorities

e Standards Committee: New Standard Needed
e AAMI Foundation Medical Device Safety Council
e Vision: “No patient will be harmed by a .,!fusin& AL

Patients Safely

{

[ ] [ ] ”
drug infusion Gt

Priority Issues
F
A
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Hot Issue: Alarm Safety

e 2011 AAMI/FDA/ECRI Institute/ACCE
Summit (October 4-5, 2011)

 Top Priorities will be developed (no
solutions yet)

* New AAMI Standards Committee will
address the priorities

e AAMI Foundation Medical Device Safety
Council will address non-standards
priorities

 Vision: “No patient will be harmed by an
alarm”
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Hot Issue: Reprocessing of

(Complex) Reusable Devices

e 2011 AAMI/FDA Summit: October 11-12 at
FDA

* Priorities will be developed

PROBING THE

e Standards: Additional guidance needed A

e AAMI Foundation Medical Device Safety
Council

e Vision: TBD!

23
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www.aami.org

30 New Standards, including80001-1 and
a new edition of §T79

20 Reaffirmations

Updates to All Standards on CD Collections
New IT and Human Factors Sections
Expanded CE and Benchmarking Resources
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In This Issue

Our Newest +
Best-Selling Products
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Medical Equipment
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General Safety, Design,
& Maintenance
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Quality Systems
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Biological Evaluation
of Medical Devices
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IT & Software Resources
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 Nat Sims, MD
— Massachusetts General Hospital
— Vice Chair, Research, Board of Directors, AAMI
— nsims@partners.org
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— 617-930-9406
 Mary Logan (CEO, AAMI)
— mlogan@aami.org
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