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COST OF OWNERSHIP

It is not just the purchase price.

THE PURCHASE PRICE IS ONE THING.

The cost of maintaining a machine is another, and often, a variable
not discussed upfront. When you buy an ARKON, this won't be a surprise.
The cost of ownership over 10 years is $1300 or less per machine!

Serviceability was considered as part
I design process of the ARKON

e Single annual mainten 6.
reliability.

Simple setup.

Low cost maintenance.
e 24 /7 Technical Support.

It's simple. ARKON offers more for less.
ARKON stands alone.
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1-800-522-7025 | marketing@spacelabs.com
ww.spacelabshealthcare.com
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AAMI Standards on CD: AANT Comprehensive guide
Complete Collection to steam sterilization
Includes all 200+ AAMI ANSI/AAMI 5T79 and sterility assurance

standards and guidance
documents for medical
equipment, hospital sterilization,
industrial sterilization, quality
systems, dialysis, and more. Also
features relevant articles from
BIQT and a powerful search

function. This subscription is the most economical way to ensure

that your AAMI standards collection is always complete and up-

to-date. A great resource for start-up companies!
What's New Recent additions to the collection include EC53,

TIR44, TIR50, ST58, ST77, ISO 11137-2 and 24971, IEC 80001-2-4
and 60601-1-8, and a 2013 Amendment to the second edition of
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Standard

in health care facilities
AAMTI’s best-selling
standard has been
expanded to incorporate a
2013 Amendment.

This recommended practice
covers steam sterilization
in healthcare facilities, both
terminal sterilization and
sterilization for immediate
use, regardless of the size

of the sterilizer or facility. The recommendations are intended to
promote assurance of sterility and to guide healthcare personnel in

ST79.

Annual Subscription — Receive a new CD twice a year and stay

current with FREE downloads between CDs.
Order code STDSCD
List $1,630 / AAMI member $1,060

Renewal rate is $895 or $580 for AAMI members.

the proper use of reprocessing equipment.

Published November 2013, 250 pages

ANSI/AAMI ST79:2010, A1:2010, A2:2011, A3:2012, & A4:2013
Order code ST79 or ST79-PDF

List $290 / AAMI member $174



Sterilization in
Healthcare Facilities

This is AAMI's all-time,
best-selling standards
collection for hospitals
and healthcare
facilities.

It includes 11 AAMI
standards and guidance

Sterilization, Part 1:
Sterilization in Health
Care Facilities

72014
!Edition
> 4

documents covering
steam sterilization,
reusable medical devices,
and ethylene oxide
sterilization; chemical
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and decontamination; cleaning; protective barriers; and more. It
features ST79, the popular steam sterilization standard.

What's New Includes the 2013 edition of ST58 and the 2013
amendment to ST79. This collection is also available on a
searchable and easy-to-use CD.

Published November 2013

Order code STBK14-1 or STBK14-1-CD

List $560 / AAMI member $360

sterilization; biological

AAMI Standardsand
Recommended Practices

indicators; safe handling

STERILIZATION COLLECTIONS

Sterilization Three-Book Set

Save 25% when you purchase all three of AAMI'’s sterilization
standards collections.

Order code STBK13-S

List $1,020 / AAMI member $714

Sterilization CD

Fully searchable and easy-to-use,
this is the most convenient source
for the full collection of more than
50 AAMI sterilization standards.
It also includes key FDA and CDC
guidance documents, along with
peer-reviewed sterilization articles
from AAMI’s journal.

Order code STBKCD

List $795 / AAMI member $555

Multimedia Set

Includes all three of AAMI’s sterilization standards books PLUS
the AAMI Standards on CD—Sterilization Edition.

Order code STBKCDXL

List $1,625 / AAMI member $1,137

Would multiple colleagues benefit from access to
AAMI resources? Consider an economical site license.

For pricing, please call 1-800-332-2264 ext. 1239 or visit
www.aami.org/publications/standards/form.sitelicense.htm/

Steam Quality Testing

Does your steam comply with
AAMI ST79 recommendations?

KSA SQ1-H Field Test Kit

Test for Steam Dryness,
Non-Condensable Gases (NCG’S)
& Superheat

Troubleshoot wet and/or dirty sterilizer loads &
investigate Bowie Dick
and biological indicator failures

CARLTEX (845) 535-3406

info@carltex.com ® www.carltex.com
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UPDATED! ST79—AAMI’s Best-Selling Standard, Comprehensive guide to
steam sterilization and sterility assurance in health care facilities

This recommended practice covers steam sterilization in healthcare facilities, both
terminal sterilization and sterilization for immediate use, regardless of the size of the
sterilizer or facility. The recommendations are intended to promote assurance of sterility
and to guide healthcare personnel in the proper use of reprocessing equipment.
Specifically, ST79 covers:

« Functional and physical design criteria for steam sterilization

« Processing areas (decontamination, preparation, sterilization, and sterile storage areas)
« Staff qualifications, education, and other personnel considerations

- Reprocessing procedures

- Installation, care, and maintenance of steam sterilizers

« Quality control
« Quality process improvement

Position Statement.

weight pages, and laminated tabs for easy navigation.

preparation for sterilization.

Published November 2013, 250 pages

ANSI/AAMI ST79:2010, A1:2010, A2:2011, A3:2012, & A4:2013
Order code ST79 or ST79-PDF

List $290 / AAMI member $174

This is the consolidated text of ST79 and the four Amendments. It also includes the Immediate-Use Steam Sterilization
The print format of ST79 comes in a loose-leaf binder format. The attractive binder features sturdy metal rings, ledger-

What's New The second edition includes guidance on the use and application of Class 6 emulating indicators. It has also
been updated to incorporate Amendment 4, which includes new illustrations of the appropriate steps to wrap materials in

NEW! ANSI/AAMI $T79:2010/A4:2013
This redline document is available in print or as a free PDF. IMMEDIATE-USE

Order code ST79-A4 or ST79-A4-PDF (PDF is a FREE download) STEAM STERILIZATION
List $85 / AAMI member $50
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ANSI/AAMI ST79:2010/A3:2012 Intrrrig devices
This redline document is available in print or as a free PDF. ;
Order code ST79-A3 or ST79-A3-PDF (PDF is a FREE download)
List $85 / AAMI member $50

ANSI/AAMI ST79:2010/A2:2011

This redline document is available in print or as a free PDF.
Order code ST79-A2 or ST79-A2-PDF (PDF is a FREE download)
List $85 / AAMI member $50

Immediate-Use Steam Sterilization Position Statement
Don’t miss this position statement adopted by AAMI, AORN,
APIC, IAHCSMM, and others.

Free download at www.aami.org/publications/standards/st79.html

Steam Sterilization
Posters

This nine poster set provides
a quick and easy visual
reminder of some key
portions of ST79. These
colorful and eye-catching 18”
x 24” posters are laminated
to extend their life and allow
for cleaning. Originally five
posters, the set has expanded
to include wrapping of items
prior to steam sterilization.
Expected Publication

May 2014

Order code POSTER-S

List $150 / AAMI member $90

Most AAMI standards have FDA recognition, but the exact list of standards is continually changing.

To confirm if an AAMI standard is currently recognized by FDA, please visit
www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm

call +1-877-249-8226 to order by phone



GENERAL

COMING SOON! Water for the reprocessing of medical
devices

This technical information report (TIR) covers the selection and
maintenance of effective water quality suitable for reprocessing
medical devices. It provides guidelines for selecting the

water quality necessary for the reprocessing of categories of
medical devices and addresses water treatment equipment,
water distribution and storage, quality control procedures for
monitoring water quality, strategies for bacterial control, and
environmental and personnel considerations.

Expected Publication June 2014, 69 pages

AAMI TIR34:2014

Order code TIR34 or TIR34-PDF

List $150 / AAMI member $90

Designing, testing,

and labeling reusable
medical devices for
reprocessing in health
care facilities: A guide
for medical device
manufacturers, 3ed
Covers design considerations
that medical device

Technical
Information
Report

AAMITIR12:

2010

d

manufacturers should

take into account to help
ensure that their products
can be safely and effectively

reprocessed. Also provides
information on decontamination, disinfection, and sterilization
processes commonly used in healthcare facilities.

Published October 2010, 53 pages

AAMI TIR12:2010

Order code TIR12 or TIR12-PDF

List $140 / AAMI member $84

Redline format of TIR12

Order code TIR12-RD-PDF

List $160 / AAMI member $96

A compendium of processes, materials, test methods, and
acceptance criteria for cleaning reusable medical devices
Intended as a resource for manufacturers of medical devices
who must validate the instructions for cleaning that they include
with their devices. It also discusses underlying problems and
challenges associated with validating a cleaning method.
Published September 2011, 46 pages

AAMI TIR30:2011

Order code TIR30 or TIR30-PDF

List $140 / AAMI member $84

Redline format of TIR30

Order code TIR30-RD-PDF

List $160 / AAMI member $96

CHEMICAL
American NEW! Chemical
National sterilization and high-
Standard

level disinfection in
health care facilities

This recommended practice
provides guidelines for the
selection and use of liquid
chemical sterilants (LCSs)/
high-level disinfectants
(HLDs) and gaseous
chemical sterilizers that have

ANSI/AAMI
ST58:2013

Chemical sterilization and
high-level disinfection in
health care facilities

been cleared for marketing
by the U.S. Food and Drug
Administration for use in
hospitals and other health care facilities.

Published September 2013, 154 pages

ANSI/AAMI ST58:2013

Order code ST58 or ST58-PDF

List $170 / AAMI member $102

AAMI

PROTECTIVE GOWNS AND DRAPES

Liquid barrier performance and classification of
protective apparel and drapes intended for use in
health care facilities

This standard establishes a system of classification for protective
apparel and drapes used in healthcare facilities based on

their liquid barrier performance and specifies related labeling
requirements and standardized test methods for determining
compliance. The standard is intended to ultimately assist end-
users in determining the type(s) of protective product most
appropriate for a particular task or situation.

Published August 2012, 26 pages

ANSI/AAMI PB70:2012

Order code PB70 or PB70-PDF

List $110 / AAMI member $66

Redline format of PB70

Order code PB70-RD-PDF

List $130 / AAMI member $78

Protective Barriers Resource Bundle
Includes PB70, ST65, and TIR11
Order code PBRB or PBRB-PDF
List $300 / AAMI member $180

Redline formats include a clean copy of the
current document and a copy showing
changes from the prior edition.

4 2014 Resource Catalog
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NEW! Sterile
Processing in
Healthcare Facilities:
Preparing for
Accreditation
Surveys, 2ed

Now in its second
edition, this publication
is written as a guide

to healthcare facilities
seeking to comply with
accrediting agency
surveys as they relate
to the reprocessing of
surgical instruments and other reusable medical devices in
any healthcare setting.

AAMI

2nd Edition

Sterile Processing In
Healthcare Facilities:
Preparing for
Accreditation Surveys

Rose Seavey

This popular resource features:

+ Information on accreditation organizations and
requirements

« The current National Patient Safety Goals

« Information on relevant evidence-based guidelines
published by professional organizations

« Information on CDC’s Guide to Infection Prevention for
Outpatient Settings

« A step-by-step guide to preparation for a survey

« Guidelines on risk reduction

« An example of a sterile processing auditing tool

Among other things, this edition adds audit tools for

immediate-use steam sterilization best practices.

Authored by Rose Seavey

Published March 2014, 209 pages

Order code SPHC2 or SPHC2-PDF

List $205 / AAMI member $120

BUY BOTH THE BOOK AND PDF AND SAVE!

Order code SPHC2SET

List $310 / AAMI member $185

Building for the
Future: Construction
and Renovation of
Sterile Processing

silding for| |

Construction and

Renovation of Sterile Facilities
Pocessngudliies—— The first of its kind,
“ouiotted | this popular publication

includes practical
resources and tips to
explain the design
process, support
collaborative planning,
and prepare a sterile
processing department
(SPD) for the future. It also includes valuable information
on equipment purchases, testing, and implementation.

Specifically, this provides guidance on:

« Trends affecting design

« The critical components of the planning process for new
construction

« The management of the design process

« Tools and methods for collaborative planning and accurate
data collection

+ Key operational issues related to renovation projects

Authored by Cynthia Hubbard, RN, an independent nurse

consultant, this book is ideally suited for sterile processing

professionals, managers, operating room managers, hospital

administrators, architects, and equipment planners.

Published February 2013, 144 pages

Order code BFTF or BFTF-PDF

List $205 / AAMI member $120

BUY BOTH THE BOOK AND PDF AND SAVE!

Order code BFTFSET

List $310 / AAMI member $185

OTHER STERILIZATION IN HEALTHCARE FACILITIES STANDARDS

ORDER CODE | TITLE PUBLISHED m PRICE (LIST/MBR) | GROUPING

ST40 or Table-top dry heat (heated air) sterilization and sterility assurance ' Reaffirmed $140/ $84 Thermal
ST40-PDF in health care facilities, 2ed (ANSI/AAMI ST40:2004/(R)2010) March 2010
ST41 or Ethylene oxide sterilization in health care facilities: Safety and Reaffirmed 168 $220/$132 General
ST41-PDF effectiveness, 4ed (ANSI/AAMI ST41:2008/(R)2012) November 2012
ST65 or Processing of reusable surgical textiles for use in health care Reaffirmed 55 $150/ $90 Gowns &
ST65-PDF facilities, 2ed (ANSI/AAMI ST65:2008/(R)2013) December 2013 Drapes
ST81 or Sterilization of medical devices — Information to be provided @ Reaffirmed 17 $100/ $60 General
ST81-PDF by the manufacturer for the processing of resterilizable March 2010

medical devices (AAMI ST81:2004/(R)2010)
TIR11 or Selection and use of protective apparel and surgical drapes in February 2006 38 $140/$84 Gowns &
TIR11-PDF health care facilities, 2ed (AAMI TIR11:2005) Drapes

call +1-877-249-8226 to order by phone



Sterilization Equipment

Sterilization Equipment
Design and Use
This sterilization collection

AAMI

Sterilization, Part 2:
Sterilization Equipment

Design and Use for manufacturers and users

of sterilization equipment
includes 23 AAMI standards
and guidance documents.

It features guidance on
biological indicators (ISO
11138 series), documents
covering chemical indicators
(ISO 15882 and 11140 series),
packaging (ISO 11607 series),
and much more.

A9 Ledidtan

STt pra

Published May 2013
Order code STBK13-2
List $495 / AAMI member $320

GENERAL
American NEW! Containment
National devices for reusable
Standard

medical device
sterilization, 2ed

Covers minimum

labeling and performance
requirements for rigid
sterilization container
systems and for instrument
cases, cassettes, and trays.
Published Aug 2013, 24 pages
ANSI/AAMI ST77:2013
Order code ST77 or ST77-PDF
List $110 / AAMI member $66

ANSI/AAMI
ST77:2013

Containment devices for
reusable medical device
sterilization

AAMI

COMING SOON! Packaging for terminally sterilized
medical devices—Part 1: Requirements for materials,
sterile barrier systems, and packaging, 3ed, Amendment 1
Expected Publication July 2014, 19 pages

ANSI/AAMI/ISO 11607-1:2006/(R)2010/A1:2014

Order code 1160701-A or 1160701-A-PDF

List $100 / AAMI member $60

COMING SOON! Packaging for terminally sterilized
medical devices—Part 2: Validation requirements
for forming, sealing, and assembly processes, 3ed,
Amendment 1

Expected Publication July 2014, 9 pages

ANSI/AAMI/ISO 11607-2:2006/(R)2010/A1:2014

Order code 1160702-A or 1160702-A-PDF

List $90 / AAMI member $54

COMING SOON! Packaging for terminally sterilized
medical devices—Guidance on the application of ISO
11607-1 and I1SO 11607-2

Addresses possible options for compliance with the requirements
of Parts 1 and 2 as special concerns that may require attention
due to regional or local conditions, practices, or regulations.
Additional guidance on important packaging issues is also
included. This is based on and revises AAMI TIR22:2007
Expected Publication June 2014, 122 pages

ANSI/AAMI/ISO TIR16775:2014

Order code 16775 or 16775-PDF

List $170 / AAMI member $102

NEW! Hospital steam sterilizers

Covers minimum construction and performance requirements for
hospital sterilizers that use saturated steam as the sterilizing agent.
Published April 2013, 33 pages

ANSI/AAMI ST8:2013

Order code ST8 or ST8-PDF

List $140 / AAMI member $84

COMING SOON! Sterilization of health care products—
Chemical indicators—Part 1: General requirements, 3ed
Specifies performance requirements and/or test methods for
chemical indicators intended for use with sterilization processes
employing steam, dry heat, ethylene oxide, “y” or “B” radiation,
low temperature steam and formaldehyde or vaporized hydrogen
peroxide.

Expected Publication Fall 2014, 33 pages

ANSI/AAMI/ISO 11140-1:2014

Order code 1114001 or 1114001-PDF

List $130 / AAMI member $78

6 2014 Resource Catalog
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Confidence, with a faster Bl result

3M™ Attest™ Super Rapid Readout Biological Indicators for steam sterilization
are the latest innovation in biological monitoring from 3M. With results in

30 minutes (for gravity displacement cycles) or 1 hour (for vacuum assisted
cycles), you'll find the peace of mind that comes with biological results is just
part of the Attest brand legacy.

...and support you can count on.

From the laboratory where the first self-contained Bl was developed in 1971, to
the front lines of Sterile Processing today, it's our mission to support you — with
training, technical support, standards guidance, CE-credited education and
more. We're thankful for the trust you have placed in us. And we're ready to
help you meet your commitment to those who place their trust in you.

go.3M.com/trust
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AAMI

Advancing Safety in Medical Technology

Get Involved

Shape the future of
healthcare technology!

Spread the Word: Write for AAMI Publications or the AAMiblog
E-mail AAMI at communications@aami.org to get started!

Be Heard: Participate in Standards Development
Visit www.aami.org/standards for more information!

Join the Conversation: Participate in AAMI's Networking Communities.
See the full list of communities at www.aami.org/communities

Sharpen Your Skills: Register for an AAMI Training Session
Sign-up for an in-person training or webinar today at www.aami.org/meetings/courses

Find your Local Society: Network with Regional Peers
See the full list of regional biomedical societies at www.aami.org/communities/societies
to connect with the one closest to you!

Ready to get involved?
Visit www.aami.org/membership/involved to complete a short volunteer form.

www.aami.org/membership




OTHER STERILIZATION EQUIPMENT STANDARDS

11139 or
11139-PDF

14161 or
14161-PDF

15882 or
15882-PDF

18472 or
18472-PDF

1113801 or
1113801-PDF

1113802 or
1113802-PDF

1113803 or
1113803-PDF

1113804 or
1113804-PDF

1113805 or
1113805-PDF

1114003 or
1114003-PDF

1114004 or
1114004-PDF

1114005 or
1114005-PDF

1160701 or
1160701-PDF

1160702 or
1160702-PDF

1588301 or
1588301-PDF

1588302 or
1588302-PDF

1588303 or
1588303-PDF

ST24 or
ST24-PDF

ST50 or
ST50-PDF

ST55 or
ST55-PDF

TIR31 or
TIR31-PDF

Sterilization of health care products—\Vocabulary, 2ed (ANSIIAAMI/ISO TIR11139:2006)  April 2006

Sterilization of health care products—Biological indicators—Guidance for the selection,  November

use, and interpretation of results, 2ed (ANSIAAMI/ISO 14161:2009) 2009
Chemical indicators—Guidance for the selection, use, and interpretation of results, 4ed  Reaffirmed
(ANSI/AAMI/ISO 15882:2008/(R)2013) October 2013
Sterilization of health care products—Biological and chemical indicators—Test Reaffirmed
equipment, 4ed (ANSIAAMI/ISO 18472:2006/(R)2010) December
2010
Sterilization of health care products—Biological indicators—Part 1: General Reaffirmed
requirements, 2ed (ANSI/AAMI/ ISO 11138-1:2006/(R)2010) April 2010

Sterilization of health care products—Biological indicators—Part 2: Biological indicators  Reaffirmed
for ethylene oxide sterilization processes, 3ed (ANSI/AAMI/ISO 11138-2:2006/(R)2010)  April 2010

Sterilization of health care products—Biological indicators—Part 3: Biological indicators  Reaffirmed

for moist heat sterilization processes (ANSIIAAMI/ISO 11138-3:2006/(R)2010) April 2010
Sterilization of health care products—Biological indicators—Part 4: Biological indicators  Reaffirmed
for dry heat sterilization processes (ANSI/AAMI/ISO 11138-4:2006/(R)2010) April 2010
Sterilization of health care products—Biological indicators—Part 5: Biological indicators  Reaffirmed
for low-temperature steam and formaldehyde sterilization processes April 2010
(ANSIAAMI/ISO 11138-5:2006/(R)2010)

Sterilization of health care products—Chemical indicators—Part 3: Class 2 indicator Reaffirmed
systems for use in the Bowie and Dick-type steam penetration test August 2012
(ANSIAAMI/ISO 11140-3:2007/(R)2012)

Sterilization of health care products—Chemical indicators—Part 4: Class 2 indicators Reaffirmed
as an alternative to the Bowie and Dick-type test for detection of steam penetration August 2012
(ANSIAAMI/ISO 11140-4:2007/(R)2012)

Sterilization of health care products—Chemical indicators—Part 5: Class 2 indicators Reaffirmed

for Bowie and Dick-type air removal tests, 2ed (ANSIIAAMI/ISO 11140-5:2007/(R)2012)  August 2012

Packaging for terminally sterilized medical devices—Part 1: Requirements for materials,  Reaffirmed
sterile barrier systems, and packaging, 3ed December
(ANSIIAAMI/ISO 11607-1:2006/(R)2010) 2010

Packaging for terminally sterilized medlical devices—Part 2: Validation requirements for  Reaffirmed
forming, sealing, and assembly processes, 3ed (ANSI/AAMI/ISO 11607-2:2006/(R)2010) December
2010

Washer-disinfectors, Part 1: General requirements, terms and definitions and tests October 2009
(ANSI/AAMI ST15883-1:2009) Adoption with deviations

Washer-disinfectors, Part 2: Requirements and tests for washer-disinfectors employing ~ April 2013
thermal disinfection for surgical instruments, anaesthetic equipment, bowls, dishes,

receivers, utensils, glassware, etc.

(ANSI/AAMI ST15883-2:2013) Adoption with deviations

Washer-disinfectors, Part 3: Requirements and tests for washer-disinfectors employing ~ April 2013
thermal disinfection for human waste containers (ANSI/AAMI ST15883-3:2012)
Adoption with deviations

Automatic, general-purpose ethylene oxide sterilizers and ethylene oxide sterilant Reaffirmed

sources intended for use in health care facilities, 3ed (ANSI/AAMI ST24:1999/(R)2013)  November
2013

Dry heat (heated air) sterilizers, 2ed (ANSI/AAMI ST50:2004/(R)2010) Reaffirmed
March 2010

Table-top steam  sterilizers, 3ed (ANSI/AAMI ST55:2010) March 2011

Process challenge devices/test packs for use in health care facilities, 2ed January 2009

(AAMI TIR31:2008)

69

34

31

43

23

36

14

27

12

79

12

11

22

29

33

34

$60/ 330

$150/ 390

$140/ 384

$140/ $84

$140/ 384

$90/ $54

$90/ $54

$90/ $54

$90/ $54

$110/ 366

$140/ 384

$110/ 366

$110/ 366

$100/ $60

$150/ $90

$100/ 360

$100/ $60

$110/ 366

$110/ 366

$140/ 384

$1407/ 384

ORDER TITLE PUBLISHED PRICE
CODE (LIST/ MBR)

General

General

Chemical
Indicators
Bio/

Chemical
Indicators

Biological
Indicators

Biological
Indicators

Biological
Indicators

Biological
Indicators
Biological
Indicators

Chemical
Indicators

Chemical
Indicators

Chemical
Indicators

General

General

General

General

General

Sterilizers

Sterilizers

Sterilizers

General

call +1-877-249-8226 to order by phone



Sterilization—
Industrial Process Control

Sterilization—Industrial
Process Control
This collection of
38 documents is
intended primarily for
manufacturers who ship
their products sterile.
What's New The collection
features new guidance
for sterilization of single-
use medical devices
incorporating materials of
animal origins (ISO 14160),
requirements for products
labeled “sterile” (ST67), dry heat sterilization of health care
products (ISO 20857), and radiation (ISO 11137-2).
Published December 2012
Order code STBK13-3
List $495 / AAMI member $346

Aseptic processing of health care products—
Part 1: General requirements
Specifies the general requirements for, and offers guidance on,
processes, programs, and procedures for development, validation,
and routine control of the manufacturing process for aseptically

processed health care products. Expanded to include Amendment.

Published January 2009, Amended July 2013, 22 pages
ANSI/AAMI/ISO 13408-1:2008(R)2011

Order code 1340801 or 1340801-PDF

List $110 / AAMI member $66

Aseptic processing of health care products—Part
1: General requirements, Amendment 1
Corrects spelling errors, clarifies a definition note, and replaces
terms used in Table 1 and Table 2.
Published July 2013, 4 pages
ANSI/AAMI/ISO 13408-1:2008/(R)2011/A1:2013
Order code 1340801-A or 1340801-A-PDF
List $30 / AAMI member $18 (PDF is FREE)

Environmental Monitoring For Terminally
Sterilized Healthcare Products
Assists in establishing an environmental monitoring program
that is meaningful, manageable, and defendable, and provides
guidance to avoid adverse environmental conditions during the
manufacture of terminally sterilized healthcare products.
Published April 2014, 13 pages
AAMI TIR52:2014
Order code TIR52 or TIR52-PDF
List $90 / AAMI member $54

Aseptic processing of health care products—
Part 6: Isolator systems
Specifies the requirements for isolator systems used for
aseptic processing and offers guidance on qualification, bio-
decontamination, validation, operation, and control of isolator
systems used for aseptic processing of health care products.
Expanded to include Amendment.
Published January 2009, Amended July 2013, 22 pages
ANSI/AAMI/ISO 13408-6:2005
Order code 1340806 or 1340806-PDF
List $110 / AAMI member $66

Aseptic processing of health care products—Part
6: Isolator systems, Amendment 1
Updates references, modifies definitions and informative notes,
introduces new requirements, and updates the Bibliography.
Published July 2013, 4 pages
ANSI/AAMI/ISO 13408-6:2005/A1:2013
Order code 1340806-A or 1340806-A-PDF
List $30 / AAMI member $18 (PDF is FREE)

Compatibility of materials subject to sterilization, 2ed
Provides guidance for healthcare manufacturers in the selection
and qualification of polymeric materials, ceramics, and metals in
healthcare products that are sterilized by: a) radiation (gamma,
electron beam, or x-ray); b) ethylene oxide (EO); ¢) moist heat
(steam); d) dry heat; e) hydrogen peroxide; and f') ozone. Also
includes an annex on accelerated aging.

Published November 2008, 84 pages

AAMI TIR17:2008

Order code TIR17 or TIR17-PDF

List $170 / AAMI member $102
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Sterilization of health care products—Requirements and
guidance for selecting a sterility assurance level (SAL)
for products labeled ‘sterile’, 2ed

Establishes requirements and guidance for selection of the
appropriate sterility assurance level for terminally sterilized
medical devices and acceptance criteria for maximum
contamination rate of aseptically filled products.

Published August 2011, 11 pages

ANSI/AAMI ST67:2011

Order code ST67 or ST67-PDF

List $100 / AAMI member $60

Bacterial endotoxins—
Test methodologies,
routine monitoring, and
alternatives to batch
testing, 2ed
This edition provides
additional guidance on out-
of-specification test results
and investigation.
Published December 2011,
34 pages
ANSI/AAMI ST72:2011
Order code ST72 or ST72-PDF
List $140 / AAMI member $84

Redline format of ST72

ANSI/AAMI ST72:2011

Order code ST72-RD-PDF

List $160 / AAMI member $96

Sterilization of health care products—Biological
indicators—Guidance for the selection, use, and
interpretation of results, 2ed

Provides guidance regarding the selection, use, and interpretation
of results of biological indicators. Identical to ISO 14161/Ed.2.
Published November 2009, 69 pages

ANSI/AAMI/ISO 14161:2009

Order code 14161 or 14161-PDF

List $130 / AAMI member $78

Redline format of 14161

ANSI/AAMI/ISO 14161:2009

Order code 14161-RD-PDF

List $160 / AAMI member $96

Sterilization of medical devices—Microbiological
methods—Part 1: Determination of a population of
microorganisms on products, 2ed

This combined revision of 11737-1:1995 and 11737-3:2004 specifies
general criteria to be applied in the estimation of the population
of viable microorganisms on a medical device or component, raw
material, or package thereof. Identical to ISO 11737-1/Ed.2.
Published April 2006, Errata issued May 2007, Reaffirmed

November 2011, 29 pages
ANSI/AAMI/ISO 11737-1:2006/(R)2011
Order code 1173701 or 1173701-PDF
List $110 / AAMI member $66

INDUSTRIAL EO STERILIZATION

COMING SOON! Guidance for the development,
validation, and routine control of an ethylene oxide
sterilization process utilizing flexible bag systems for
the sterilization of medical devices

Expected Publication June 2014, 28 pages

AAMI TIR56:2014

Order code TIR56 or TIR56-PDF

List $110 / AAMI member $66

Product adoption and
process equivalence
for ethylene oxide
sterilization, 2ed
Includes guidance for
the adoption of a new or
modified product into

an existing validated
sterilization process and
for the determination of

Technical
Information
Report

AAMI TIR28:

2009/(R)2013

equivalence of a sterilization
process as conducted with
different equipment. This
guidance is intended to
augment the ANSI/AAMI/ISO 11135 series.

Published May 2009, Reaffirmed May 2013, 12 pages

AAMI TIR28:2009/(R)2013

Order code TIR28 or TIR28-PDF

List $100 / AAMI member $60

NEW! Industrial Sterilization: Research from

the Field

This publication provides industrial sterilization scientists
with a venue to publish their research. It also promotes the
development of industrial sterilization science, furthering
AAMT’s goal of advancing safety in medical technology.
This 100—page publication includes articles from leading
experts on:

« Industrial ethylene oxide sterilization

« Microbiological methods

« Steam sterilization

+ Quality management systems and sterility assurance
Published October 2013, 100 pages

Order code INDUST-STER or INDUST-STER-PDF

List $100 / AAMI member $60

call +1-877-249-8226 to order by phone 1



NEW! Basic Concepts
in Sterilization
Processes:
Verification,
Validation, and
Qualification

This textbook reaches
beyond sterilization
engineers to provide

AAMI

Basic Concepts in
Sterilization Processes
Verification, Validation
And Qualification

personnel working

in both healthcare

and medical device
manufacturing with the
background they need
to navigate the topic of sterilization processes. Discusses the
science of sterilization in plain language and describes the
principles on which sterilization verification, validation, and

Donna Swenson

COMING SOON! Sterilization of health care products—
Radiation—Part 1: Requirements for the development,
validation and routine control of a sterilization process
for medical devices, 2ed, Amendment 1

Expected Publication June 2014, 4 pages

ANSI/AAMI/ISO 11137-1:2006/(R)2010/A1:2013

Order code 1113701-A or 1113701-A-PDF

List $30 / AAMI member $15 (PDF is FREE)

American NEW! Sterilization of
National health care products—
Standard

ANSI/AAMI/
1SO 11137-2:
2013

Sterilization of health care

Radiation—Part 2:
Establishing the
sterilization dose, 3ed
Describes methods that can
be used to determine the
minimum dose necessary
to achieve the specified

qualification are based.

Includes key definitions and abbreviations, as well as
practical tools for real-world implementation of the concepts.
Expected Publication June 2014.

Order code SPVVQ or SPVVQ-PDF

List $205 / AAMI member $120

BUY BOTH THE BOOK AND PDF AND SAVE!

Order code SPVVQSET

List $310 / AAMI member $185

RADIATION

COMING SOON! Sterilization of health care products—
Radiation—Guidance on sterilization of biologics and
tissue-based products

This TIR provides guidance on special considerations for
sampling and testing techniques that are used in the validation of
radiation sterilization of human tissue-based products.

Expected Publication May 2014, 27 pages

AAMI TIR37:2014

Order code TIR37 or TIR37-PDF

List $110 / AAMI member $66

Sterilization of health care products—Radiation—Part 1:
Requirements for the development, validation and routine
control of a sterilization process for medical devices, 2ed
These requirements cover radiation processors employing
irradiators using the radionuclide 60 Co or 137 Cs, a beam from an
electron generator, or a beam from an X-ray generator.

Published May 2006, Reaffirmed April 2010, 40 pages
ANSI/AAMV/ISO 11137-1:2006/(R)2010

Order code 1113701 or 1113701-PDF

List $140 / AAMI member $84

products — Radiation —
Part 2: Establishing the
sterilization dose

requirement for sterility,
including methods to
substantiate 25 kGy as the
sterilization dose.

Published Aug 2013, 74 pages

AAMI

ANSI/AAMI/ISO 11137-2:2013
Order code 1113702 or 1113702-PDF
List $150 / AAMI member $90

Guide for process characterization and control in
radiation sterilization of medical devices

Provides additional guidance for characterizing the irradiation
process and for establishing requisite process controls to ensure
the irradiation system remains in a validated state. This document
complements activities defined in ANSIJAAMI/ISO 11137 for
gamma, X-ray, and electron beam sterilization.

Published March 2013, 41 pages

AAMI TIR29:2012

Order code TIR29 or TIR29-PDF

List $140 / AAMI member $84

Sterilization of health care products—Radiation—Part 3:
Guidance on dosimetric aspects

Provides guidance on ANSI/AAMI/ISO 111371 and 11137-2 relating
to dosimetry, describing procedures related to the development,
validation, and routine control of a radiation sterilization process.
Published May 2006, Reaffirmed April 2010, 17 pages
ANSI/AAMI/ISO, 11137-3:2006/(R)2010

Order code 1113703 or 1113703-PDF

List $100 / AAMI member $60

NEW LEADING PRACTICE! Integrated Process Flow
in the Modern Sterile Processing Department
For more information, see page 21.
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OTHER STERILIZATION—INDUSTRIAL PROCESS CONTROL STANDARDS

ORDER CODE | TITLE PUBLISHED W PRICE (LIST/ W
MBR)

14160 or Sterilization of health care products—Liquid chemical sterilizing agents for February 2012 36 $110/ $66 Industrial
14160-PDF single-use medical devices utilizing animal tissues and their derivatives—

Requirements for characterization, development, validation and routine control

of a sterilization process for medical devices (ANSI/AAMI/ISO 14160:2011)
14937 or Sterilization of health care products—General requirements for characterization  Reaffirmed 39 $140/ 384 General
14937-PDF of a sterilizing agent and the development, validation, and routine control of a December 2013

sterilization process for medical devices (ANSIIAAMI/ISO 14937:2009/(R)2013)
20857 or Sterilization of health care products—Dry heat: Requirements for the July 2011 62 $150/ 390 Thermal
20857-PDF development, validation and routine control of an industrial sterilization process

for medical devices (ANSI/AAMI/ISO 20857:2010)
1113501 or Sterilization of health care products—Ethylene oxide—Part 1: Requirements for  July 2007 47 $140/ %84  Industrial
1113501-PDF  the development, validation and routine control of a sterilization process for

medical devices, 2ed (ANSIIAAMI/SO 11135-1:2007)
1113502 or Sterilization of health care products—Ethylene oxide—Part 2: Guidance on the November 2008 43 $140/ 384 Industrial
1113502-PDF  application of ANSIIAAMI/ISO 11135-1, 2ed (ANSI/AAMI/ISO TIR11135-2:2008)
1173702 or Sterilization of medical devices—Microbiological methods—Part 2: Tests of December 2009 13 $100/ 360 General
1173702-PDF  sterility performed in the definition, validation and maintenance of a sterilization

process, 2ed (ANSIIAAMI/ISO 11737-2:2009)
1340802 or Aseptic processing of health care products—Part 2: Filtration Reaffirmed 17 $100/ 360 General
1340802-PDF  (ANSI/AAMI/ISO 13408-2:2003/(R)2013) December 2013
1340803 or Aseptic processing of health care products—Part 3: Lyophilization Reaffirmed 24 $100/ 360 General
1340803-PDF  (ANSI/AAMI/ISO 13408-3:2006/(R)2012) November 2012
1340804 or Aseptic processing of health care products—Part 4: Clean-in-place technologies  Reaffirmed 31 $100/ 360 General
1340804-PDF  (ANSI/AAMI/ISO 13408-4:2005/(R)2012) November 2012
1340805 or Aseptic processing of health care products—Part 5: Sterilization in place Reaffirmed 17 $100/ 360 General
1340805-PDF ~ (ANSI/AAMI/ISO 13408-5:2006/(R)2012) November 2012
1340807 or Aseptic processing of health care products — Part 7: Alternative processes for September 22 $110/ 366 General
1340807-PDF  medical devices and combination products (ANSI/AAMI/ISO 13408-7:2012) 2012
1766501 or Sterilization of health care products—Moist heat— Part 1: Requirements for Reaffirmed 43 $140/ 384 Thermal
1766501-PDF  development, validation, and routine control of a sterilization process for December 2013

medical devices, 3ed (ANSI/AAMI/ISO 17665-1:2006/(R)2013)
1766502 or Sterilization of health care products—Moist Heat—Part 2: Guidance on the July 2009 50 $140/ 384 Thermal
1766502-PDF  application of ANSIIAAMI/ISO 17665-1 (ANSIIAAMI/ISO TIR17665-2:2009)
1099307 or Biological evaluation of medical devices — Part 7: Ethylene oxide sterilization Reaffirmed June 98 $150/$90  Industrial
1099307-PDF  residuals, 3ed (ANSI/AAMI/ISO 10993-7:2008/(R)2012) 2012
TIR14 or Contract sterilization using ethylene oxide May 2009 10 $100/ %60  Industrial
TIR14-PDF (AAMI TIR14:2009)
TIR15 or Physical aspects of ethylene oxide sterilization Reaffirmed May 23 $110/ %66  Industrial
TIR15-PDF (AAMI TIR15:2009/(R)2013) 2013
TIR16 or Microbiological aspects of ethylene oxide sterilization Reaffirmed May 21 $110/ %66  Industrial
TIR16-PDF (AAMI TIR16:2009/(R)2013) 2013
TIR33 or Sterilization of health care products—Radiation—Substantiation of a selected October 2006 54 $150/ %90  Radiation
TIR33-PDF sterilization dose—Method VD 4y (AAMI TIR33:2006)
TIR35 or Sterilization of health care products—Radiation sterilization—Alternative January 2007 13 $100/ $60 Radiation
TIR35-PDF sampling plans for verification dose experiments and sterilization dose audits

(AAMI TIR35:2006)
TIR39 or Guidance on selecting a microbial challenge and inoculation sites for sterilization ~November 2009 9 $90/ $54 General
TIR39-PDF validation of medical devices (AAMI TIR39:2009)
TIR40 or Sterilization of health care products—Radiation—Guidance on dose setting March 2010 21 $110/ $66 Radiation
TIR40-PDF utilizing a Modified Method 2 (AAMI TIR40:2009)

14 2014 Resource Catalog order online at http://my.aami.org
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Web based requests.
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Features

$9,995 $995 $2,859
Equipment Limit (Records) Unlimited 2000 5000
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Web Training (Hours Included) 6 2 4
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Dialysis

AAMI Dialysis Standards

Collection

No dialysis professional,
facility, or manufacturer
of dialysis equipment or
products should be without
the complete collection of
dialysis standards from
AAMLI. Select standards
have been recognized by
FDA, Centers for Medicare
and Medicaid Services,
and Centers for Disease

Control and Prevention. The
collection includes all AAMI dialysis standards on these two pages.

What's New Five standards and an amendment.
Published December 2012

Order code DSBK13

List $460 / AAMI member $320

Standards on CD—Dialysis
Order code DSBKCD
List $460 / AAMI member $320

Buy both the book and the CD!
Combo order code DSBK13-S
List $690 / AAMI member $480

GENERAL

Quality of dialysis fluid for hemodialysis and related
therapies

Specifies minimum requirements for dialysis fluids used for
hemodialysis and hemodiafiltration, including substitution
solution for hemodiafiltration and hemofiltration. It does not
address the requirements for the water and concentrates used to
prepare dialysis fluid or the equipment used in its preparation.
This standard and 23500 revise RD52. Identical to ISO 11663.
Published January 2011, 17 pages

ANSI/AAMI/ISO 11663:2009

Order code 11663 or 11663-PDF

List $100 / AAMI member $60

Guidance for the
preparation and
quality management of
fluids for hemodialysis
and related therapies
Covers the appropriate
prescription of dialysate,
handling of concentrates,
operation of water
treatment equipment and
handling of its product
water, monitoring of
systems and the dialysate

American
National
Standard

ANSI/AAMI/
ISO 23500:
2011
Guidance for the preparation
and quality management of
fluids for hemodialysis and
related therapies

AAMI

produced, and risks and
hazards of dialysate preparation failure. This standard and 11663
revise RD52. Identical to ISO 23500.
Published June 2011, 91 pages
ANSI/AAMI/ISO 23500:2011
Order code 23500 or 23500-PDF
List $170 / AAMI member $102

Concentrates for hemodialysis and related therapies
Specifies minimum requirements for concentrates used for
hemodialysis and related therapies. This is a revision of RD61.
Identical to ISO 13958.

Published June 2011, 25 pages

ANSI/AAMI/ISO 13958:2009

Order code 13958 or 13958-PDF

List $110 / AAMI member $66

Water for hemodialysis and related therapies

Specifies minimum requirements for water to be used in the
preparation of concentrates, dialysis fluids for hemodialysis,
hemodiafiltration and hemofiltration and for the reprocessing of
hemodialysers. This standard and 26722 revise RD62. Identical to
ISO 13959.

Published June 2011, 15 pages

ANSI/AAMI/ISO 13959:2009

Order code 13959 or 13959-PDF

List $100 / AAMI member $60

16 2014 Resource Catalog

order online at http://my.aami.org



Nechnical Water treatment . .
Information & equipment for AAMI NEW! Dialysis
Keport hemodialysis o Water and
applications and Dialysate
related therapies Recommendations:
The standard covers devices A User Guide
used to treat water intended Dialysis Water and Dialysate This book provides
Recommendations: A User Guide . :
for use in the delivery of a side-by-side
hemodialysis and related comparison of the
therapies. This standard CMS regulations and
and 13959 revise RD62. interpretive guidance
Identical to ISO 26722. for the Condition of
Published June 2011, 33 Water and Dialysate
pages Quality and the
ANSI/AAMI/ISO 26722:2009 section related to
Order code 26722 or 26722-PDF water and dialysate from the Condition of Care at Home
List $130 / AAMI member $78 with the suite of ISO Standards that have been adopted as
replacement for ANSI/AAMI RD52:2004.
American Reprocessing of It aids individuals responsible for the oversight and
National hemodialyzers, 4ed operation of hemodialysis facilities in their understanding
Standard Covers personnel and patient of the regulatory requirements and current AAMI guidance.
considerations, records, Published April 2014, 212 pages.
equipment, physical plant Order code DUG or DUG -PDF
and environmental safety, List $205 / AAMI member $120
ANSI/AAMI reprocessing material, BUY BOTH THE BOOK AND PDF AND SAVE!
RD47:2008/ patient identification and Order code DUGSET
gﬂioglf hemodialyzer labeling, List $310 / AAMI member $185
B reprocessing and storage
procedures, disposition . .
of rejected dialyzers, UPDATED! Cardlo_vascular |mplanjcs a.md extracorporeal
g reparation for subsequent systems—Hemodialyzers, hemodiafilters, hemofilters
AAMI prep d and hemoconcentrators

use, patient monitoring, and
quality assurance and quality control.
Published June 2008, Reaffirmed October 2013, 55 pages
ANSI/AAMI RD47:2008/(R)2013
Order code RD47 or RD47-PDF
List $150 / AAMI member $90

Published August 2010, Amendment 1 added June 2013, 21 pages.
ANSI/AAMI/ISO 8637:2010

Order code 8637 or 8637-PDF

List $100 / AAMI member $60

NEW! Cardiovascular implants and extracorporeal
systems—Hemodialyzers, hemodiafilters, hemofilters

Would multiple colleagues benefit from access to and hemoconcentrators, Amendment 1
AAMI resources? Consider an economical site license. Revision to Figure 2 of 8637. Published June 2013, 1 page

For pricing, please call 1-800-332-2264 ext. 1239 or visit ANSI/AAMI/ISO 8637:2010/A1:2013

www.aami.org/publications/standards/form.sitelicense. html Order code 8637-A or 8637-A-PDF
List $30 / AAMI member $18 (PDF is FREE)

OTHER DIALYSIS STANDARDS

ORDER CODE TITLE PUBLISHED PRICE
(LIST/MBR)

8638 or 8638-PDF Cardiovascular implants and extracorporeal systems—Extracorporeal blood circuit ~ August 2010 14 $100/ 360
for hemodialyzers, hemodiafilters and hemofilters (ANSI/AAMI/ISO 8638:2010)
606216 or 601216-PDF  Medical electrical equipment—~Part 2-16: Particular requirements for basic safety November 2012 64 $150/ $90

and essential performance of hemodialysis, hemodiafiltration and hemofiltration
equipment (ANSI/AAMI/IEC 60601-2-16:2012) [Also available in Redline Format]

TIR43 or TIR43-PDF Ultrapure dialysate for hemodialysis and related therapies (AAMI TIR43:2011) November 2011 19 $100/ 360

call +1-877-249-8226 to order by phone 17



Biological Evaluation
Of Medical Devices

Biological Evaluation of
Medical Devices Series
This valuable resource
brings together all of AAMI’s
standards for the biological
evaluation of medical devices
in a comprehensive, easy-to-use
CD that makes switching from
one standard to another as easy
as clicking your mouse! Perfect
for testing labs and manufacturers of products that need to be
tested for biocompatibility. Includes every published document
listed in this section!
Released April 2013 (CD is updated during the year. You get the
most current collection at the time of your order.)
Order code BIOTCD
List $675 / AAMI member $470

UPDATED! Part 1:
Evaluation and testing
within a risk management
process, 4ed

Describes the general

American
National
Standard

principles governing the
biological evaluation of
medical devices within a risk

management framework;
the general categorization of
devices based on the nature
and duration of their contact
with the body; the evaluation
of existing relevant data
from all sources; the identification of gaps in the available data
set on the basis of a risk analysis; the identification of additional
data sets necessary to analyze the biological safety of the medical
device; and the assessment of the biological safety of the medical
device. Identical to ISO 10993-1/Ed.4.

Published November 2009, Reaffirmed December 2013, Errata
June 2013, 24 pages

ANSI/AAMI/ISO 10993-1:2009/(R)2013

Order code 1099301 or 1099301-PDF

List $110 / AAMI member $66

ANSI/AAMI/
ISO 10993-1:
2009/(R)2013
Biological evaluation of
medical devices — Part 1:
Evaluation and testing within
arisk management process

AAMI

Part 3: Tests for genotoxicity, carcinogenicity, and
reproductive toxicity, 2ed

Published October 2003, Reaffirmed November 2013, 14 pages.
ANSI/AAMI/ISO 10993-3:2003/(R)2013

Order code 1099303 or 1099303-PDF

List $100 / AAMI member $60

Part 7: Ethylene oxide sterilization residuals, 3ed
Identical to ISO 10993-7/Ed.3.

Published January 2009, Reaffirmed June 2012, Errata January
2010, 98 pages

ANSI/AAMI/ISO 10993-7:2008/(R)2012

Order code 1099307 or 1099307-PDF

List $150 / AAMI member $90

Part 9: Framework for identification and quantification
of potential degradation products, 2ed

Published July 2010, 10 pages

ANSI/AAMI/ISO 10993-9:2009

Order code 1099309 or 1099309-PDF

List $100 / AAMI member $60

American Part 12: Biological
National evaluation of medical
Standard

devices—Part 12:

Sample preparation and
reference materials, 4ed
Specifies requirements

and gives guidance on the
procedures to be followed in
the preparation of samples
and the selection of reference
materials for medical device
testing in biological systems

ANSI/AAMI/
1O 10993-12:
2012

Biological evaluation of
medical devices — Part 12
Sample preparation and
reference materials

in accordance with one

or more parts of the ISO
10993 series. Includes extraction procedures and soluble polymer
procedures. Identical to ISO 10993-12.

Published September 2012, 23 pages

ANSI/AAMI/ISO 10993-12:2012

Order code 1099312 or 1099312-PDF

List $110 / AAMI member $66

AAMI
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Part 13: Identification and quantification of degradation
products from polymeric devices, 2ed

Identical to ISO 10993-13/Ed.2.

Published November 2010, 16 pages

ANSI/AAMI/ISO 10993-13:2010

Order code 1099313 or 1099313-PDF

List $100 / AAMI member $60

management process

Order code 15499 or 15499-PDF
List $100 / AAMI member $60

OTHER BIOLOGICAL EVALUATION STANDARDS

ORDER TITLE PUBLISHED PRICE
CODE (LIST/MBRY)

Biological evaluation of medical devices—Guidance
on the conduct of biological evaluation within a risk

This guidance is applicable to all biological evaluation of all types
of medical devices. Identical to ISO 15499/Ed.1
Published February 2013, 16 pages
ANSI/AAMI/ISO TIR15499:2012

13022 or Medlical products containing viable human cells—Application of risk management and July 2012 $150/ $90
13022-PDF requirements for processing practices (ANSI/AAMI/ISO 13022:2012)
14155 or Clinical investigation of medical devices for human subjects (ANSI/AAMI/ISO 14155:2011) March 2011, 69 $150/ $90
14155-PDF Erata Dec 2011
1099302 or Part 2: Animal welfare requirements, 2ed (ANSI/AAMI/ISO 10993-2:2006/(R)2010) Reaffirmed 17 $100/ $60
1099302-PDF December 2010
1099304 or Part 4: Selection of tests for interactions with blood, 2ed and 2006 amendment Reaffirmed 29 $110/ $66
1099304-PDF  (ANSI/AAMI/ISO 10993-4:2002/(R)2013 & A1:2006/(R)2013) November 2013
1099305 or Part 5: Tests for in vitro cytotoxicity, 3ed (ANSI/AAMI/ISO 10993-5:2009) August 2009 37 $110/ %66
1099305-PDF
1099306 or Part 6: Tests for local effects after implantation, 2ed (ANSI/AAMI/ISO 10993-6:2007/(R)2010) Reaffirmed 23 3110/ $66
1099306-PDF December 2010
1099310 or Part 10: Tests for irritation and skin sensitization, 3ed (ANSI/AAMI/ISO 10993-10:2010) October 2010 74 $140/ $84
1099310-PDF
1099311 or Part 11: Tests for systemic toxicity, 2ed (ANSI/AAMI/ISO 10993-11:2006/(R)2010) Reaffirmed 27 $110/ 366
1099311-PDF December 2010
1099312 or Part 12: Sample preparation and reference materials, 3ed (ANSI/AAMI/ISO 10993-12:2007) December 2007 18 $100/ $60
1099312-PDF
1099314 or Part 14: Identification and quantification of degradation products from ceramics Reaffirmed 9 $90/ $54
1099314-PDF  (ANSI/AAMI/ISO 10993-14:2001/(R)2011) November 2011
1099315 or Part 15: Identification and quantification of degradation products from metals and alloys Reaffirmed 10 $100/ $60
1099315-PDF  (ANSIAAMUISO 10993-15:2000/(R)2011) November 2011
1099316 or Part 16: Toxicokinetic study design for degradation products and leachables July 2010 14 $100/ $60
1099316-PDF  (ANSI/AAMI/ISO 10993-16:2010)
1099317 or Part 17: Establishment of allowable limits for leachable substances Reaffirmed 10 $110/ %66
1099317-PDF  (ANSI/AAMI/ISO 10993-17:2002/(R)2012) November 2012
BE83 or Part 18: Chemical characterization of materials (ANSI/AAMI BE83:2006/(R)2011) (Adoption of Reaffirmed 14 $100/ $60
BE83-PDF SO 10993-18/Ed. 1 with national deviations) December 2011
1099319 or Part 19: Physico-chemical, morphological, and topographical characterization of materials August 2006 16 $100/ $60
1099319-PDF  (ANSIIAAMI/ISO TIR10993-19:2006)
1099320 or Part 20: Principles and methods for immunotoxicology testing of mediical devices August 2006 19 $110/ $66
1099320-PDF  (ANSI/AAMI/ISO TIR10993-20:2006)
2244201 or Medical devices utilizing animal tissues and their derivatives—Part 1: Application of risk Reaffirmed 27 $110/ %66
2244201-PDF  management (ANSI/AAMI/ISO 22442-1:2007/(R)2011) November 2011
2244202 or Medlical devices utilizing animal tissues and their derivatives—Part 2: Controls on sourcing, Reaffirmed 17 $100/ $60
2244202-PDF  collection and handling (ANSI/AAMI/ISO 22442-2:2007/(R)2011) November 2011
2244203 or Medlical devices utilizing animal tissues and their derivatives—Part 3: Validation of the Reaffirmed 24 $110/ %66
2244203-PDF  elimination and/or inactivation of viruses and transmissible spongiform encephalopathy (TSE) November 2011

agents (ANSI/AAMI/ISO 22442-3:2007/(R)2011)
2244204 or Medlical devices utilizing animal tissues and their derivatives—Part 4. Principles for elimination November 2011 16 $90/ $54
2244204-PDF  and/or inactivation of transmissible spongiform encephalopathy (TSE) agents and validation

assays for those processes (ANSI/AAMI/ISO TIR22442-4:2010)
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Quality Systems

Medical devices—Quality
management systems—
Requirements for
regulatory purposes, 2ed
Specifies requirements
for a quality management
system for medical devices
where an organization needs
to demonstrate its ability
to provide products that
consistently meet customer
and applicable regulatory
requirements. Identical to
ISO 13485/Ed.2.

Published August 2003, Reaffirmed November 2009, 50 pages

ANSI/AAMI/ISO 13485:2003/(R)2009

Order code 13485 or 13485-PDF

List $140 / AAMI member $84

Quality management systems—Medical devices—
Guidance on the application of 1ISO 13485:2003, 2ed
Published January 2005, 75 pages

ANSI/AAMI/ISO TIR14969:2004

Order code 14969 or 14969-PDF

List $150 / AAMI member $90

Quality System Collection
This CD of AAMI standards has
it all for quality systems, design
control, human factors, and
software validation; important
government guidance documents
from FDA; and quick links to
government resources such as
the Recall, PMA, Recognized
Standards, and MDR databases.

The perfect resource for medical device professionals looking for a

single source for guidance and advice on device development issues.

Published May 2013

Order code AQS-CD

List $660 / AAMI member $462

FDA's Guide to Inspections of Quality Systems (QSIT)
(Handbook and CD-ROM Training Program)

The 100+ page handbook provides guidance to FDA field
staff who manage the QSIT process. Includes flow charts and
checklists of information that will be verified during the QSIT
process. The CD contains the same training program used by
FDA to train its inspectors in QSIT.

Produced 1999, 100 pages

Order code QSIT or QSIT-CD

List $55 / AAMI member $33

The Quality System
Compendium: GMP
Requirements & Industry
Practice, 2nd edition
The go-to resource for
information on the
requirements of FDA’s
Quality System Regulation.
Each requirement of the
regulation is defined, with
accompanying discussion
of the requirements and
industry practice. Also
includes:

« Chapters on combination products and risk management for

medical devices

+ A comprehensive index

« Bibliography that includes references and websites

« A full copy of the Final Rule for the Quality System Regulation,

including Preamble

« User-friendly tabs for easy navigation

The Compendium is also available for purchase on CD. Have the

electronic version of the document available for easy access at

work or on the road!

Published November 2007

Order code QSC or QSC-CD

List $650 / AAMI member $390

Bundled Set of Textbook and CD

Order code QSC-S

List $985 / AAMI member $591
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Operational Qualification: The
Cornerstone of Successful Process Validation
Discusses the central role of the operational qualification in
establishing a well-controlled process during process validation.
(Expected May 2014)
Order Code LP-OQ or LP-OQ-PDF
List $60 / AAMI member $35

Laboratory Equipment Service Strategies
Provides instruction on hospital laboratory service procedures,
and a synopsis of the general type of work that is required when
starting a laboratory support program. (October 2013)
Order Code LP-LAB or LP-LAB-PDF
List $60 / AAMI member $35

Integrated Process Flow in the Modern Sterile
Processing Department
Provides guidance on how modern sterile processing departments
can streamline processes and promote efficiency by incorporating
patient and employee safety with effective integrated processes
and automation. (October 2013)
Order Code LP-IPF or LP-IPF-PDF
List $60 / AAMI member $35

Quality Audits: Strategy for Ensuring Effectiveness and
Compliance of Quality System

Discusses the need for manufacturers to conduct regular quality
audits led by individuals not directly responsible for the matters
being audited, with management review of audit results. (Dec. 2011)
Order Code LP-QA or LP-QA-PDF

List $60 / AAMI member $35

Device Design Set: Save on the set of two design documents.
Order Code LP-DHI-S or LP-DHI-S-PDF
List $105 / AAMI member $63

Design History File—Tips for Creating a Successful DHF
Provides helpful background and tips on common compliance
issues, design history file development and maintenance, as well
as case studies to illustrate processes. (October 2012)

Order Code LP-DH or LP-DH-PDF

List $60 / AAMI member $35

Design Input—Designing the ‘Right’ Device

Provides practical at-a-glance tables, diagrams, and flowcharts to
improve design input processes and requirements. (Oct. 2012)
Order Code LP-DI or LP-DI-PDF

List $60 / AAMI member $35

Quality Management: Achieving an Effective
Training Program
Designed to help medical device firms better understand,
implement, and comply with the training section of the Quality
System Regulation 21 CFR 820.25(a) (b) as well as ISO 13485:2003
Section 6.2.2. (March 2014)
Order Code LP-QM or LP-QM-PDF
List $60 / AAMI member $35

Management Responsibility: Connecting Business
Acuity and Quality Excellence

Designed to highlight the role of top management for medical
device firms in ensuring effective and compliant operation of the
Quality Management System. (December 2011)

Order Code LP-MR or LP-MR-PDF

List $60 / AAMI member $35

CAPA Set: Save on the set of four CAPA documents.
Order Code LP-CAPA-S or LP-CAPA-S-PDF
List $190 / AAMI member $114

System Implementation and Compliance (CAPA)

Provides medical device firms with a practical approach to better
understand, implement, and comply with the CAPA section of the
Quality System Regulation (21 CFR 820.100), specifically system
implementation and compliance. (December 2012)

Order Code LP-SYSTEM or LP-SYSTEM-PDF

List $60 / AAMI member $35

Practical Approaches to Compliance: CAPA—Complaints
This document reviews the four most frequently cited observations
related to Complaint Files, and provides examples and helpful tools
for an effective complaint handling system. (July 2012)

Order Code LP-COMPLAINT or LP-COMPLAINT-PDF

List $60 / AAMI member $35

CAPA Verification and Validation: Practical Approaches
to Compliance

Designed to help medical device firms better understand,
implement, and comply with the CAPA section of the Quality
System Regulation (21 CFR 820.100). (October 2011)

Order Code LP-CAPA or LP-CAPA-PDF

List $60 / AAMI member $35

Controlling Nonconforming Product (CAPA)

Provides medical device firms a practical approach to understand,
implement, and comply with the CAPA section of the Quality
System Regulation. (January 2013)

Order Code LP-CONTROL or LP-CONTROL-PDF

List $60 / AAMI member $35
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Risk Management,
Symbols, Nomenclature

Medical devices—
Application of risk
management to medical
devices, 3ed
Specifies a process for a
manufacturer to identify
the hazards and hazardous
situations associated with
medical devices, including
in vitro diagnostic (IVD)
medical devices, to estimate
and evaluate the resulting
risks, to control these
risks, and to monitor the
effectiveness of that control. Identical to ISO 14971/Ed.3.
Published April 2007, Errata issued October 2007, Reaffirmed
October 2010, 86 pages
ANSI/AAMI/ISO 14971:2007/(R)2010
Order code 14971 or 14971-PDF
List $170 / AAMI member $102

Medical device software—Part 1: Guidance on the
application of ISO 14971 to medical device software
Provides information useful for the performance of effective
software risk management, as part of the overall risk management
process for medical devices containing software. Identical to [EC
62A/TR 80002-01/Ed.1.

Published December 2009, 64 pages

ANSI/AAM/IEC TIR80002-1:2009

Order code 8000201 or 8000201-PDF

List $150 / AAMI member $90

Medical devices—Symbols to be used with medical
device labels, labeling, and information to be supplied—
Part 1: General requirements, 2ed

Identifies requirements for the development and use of symbols that
may be used to convey information on the safe and effective use of
medical devices. Identical to ISO 15223-1/Ed.2.

Published November 2012, 24 pages

ANSI/AAMI/ISO 15223-1:2012

Order code 1522301 or 1522301-PDF

List $110 / AAMI member $66

NEW! Medical devices—
Guidance on the
application of 1ISO 14971
This document provides
guidance that addresses
specific areas that are

Technical
Information
Report

ANSI/AAMI/ problematic for those

ISO TIR24971:
2013

implementing a risk
management system.

Identical to ISO 24971.
Published Aug. 2013, 15 pages
ANSI/AAMI/ISO TIR24971:2013
Order code 24971 or 24971-PDF
List $100 / AAMI member $60

UPDATED! Medical devices—Hierarchical coding structure
for adverse events—Part 1: Event type codes, 2ed
Specifies requirements for a coding structure for describing
adverse events related to medical devices. This edition expands
on the adverse event type and cause/effect structure and relevant
codes previously developed. Identical to ISO TS 19218-1/Ed.2.
Includes 2013 amendment.

Published November 2011, 17 pages

ANSI/AAMI/ISO TIR19218-1:2011 & A1:2013

Order code 1921801 or 1921801-PDF

List $100 / AAMI member $60

NEW! Medical devices—Hierarchical coding structure for
adverse events—Part 1: Event-type codes, Amendment 1
Published December 2013, 9 pages

ANSI/AAMI/ISO TIR19218-1:2011/A1:2013

Order code 1921801-A or 1921801-A-PDF

List $30 / AAMI member $18

Application of risk management for IT Networks
incorporating medical devices—Part 1: Roles,
responsibilities and activities

ANSI/AAMI/IEC 80001-1:2010

Order code 8000101 or 8000101-PDF

List $140 / AAMI member $84

For more information, see page 28.
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symbols and safety signs for Published May 2013

symbol number with thumbnail
views available for easy

OTHER RISK MANAGEMENT, SYMBOLS, NOMENCLATURE STANDARDS

ORDER CODE TITLE PUBLISHED | PAGES | PRICE (LIST/MBR)

15225 or 15225-PDF

16142 or 16142-PDF

60878 or 60878-PDF

1522302 or
1522302-PDF

1921802 or 1921802-PDF

8036901 or 8036901-PDF

Nomenclature—Medical device nomenclature data structure, 2ed
(ANSI/AAMI/ISO 15225:2010)

Medical devices—Guidance on the selection of standards in support of
recognized essential principles of safety and performance of medical devices,
2ed (ANSI/AAMI/ISO TIR16142:2005)

Graphical symbols for electrical equipment in medical practice
(ANSIAAMIJIEC TIR60878:2003)

Medical devices—Symbols to be used with medical device labels, labeling,
and information to be supplied—~Part 2: Symbol development, selection and
validation (ANSI/AAMI/ISO 15223-2:2010)

Medical devices—Hierarchical coding structure for adverse events—Part 2:
Evaluation code (ANSI/AAMI/ISO TIR19218-2:2012)

Small bore connectors for liquids and gases in healthcare
applications—Part 1: General requirements (ANSI/AAMI/ISO 80369-1:2010)

medical equipment in EPS, TIF, ~ Order code SYMBCD
and JPEG formats, labeled by List $660 / AAMI member $462

August 2010 23

March 2006 17

June 2004 149

August 2010 17

December 14
2012
February 18
2011

Medical Electrical Equipment identification. Symbols from IEC 60878 and I1SO 15223-1, 27185,
Symbols and Safety Signs CD  60601-2-2, and 60601-1 are included. These high-resolution vector
This clip art CD includes more graphics can be scaled to nearly any size. This also contains the
than 640 standardized graphical  full text of the IEC 60878 and ISO 15223 standards.

$110/ 366

$100/ $60

$170/%102

$100/ $60

$100/ $60

$100/ $60
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Medical Equipment

ELECTROCARDIOGRAPHY

NEW! ECG trunk cables and patient leadwires

The objective of this standard is to allow ECG trunk cables and
patient leadwires to be interchanged between ECG devices with
isolated patient connections by establishing a common interface
between the trunk cable and the patient leadwire connectors.
Performance and safety criteria for trunk cables and patient
leadwires used with isolated patient connectors are also specified.
Published February 2014, 13 pages

ANSI/AAMI EC53:2013

Order code EC53 or EC53-PDF

List $100 / AAMI member $60

Testing and reporting
performance results of
cardiac rhythm and ST
segment measurement
algorithms

Covers a method for testing
and reporting the performance
of algorithms used to detect
cardiac rhythm disturbances,
including the ST segment.
Published April 2013, 36 pages
ANSI/AAMI EC57:2013
Order code EC57 or EC57-PDF
List $140 / AAMI member $84

American
National
Standard

ANSI/AAMI
EC57: 2012
Testing and reporting
performance results of
cardiac rhythm and ST
segment measurement
algorithms

AAMI

DIAGNOSTIC AND MONITORING EQUIPMENT

UPDATED! Medical electrical equipment—Part 2-30:
Particular requirements for the basic safety and
essential performance of automated non-invasive
sphygmomanometers

Published January 2010, Updated with Amendment February 2014,
59 pages

ANSI/AAMI/IEC 80601-2-30:2009 & A1:2013

Order code 601230 or 601230-PDF

List $140 / AAMI member $84

NEW! Medical electrical equipment—Part 2-30:
Particular requirements for the basic safety and
essential performance of automated non-invasive
sphygmomanometers, Amendment 1

Published February 2014, 9 pages

ANSI/AAMI/IEC 80601-2-30:2009/A1:2013

Order code 601230-A or 601230-A-PDF

List $30 / AAMI member $18 (PDF is FREE)

NEW! Non-invasive sphygmomanometers—Part 2:
Clinical investigation of automated measurement type
This is applicable to all sphygmomanometers that sense or
display pulsations, flow, or sounds for the estimation, display, or
recording of blood pressure. This standard is also applicable to
the validation of electronically-controlled intermittent noninvasive
blood pressure measurement medical electrical equipment,
including blood pressure monitors for the home healthcare
environment or self-measurement.

Published February 2014, 43 pages

ANSI/AAMI/ISO 81060-2:2013

Order code 8106002 or 8106002-PDF

List $140 / AAMI member $84

Sphygmomanometer Set

Includes ANSI/AAMI/ISO 81060-1:2007, ANSI/AAMI/ISO 81060-
2:2013, and ANSI/AAMI/IEC 80601-2-30:2009. (Each of these
standards is also available individually.)

Order code 81060-S or 81060-S-PDF

List $300 / AAMI member $210

NEW! Non-invasive blood pressure motion artifact—
Testing and evaluation of NIBP device performance in
the presence of motion artifact

This provides information on the sources and effects of artifact
noise in non-invasive blood pressure measurement. The report
also includes an overview of potential evaluation methods for
the qualification and classification of device performance when
varying levels of artifact noise are present during an NIBP cycle.
Published June 2013, 27 pages

AAMI TIR44:2012

Order code TIR44 or TIR44-PDF

List $110 / AAMI member $66
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IMPLANTABLE MEDICAL DEVICES

Evaluation of particulates associated with vascular
medical devices

This TIR offers guidance to medical device manufacturers in
application of analytical methods for particulate testing, identifying
potential sources of particulates, and developing particulate limits.
Published December 2010, 46 pages

AAMI TIR42:2010

Order code TIR42 or TIR42-PDF

List $140 / AAMI member $84

COMING SOON! Cardiovascular implants and extracorporeal
systems—Cardiovascular absorbable implants

Outlines design verification and validation considerations for
absorbable cardiovascular implants. Applicable to implants in
direct contact with the cardiovascular system, where the intended
action is upon the circulatory system.

Expected Publication July 2014

ANSI/AAMI/ISO TS 17137:2014

Order code 17137 or 17137-PDF

List $110 / AAMI member $66

NEW! Cardiovascular
implants—Cardiac

valve prostheses —

Part 3: Heart valve
substitutes implanted by
transcatheter techniques
Outlines an approach for
verifying/validating the
design and manufacture of

a transcatheter heart valve
substitute through risk
management. The selection
of appropriate verification/
validation tests and methods

Technical
Information
Report

ANSI/AAMI/

ISO TIR10974:
2012

are to be derived from the risk assessment.
Published July 2013, 116 pages
ANSI/AAMI/ISO 5840-3:2013

Order code 584003 or 584003-PDF

List $170 / AAMI member $102

NEW! Assessment of the safety of magnetic resonance
imaging for patients with an active implantable
medical device

This contains test methods that are applicable to a broad class of
active implantable medical devices (AIMDs) for the purpose of
evaluating device operation against several hazards.

Published August 2013, 210 pages

ANSI/AAMI/ISO TIR10974:2012

Order code 10974 or 10974-PDF

List $230 / AAMI member $138

NEW! Implants for surgery—Cardiac pacemakers—Part 3:
Low-profile connectors (IS-1) for implantable pacemakers
This specifies a connector assembly to be used to connect

implantable pacemaker leads to implantable pacemaker pulse
generators. Essential dimensions and performance requirements
related to connector fit are specified, as are test methods.
Published August 2013, 14 pages

ANSI/AAMI/ISO 5841-3:2013

Order code 584103 or 584103-PDF

THERAPY AND SURGERY

NEW! Transcutaneous electrical nerve stimulators

This standard establishes labeling, safety, and performance
requirements and referee tests for transcutaneous electrical
stimulators intended for use in the treatment of pain syndrome.
Published July 2013, 13 pages

ANSI/AAMI NS4:2013

Order code NS4 or NS4-PDF

List $100 / AAMI member $60

BLOOD TRANSFUSION

NEW! Autologous transfusion devices, 4ed

This standard establishes labeling and performance requirements,
test methods, and terminology that will help define a reasonable
level of safety and efficacy for autologous transfusion devices.
Published August 2013, 19 pages

ANSI/AAMI AT6:2013

Order code AT6 or AT6-PDF

List $100 / AAMI member $60

Smart Infusion Pumps: Implementation,

Management, and Drug Libraries

This book is a reference for hospitals and health systems

that are using intelligent infusion device technology or

considering smart pump implementation. It includes:

« An introduction to smart infusion pump technology

« A guide to choosing a pump and usability testing

» Guiding principles for implementation of smart
infusion pumps

«+ Techniques for developing medication dosing limits

« DPractice tips for implementation and management

« Sample drug libraries

« Checklists and other educational materials

Written by Pamela K. Phelps, PharmD, FASHP, the book

provides a comprehensive general drug library to assist

in implementation and ongoing management of smart

infusion pumps.

Published January 2011 by the American Society of

Health-System Pharmacists, 200 pages

Order code SIP

List $99 / AAMI member $79
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OTHER MEDICAL EQUIPMENT STANDARDS

ORDER CODE | TITLE PUBLISHED PRICE
(LIST/MBR)

CV5840 or Cardiovascular implants—Cardiac valve prostheses, 4ed Reaffirmed 71 $150/$90  Implantable Medical
CV5840-PDF (ANSIAAMI/NISO 5840:2005/(R)2010) April 2010 Devices
7198 or Cardiovascular implants—Tubular vascular prostheses, 3ed Reaffirmed 42 $140/$84  Implantable Medical
7198-PDF (ANSI/AAMI/ISO 7198:1998/2001/(R)2010) April 2010 Devices
7199 or Cardiovascular implants and artificial organs—Blood-gas exchangers Updated 12 $100/$60  Implantable Medical
7199-PDF (oxygenators), 2ed and amendment (ANSI/AAMI/ISO 7199:2009 & A1:2012) March 2012 Devices
11658 or Cardiovascular implants and extracorporeal systems—Blood/tissue contact surface  October 8 $90/ $54 Implantable Medical
11658-PDF modifications for extracorporeal perfusion systems (ANSIAAMI/ISO 11658:2012) 2012 Devices
12417 or Cardiovascular implants and extracorporeal systems—\Vascular device-drug July 2011 52 $120/%60  Implantable Medical
12417-PDF combination products (ANSIIAAMI/ISO TIR12417:2011) Devices
14117 or Active implantable mediical devices—Electromagnetic compatibility—EMC test December 112 $170/ Implantable Medical
14117-PDF protocols for implantable cardiac pacemakers and implantable cardioverter 2012 $102 Devices
defibrillators, 2ed (ANSIAAMI/ISO 14117:2012)
15674 or Cardiovascular implants and artificial organs—Hard shell cardiotomy/venous May 2009 10 $90/ $54 Implantable Medical
15674-PDF reservoir systems (with/without filter) and soft venous reservoir bags, 2ed Devices
(ANSIAAMI/ISO 15674:2009)
15675 or Cardiovascular implants and artificial organs—Cardiopulmonary bypass systems—  May 2009 10 $90/ $54 Implantable Medical
15675-PDF Arterial line blood filters, 2ed (ANSIAAMI/ISO 15675:2009) Devices
23810 or Cardiovascular implants and artificial organs—Checklist for preoperative August 2012 11 $100/$60  Implantable Medical
23810-PDF extracorporeal circulation equipment setup (ANSI/AAMI/ISO TIR23810:2012) Devices
27185 or Active implantable mediical devices—Symbols to be used with cardiac device April 2012 31 $150/390  Implantable Medical
27185-PDF labels, labeling and information to be supplied by the manufacturer Devices
(ANSI/AAMI/ISO 27185:2012)
27186 or Active implantable medical devices—Four-pole connector system for implantable ~ September 87 $170/ Implantable Medical
27186- PDF cardiac rhythm management devices—Dimensional and test requirements (ANSI/ 2010 $102 Devices
AAMI/ISO 27186:2010)
61289 or High frequency surgical equipment—QOperation and Maintenance March 2012 21 $110/$66  Therapy & Surgery
61289-PDF (ANSI/AAMI/IEC TIR61289:2011)
601202 or Medical electrical equipment—~Part 2-2: Particular requirements for basic safety July 2009 78 $150/$90  Therapy & Surgery
601202-PDF and essential performance of high frequency surgical equipment and high
frequency surgical accessories, 5ed (ANSIIAAMI/IEC 60601-2-2:2009)
601204 or Medical electrical equipment—aPart 2-4: Particular requirements for basic safety and January 2011 74 $150/$90  Therapy & Surgery
601204-PDF essential performance of cardiac defibrillators (ANSIAAMI/IEC 60601-2-4:2010)
601219 or Medical electrical equipment—~Part 2-19: Particular requirements for basic safety — April 2009 33 $140/$84  Therapy & Surgery
601219-PDF and essential performance of baby incubators, 4ed (ANSIAAMI/IEC 60601-2-
19:2009)
601220 or Medical electrical equipment—~Part 2-20: Particular requirements for basic safety — April 2009 38 $140/$84  Therapy & Surgery
601220-PDF and essential performance of transport incubators, 3ed
(ANSI/AAMI/IEC 60601-2-20:2009)
601221 or Medical electrical equipment—~Part 2-21: Particular requirements for basic safety — April 2009 32 $140/$84  Therapy & Surgery
601221-PDF and essential performance of infant radiant warmers, 2ed
(ANSI/AAMIJIEC 60601-2-21:2009)
601225 or Medical electrical equipment—~Part 2-25: Particular requirements for the basic June 2012 94 $170/ Electrocardiography
601225-PDF safety and essential performance of electrocardiographs (ANSI/AAMI/IEC 60601- $102
2-25:2011)
601227 or Medical electrical equipment—~Part 2-27: Particular requirements for the basic September 71 $150/$90  Electrocardiography
601227-PDF safety and essential performance of electrocardiographic monitoring equipment 2011
(ANSIIAAMI/IEC 60601-2-27:2011)
601247 or Medical electrical equipment—~Part 2-47: Particular requirements for the safety, August 2012 64 $150/$90  Electrocardiography
601247-PDF including essential performance, of ambulatory electrocardiographic systems
(ANSI/AAMI/IEC 60601-2-47:2012)
601250 or Medical electrical equipment—~Part 2-50: Particular requirements for basic safety — April 2009 21 $110/$66  Therapy & Surgery
601250-PDF and essential performance of infant phototherapy equipment
(ANSI/AAMIJIEC 60601-2-50:2009)
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8106001 or Non-invasive sphygmomanometers—Part 1: Requirements and test methods for ~ Reaffirmed 40 $140/$84  Diagnostic &
8106001-PDF  non-automated measurement type (ANSIIAAMI/ISO 81060-1:2007/(R)2013) June 2013 Monitoring
Equipment
1470803 or Implants for surgery—Active implantable medical devices—Part 3: Implantable Reaffirmed 47 $140/$84  Neurosurgical
1470803-PDF  neurostimulators (ANSI/AAMI/ISO 14708-3:2008/(R)2011) Nov. 2011 Devices
1470804 or Implants for surgery—Active implantable medical devices—Part 4: Implantable Reaffirmed 46 $140/ 384  Implantable Medical
1470804-PDF  infusion pumps (ANSI/AAMI/ISO 14708-4:2008/(R)2011) November Devices
2011
1470805 or Implants for surgery—Active implantable medical devices—Part 5: Circulatory April 2010 50 $150/$90  Implantable Medical
1470805-PDF  support devices (ANSIIAAMI/ISO 14708-5:2010) Devices
2553901 or Cardiovascular implants—Endovascular devices—Part 1: Endovascular prostheses  Reaffirmed 39 $130/$78  Implantable Medical
2553901-PDF (ANSI/AAMI/ISO 25539-1:2003/(R)2009) August 2009 Devices
2553901-Aor  Cardiovascular implants—Endovascular devices—Part 1: Endovascular Reaffirmed 37 $130/$78  Implantable Medical
2553901-A-PDF  prostheses—Amendment 1. Test methods August 2009 Devices
(ANSI/AAMI/ISO 25539-01:2003/A1:2005/(R)2009)
2553902 or Cardiovascular implants — Endovascular devices — Part 2: Vascular stents August 2012 104 $170/ Implantable Medical
2553902-PDF  (ANSI/AAMI/ISO 25539-2:2012) $102 Devices
2553903 or Cardiovascular implants—Endovascular devices—Part 3: Vena cava filters August 2012 100 $170/ Implantable Medical
2553903-PDF  (ANSI/AAMI/ISO 25539-3:2011) $102 Devices
BF7 or BF7-PDF  Blood transfusion microfilters (ANSI/AAMI BF74:2013) April 2013 19 $100/$60  Blood Transfusion
BP22 or Blood pressure transducers, 2ed (ANSIIAAMI BP22:1994/(R)2011) Reaffirmed 14 $100/$60  Diagnostic &
BP22-PDF December Monitoring
2011 Equipment
BF64 or Leukocyte reduction filters (ANSI/AAMI BF64:2013) April 2013 12 $100/ 360  Blood Transfusion
BF64-PDF
EC12 0or Disposable ECG electrodes (ANSIIAAMI EC12:2000/(R)2010) Reaffirmed 14 $100/$60  Electrocardiography
EC12-PDF August 2010
EC71 or Standard communications protoco—Computer assisted electrocardiography Reaffirmed 156 $170/ Electrocardiography
EC71-PDF (ANSI/AAMI EC71:2001/(R)2013) September $102
2013
ID26 or Medical electrical equipment—~Part 2: Particular requirements for the safety of Reaffirmed 50 $150/$90  Therapy & Surgery
ID26-PDF infusion pumps and controllers, 3ed (ANSI/AAMI ID26:2004/(R)2013) Nov. 2013
ID54 or Enteral feeding set adapters and connectors (ANSI/AAMI ID54:1996/(R)2012) Reaffirmed 5 Single Therapy & Surgery
ID54-PDF January 2012 Copies Free
NS28 or Intracranial pressure monitoring devices (ANSI/AAMI NS28:1988/(R)2010) Reaffirmed 10 $700/$60  Neurosurgical
NS28-PDF Dec. 2010 Devices
TIR4 or Apnea monitoring by means of thoracic impedance pneumography (AAMI December 60 $150/$90  Diagnostic &
TIR4-PDF TIR4:1989) 1989 Monitoring
Equipment
TIR9 or Evaluation of clinical systems for invasive blood pressure monitoring (AAMI January 1993 58 $150/ %90  Diagnostic &
TIR9-PDF TIR9:1992) Monitoring
Equipment
TIR11 or Selection and use of protective apparel and surgical drapes in health care facilities, ~ February 38 $140/$84  Therapy & Surgery
TIR11-PDF 2ed (AAMI TIR11:2005) 2006
TIR21 or Systems used to forecast remaining pacemaker battery service life December 53 $150/$90  Implantable Medical
TIR21-PDF (AAMI TIR21:1998) 1998 Devices
TIR23 or Signal averaging (AAMI TIR23:1999) June 2000 30 $140/ 384  Electrocardiography
TIR23-PDF
TIR24 or Acquisition and use of physiologic waveform databases for testing of medical October 44 $140/$84  Diagnostic &
TIR24-PDF devices (AAMI TIR24:1999) 2000 Monitoring
Equipment
TIR41 or Active implantable mediical devices—Guidance for designation of left ventricle February 7 $90/ $54 Implantable Medical
TIR41-PDF and implantable cardioverter defibrillator lead connectors and pulse generator 2012 Devices
connector cavities for implantable pacemakers and implantable cardioverter
defibrillators (AAMI TIR41:2011)
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IT & Software Resources

Guidance on the use of
AGILE practices in the
development of medical
device software

This TIR provides
recommendations for

Technical
Information
Report

complying with international
standards and FDA guidance
documents when using
AGILE practices to develop
medical device software.
Published September 2012,
58 pages

AAMI TIR45:2012

Order code TIR45 or TIR45-PDF
List $150 / AAMI member $90

Application of quality management system concepts to
medical device data systems

Provides information that will allow the Medical Device Data
System manufacturer to implement a Quality Management
System that is commensurate with the risk presented by the
device, the complexity of device and manufacturing processes, and
the size and complexity of the organization.

Published June 2012, 26 pages

AAMI SW87:2012

Order code SW87 or SW87-PDF

List $110 / AAMI member $66

Medical device software—Software life cycle processes
Specifies requirements for medical device software life cycle
processes including primary life cycle development and
maintenance processes, and supporting processes such as
software hazard management, documentation, configuration
management, verification, and problem resolution. Includes
a compliance section based on whether or not the software
can cause a hazard or controls risk. Revision of ANSI/AAMI
SW68:2001. Identical adoption of IEC 62304:2006.

Published June 2006, 67 pages

ANSI/AAMI/IEC 62304:2006

Order code 62304 or 62304-PDF

List $150 / AAMI member $90

Application of risk

American
National management for IT
Standard

Networks incorporating
medical devices—Part 1:
Roles, responsibilities and
activities

Includes:

ANSI/AAMI/
IEC 80001-1:
2010

Application of risk
management for IT Networks
incorporating medical
devices—Part 1: Roles,
responsibilities and activities

« Responsibilities for parties
engaged in installing, using,
reconfiguring, maintaining,
and decommissioning
IT-networks incorporating
medical devices

AAMI

« Essential properties such as
safety, effectiveness, data & system security, and interoperability
« Risks related to patients, operators, and/or third parties
Published October 2010, 36 pages
ANSI/AAMI/IEC 80001-1:2010
Order code 8000101 or 8000101-PDF
List $140 / AAMI member $84

Getting Started with IEC 80001: Essential Information

for Healthcare Providers Managing Medical IT-Networks

Includes:

« Important details about the standard, its purpose, roles and
responsibilities, and integrating other IT and CE guidance

« Practical guidance to get started with 80001, CE-IT collaboration,
assessing/managing risk, and reviewing overall risk

« Advice on maintaining what has been achieved—monitoring
medical IT-network operation, safety incidents, and much more

Published March 2011, 76 pages

Order code 80001-GS or 80001-GS-PDF

List $150 / AAMI member $90

Save with the Set (80001-1 and Getting Started with ...)

Order code 80001-GS-S or 80001-GS-S-PDF

List $225 / AAMI member $135

Medical device software risk management
Published February 2005, 65 pages

AAMI TIR32:2004

Order code TIR32 or TIR32-PDF

List $150 / AAMI member $90
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Application of risk management for IT-networks
incorporating medical devices—Part 2-1: Step by step
risk management of medical IT-networks; Practical
application and examples

Published October 2012, 60 pages

ANSI/AAMI/IEC TIR 80001-2-1:2012

Order code 800010201 or 800010201-PDF

List $150 / AAMI member $90

Application of risk management for IT-networks
incorporating medical devices—Part 2-2: Guidance for
the communication of medical device security needs,
risks and controls

Published November 2012, 52 pages

ANSI/AAMI/IEC TIR 80001-2-2:2012

Order code 800010202 or 800010202-PDF

List $150 / AAMI member $90

Application of risk management for IT-networks
incorporating medical devices—Part 2-3: Guidance for
wireless networks

Published October 2012, 43 pages

ANSI/AAMI/IEC TIR 80001-2-3:2012

Order code 800010203 or 800010203-PDF

List $140 / AAMI member $84

Application of risk management for IT-networks
incorporating medical devices—Part 2-4: Application
guidance—General implementation guidance for
healthcare delivery organizations
Published July 2013, 20 pages
ANSI/AAMI/IEC TIR 80001-2-4:2012
Order code 800010204 or 800010204-PDF
List $110 / AAMI member $66

Application of risk management for
IT-networks incorporating medical devices—Part 2-6:
Guidance for responsibility agreements
Provides guidance on implementing responsibility agreements,
which are required in ISO/IEC 80001-1 for the purpose of
defining the roles and responsibilities of all relevant stakeholders
in the medical IT-network.
Expected Publication Fall 2014, 25 pages
ANSI/AAMI/IEC TIR 80001-2-6:2014
Order code 800010206 or 800010206-PDF
List $110 / AAMI member $66

Medical device software—Part 1: Guidance on the
application of ISO 14971 to medical device software
See page 22

ANSI/AAMI/IEC TIR80002-1:2009

Order code 8000201 or 8000201-PDF

List $150 / AAMI member $90

Validation of software for regulated processes

Applies to any software used to automate device design, testing,
component acceptance, manufacturing, labeling, packaging,
distribution, and complaint handling, or to automate any other
aspect of the quality system as defined by the Quality System
Regulation (21 CFR 820). It also applies to software used to create,
modify, and maintain electronic records and to manage electronic
signatures subject to the validation requirements (21 CFR 11).
Published March 2008, 99 pages

AAMI TIR36:2007

Order code TIR36 or TIR36-PDF

List $170 / AAMI member $102

Medical Electrical Equipment—Part 1-8: General
requirements for basic safety and essential performance
—Collateral Standard: General requirements, tests
and guidance for alarm systems in medical electrical
equipment and medical electrical systems
This defines the roles, responsibilities and activities necessary for
risk management of IT-networks incorporating medical devices to
address safety, effectiveness, and data and system security.
Published April 2014, 87 pages
ANSI/AAMI/IEC 60601-1-8:2006 & A1:2012
Order code 6010108 or 6010108-PDF
List $560 / AAMI member $336

Medical Device Software: Verification, Validation, and
Compliance

This book is designed to help medical device and software
engineers and quality assurance and compliance professionals
implement critical verification and validation processes.
Published October 2010 by Artech House, 428 pages

Order code DSV

List $145 / AAMI member $115

Medical Technology for the IT Professional

This practical guide provides details on medical technologies that
are heavily IT-based or highly integrated into IT infrastructures.
Each chapter examines a specific medical technology—what it

is and how it works—and then dives into the issues affecting IT.
Published 2009 by ECRI Institute, 94 pages

Order code MT-IT

List $139 / AAMI member $99

IT Collection CD
This new collection is your one-stop
resource for 80001 and Medical
Device Data System (MDDS)
guidance. Searchable and easy to
use, it features 9 popular standards.
Expected Publication June 2014.
Order code ITCOL-CD
List $480 / AAMI member $268
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General Safety, Design,
& Maintenance

American Recommended
National practice for a
Standard

medical equipment
management program
Published April 2013, 35
pages

ANSI/AAMI EQ56:2013
Order code EQ56 or
EQ56-PDF

List $140

AAMI member $84

ANSI/AAMI
EQ56:2013

Recommended practice
for a medical equipment
management program

AAMI

COMING SOON! Medical electrical equipment—Part
1-2: General requirements for basic safety and essential
performance—Collateral Standard: Electromagnetic
disturbances—Requirements and tests

Specifies general requirements and tests for basic safety and
essential performance with regard to electromagnetic disturbances
of medical electrical (ME) equipment and ME systems.

Expected Publication June 2014, 88 pages

ANSI/AAMI/IEC 60601-1-2:2014

Order code 601102 or 601102-PDF

List $170 / AAMI member $102

COMING SOON! Medical electrical equipment—Part
2-58: Particular requirements for the basic safety and
essential performance of lens removal devices and
vitrectomy devices for ophthalmic surgery

This standard aims to set appropriate safety and performance
requirements to reduce the risk of detrimental impact on the
medical treatment to an acceptable level for their intended use.
Expected Publication June 2014, 30 pages

ANSI/AAMI/IEC 80601-2-58:2014

Order code 601258 or 601258-PDF

List $130 / AAMI member $78

60601-1, 3rd Edition,
Medical electrical
equipment, Part 1:
General requirements
for basic safety and
essential performance
This standard, now in

it’s third edition, covers
any medical device that

AAMI Standards and Recommended Practices

requires an electrical outlet
or a battery. It has come

to be known throughout
the industry as the ‘bible’
of medical electrical
equipment standards. It:

Medical electrical equipment—

Part 1: General requirements for

basic safety and essential performance
(IEC 6 D).

AAMY

« Includes a risk management model—based on ISO 14971
« Introduces the concept of essential performance—a measure
of a device’s effect on user and patient safety
« Offers flexibility in meeting requirements, for example,
different requirement levels for parts that come into contact
with the user vs. parts that come in contact with the patient
« Provides structured method for manufacturers to demonstrate
equivalent safety of alternate means of compliance
You get the consolidated text of 60601-1 and Amendment 1 (60601-
1:2005(R) 2012/A1:2012) showing the nearly 500 changes made by the
amendment. Adoption, with national deviations, of IEC 60601-1/Ed.3.
Published March 2006, Reaffirmed January 2012, 402 pages
ANSI/AAMI ES60601-1:2005/(R)2012 (IEC 60601-1:2005, MOD)
Order code 606011 (print), 606011-PDF, 606011-CD, or
606011-PE (5.5" x 7" travel edition)
List $660 / AAMI member $396

60601-1, 3rd Edition, Medical electrical equipment, Part
1: General requirements for basic safety and essential
performance, Amendment 1

Identical adoption of IEC 60601-1 Amendment 1

Published November 2012, 118 pages

ANSI/AAMI ES60601-1:2005/(R)2012/A1:2012

Order code 606011-A or 606011-A-PDF

List $170 / AAMI member $102
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Assessment of the impact of the most significant
changes in Amendment 1 to IEC 60601-1:2005 and
mapping of the clauses of IEC 60601-1:2005 to the
previous edition

The second edition of this technical report for users of IEC 60601-1.

Published January 2013, 94 pages
ANSI/AAMI/IEC TIR62348:2012
Order code 62348 or 62348-PDF
List $170 / AAMI member $102

Medical Electrical Equipment—Part 1-11: General
requirements for basic safety and essential
performance—Collateral standard: Requirements for
medical electrical equipment and medical electrical
systems used in the home healthcare environment
Adoption, with national deviations, of IEC 60601-1-11/Ed.1.
Published December 2011, 54 pages

ANSI/AAMI HA60601-1-11:2011 (IEC 60601-1-11:2010, MOD)
Order code 601111 or 601111-PDF

List $150 / AAMI member $90

Would multiple colleagues benefit from access to AAMI resources? Consider an economical site license.

For pricing, please call 1-800-332-2264 ext. 1239 or visit www.aami.org/publications/standards/form.sitelicense.htm/

OTHER GENERAL SAFETY, DESIGN, & MAINTENANCE STANDARDS

ORDER CODE | TITLE PUBLISHED | PAGES | PRICE (LIST/MBR)

62296 or Considerations of unaddressed safety aspects in the Second Edition of IEC 60601-1 and April 2009 72 $150/ $90
62296-PDF proposals for new requirements, 2ed (ANSI/AAMI/IEC TIR62296:2009)
62354 or General testing procedures for medical electrical equipment, 2ed March 20710 206 $250/ 3150

62354-PDF (ANSI/AAMI/IEC TIR62354:2009)

TIR18 or Guidance on electromagnetic compatibility of medical devices in healthcare facilities May 2010 66 $140/ 384

TIR18-PDF (AAMITIR18:2010)

aramark

TECHNOLOGYvurer

It’s something you’ll only find here at Aramark. The opportunity
to work side-by-side with a team of outstanding biomedical
technicians, imaging service engineers and professionals—fixing, not
just clinical equipment, but the workflow challenges our customers
face every day. So they can better care for patients, and healthcare
can work better for everyone.

We’re seeking talented, experienced professionals:
* Biomedical Technicians (all levels)

« Imaging Service Engineers (all levels)

* Senior Technology Managers

« Technology Managers

Visit aramarkhealthcaretechnologies.com/join-us
to apply online. (EOE)
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Human Factors

American National Standard

ANSVAAMI HE75:2009/(R)2013
Human factors engineering -

Design of medical devices

Human factors engineering—Design of medical devices
A virtual encyclopedia, ANSI/AAMI HE75:2009/(R)2013 builds off many decades of basic
and applied research, as well as practical experience, which generated a substantial base of

biomedical equipment technicians, regulators, and students.

The standard covers specific human factors topics including:

«  General principles such as design priorities, accommodating user characteristics,
capabilities, needs and preferences, and compatible designs

environmental considerations
- Visual displays, software-use interface, hand tool design, workstations, mobile medical devices, and home healthcare
The document complements ANSI/AAMI/IEC 62366:2007/(R)2013 and, together, these two revise AAMI HE48:1993.

Published March 2010, Reaffirmed November 2013, 445 pages
ANSI/AAMI HE75:2009(R)2013

Order code HE75 or HE75-CD (PDF on CD)

List $320 / AAMI member $192

Medical devices—
Application of usability
engineering to medical
devices

This replaces HE74, which
was incorporated into 62366

American
National
Standard

as Annex D.
Published November 2010,
Reaffirmed March 2013, 103

pages

ANSI/AAMI/
IEC 62366
2007/(R)2013

Medical devices — Application
of usability engineering to
medical devices

ANSI/AAMI/IEC 62366:2007/

(R)2013

Order code 62366 or
62366-PDF

List $170

AAMI member $102

AAMI

Technical
Information
Report

AAMITIR50:
2014

Post-market surveillance of
use error management

Published March 2014, 36 pages
AAMI TIR50:2014

Order code TIR50 or TIR50-PDF
List $140 / AAMI member $84

scientific knowledge about people and their interactions with each other, with technology, and
with their environment. Filled with illustrations to make the content practical and relevant
to all, HE75 provides comprehensive guidance to device manufacturers, clinical engineers,

- Packaging design, design for post-market issues, cross-cultural issues, alarm design,
accessibility considerations, connectors and connections, and controls

«  Managing the risk of use error including specific methods for managing risk, use-related
hazards, estimation and prioritization of use-related hazards, and implementation of risk control

«  Usability testing, user documentation, basic human skills and abilities, and

Post-market
surveillance of use error
management
This addresses the issue
of use error detection for
medical devices from clinical,
manufacturer, and regulatory
perspective regarding
human factors assessment.

It provides guidance on how
clinicians and manufacturers
can best collect and leverage
post-market use error data to
improve product safety and
usability.
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Design of training and instructional materials for
medical devices used in non-clinical environments
Provides guidance to support safe, accurate, and efficient user
performance.

Published April 2013, 33 pages

AAMI TIR49:2013

Order code TIR49 or TIR49-PDF

List $140 / AAMI member $84

Human Factors Collection CD
Just updated, this popular CD
includes the AAMI human
factors standards HE75, 62366,
TIR49, and TIR50. Searchable
and easy to use, this collection of
more than 45 valuable resources
includes guidance from the FDA
and CMS, AAMI articles, and
links to additional resources.

Published March 2014

Order code HFCOL-CD

List $480 / AAMI member $288

Handbook of Human Factors in Medical Device Design
Written as a complement to HE75, this handbook includes
expanded discussions of design issues, product design case studies,
and supporting illustrations. Members of the HF committee were
involved in this, but it was not developed by the AAMI committee.
Published Dec. 2010 by CRC Press, 844 pages

Order code HFMDD

List $170 / AAMI member $115

Human Factors and Ergonomics in Health Care and
Patient Safety

Published November 9, 2011 by CRC Press, 876 pages
Order code HFEH

List $180 / AAMI member $125

Patient Safety: A Human Factors Approach
Published May 2011 by CRC Press, 261 pages
Order code HFA

List $45 / AAMI member $32

Human Factors & IT: Connecting with Medical Devices
This issue of Horizons discuss HFE in the context of healthcare IT.
Published October 2013, 72 pages

Order code HOR13-2

List $35 / AAMI member $25

AAMI Standards on CD—Complete Collection

Includes more than 200 AAMI standards, recommended practices,
technical information reports, and resources focused on dialysis,
sterilization, biological evaluation, quality systems, human factors,

and medical equipment.

ALWAYS up to date

This annual subscription service includes new CDs twice a year

with the most up-to-date standards and immediate online access to
documents released between updates. That means no waiting, ever.

EASY to use
The CD is fully searchable—so you can quickly locate what you need.

Order Code: STDSCD
List $1630 / AAMI Member $1060 (Single User)
Renewal List $895 / AAMI Member $580 — 45% savings N

(Contact AAMI for multi-user site license pricing.) AAM

Advancing Safety in Medical Technology
SOURCE CODE: PB

Call +1-877-249-8226 or visit www.aami.org/publications/CD
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Anesthesia &
Interoperability

ORDER
CODE

4135 or
4135-PDF

5361 or
5361-PDF

5362 or
5362-PDF

5364 or
5364-PDF

11195 or
11195-PDF

11712 or
11712-PDF

14408 or
14408-PDF

535601 or
535601-PDF

536601 or
536601-PDF

536603 or
536603-PDF

601213 or
601213-PDF

601235 or
601235-PDF

1007901 or
1007901-PDF

1007902 or
1007902-PDF

1007903 or
1007903-PDF

1065104 or
1065104-PDF

1065105 or
1065105-PDF

TITLE
Anaesthetic and Respiratory Equipment—\ocabulary (ANSI/AAMI/ISO 4135:200I)

Anaesthetic and Respiratory Equipment—Tracheal Tubes and Connectors (ANSI/AAMI/ISO
5361:2012)

Anaesthetic Reservoir Bags (ANSI/AAMI/ISO 5362:2006)
Anaesthetic and respiratory equipment—Oropharyngeal airways (ANSIIAAMI/ISO 5364:2008)
Gas Mixers for Medical Use—Stand-alone Gas Mixers (ANSIIAAMI/ISO 11195:1995)

Anaesthetic and respiratory equipment—supralaryngeal airways and connectors (ANSI/AAMI/
ISO 11712:2009)

Tracheal tubes designed for laser surgery—Requirements for marking and accompanying
information (ANSI/AAMI/ISO 14408:2005)

Anaesthetic and respiratory equipment—Conical connectors—Part 1: Cones and sockets
(ANSI/AAMI/ISO 5356-1:2004)

Anaesthetic and Respiratory Equipment—Tracheostomy Tubes—~Part 1: Tubes and Connectors
for Use in Adults (ANSI/AAMI/ISO 5366-1:2000)

Anaesthetic and Respiratory Equipment—Tracheostomy Tubes Part 3: Paediatric Tracheostomy
Tubes (ANSIAAMI/ISO 5366-3:2001)

Medical electrical equipment—~Part 2-13: Particular requirements for basic safety and essential
performance of an anaesthetic workstation (ANSI/AAMI/ISO 80601-2-13:2011)

Medical electrical equipment—~Part 2-35: Particular requirements for the basic safety and
essential performance of heating devices using blankets, pads or mattresses and intended for
heating in medical use (ANSI/AAMI/IEC 80601-2-35:2009)

Medical Suction Equipment—Part I: Electrically Powered Suction Equipment—Safety
Requirements (ANSI/AAMI/ISO 10079-1:1999)

Medical Suction Equipment—~Part 2: Manually Powered Suction Equipment
(ANSIAAMI/ISO 10079-2:1999)

Medlical Suction Equipment—~art 3. Suction Equipment Powered from a Vacuum or Pressure
Source (ANSI/AAMI/ISO 10079-3:1999)

Lung Ventilators—Part 4: Particular requirements for operator-powered resuscitators
(ANSI/AAMI/ISO 10651-4:2002)

Lung Ventilators for Medical Use—Particular Requirements for Basic Safety- and Essential
Performance—Part 5: Gas-powered emergency resuscitators
(ANSI/AAMI/ISO 10651-5:2006)

PUBLISHED
October 2001
Expected July

2014
Expected July

2014

July 2008
October 1995
Expected July
2014

June 2005
May 2004
September 2001
January 2003
Expected July
2014

October 2009
August 1999
August 1999
August 1999

March 2002

February 2006

PAGES

64

56

16

11

28

16

13

12

99

62

28

13

19

22

45

PRICE

(LIST/MBR)

$150/ $90

$150/ $90

$100/ 360

$100/ 360

$90/ $54

$110/ 366

$90/ $54

$100/ $60

$100/ 360

$100/ 360

$170/3%102

$150/ 390

$110/ 366

$100/ $60

$100/ $60

$110/ %66

$140/ 384

These standards were approved and published when the U.S. TAG for TC 121 was held by ASTM, but they are
now AAMI standards. All of the documents on this page will be available from AAMI by August 2014. The
original formatting is being maintained, so there are some variations from the typical AAMI style.
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YOUR EQUIPMENT IS
JUST AS IMPORTANT

AS YOUR PATIENTS

Medical devices are a rapidly growing market that encompasses a
broad range of items including, ultrasound products, CT scanners,
x-ray machines, monitors, defibrillators and medical lasers.

As medical devices become more sophisticated, they require special
handling for impact damages as well as temperature excursions.
Devices with electronic controls may be damaged by vibrations and
impacts that may break delicate circuitry, crack ceramics or affect
calibration.

The longer the distribution chain, the greater the chance that
something will go wrong with your portable equipment inside the
hospital or clinic. Learn how to prevent unnecessary damages with
ShockWatch.

5501 LBJ Freeway, Suite 350, Dallas, TX 75240
(800) 757-9214 « www.shockwatch.com




Benchmarking

Benchmarking Solutions
HTM

Designed for healthcare technology management departments,
this web-based tool features more than 70 measurements,
including:
- Staffing levels
« Budgeting for maintenance, office expenses, and training
« Cost of maintenance contracts
« Personnel qualifications and departmental responsibilities
« Number and types of devices maintained
Powerful, easy-to-use tools and charts help you analyze data
and compare against similar departments at other facilities to
identify cost-saving opportunities, root causes of problems, and

considerations for improvement.
Subscribers save $150 on renewals.
Order code ABS List $850 / AAMI member $750

Year: 2013
Active Filter(s)

Results Only Option

AAMI also offers a “results only” version for consultants and
manufacturers who want to access benchmarking data. The data
are in aggregate form, but the information can be sliced and diced.
Order code ABS-R List $2,400 / AAMI member $1,700

Benchmarking Solutions
Sterile Processing

Developed by leading sterilization and software experts, this web-
based tool for sterile processing departments features more than
175 benchmarking measurements and metrics, including:

« Budgeting and finances

« Sterilization practices

« Volume and types of work performed

« Best practices, performance improvement

. Staffing, qualifications, and much more.
Designed to help sterile processing departments measure their
practices, financial and personnel needs, and policies against
others, it includes powerful, easy-to-use tools and charts to
analyze data.
Subscribers save $150 on renewals.
Order code SPB List $850 / AAMI member $750

Results Only Option

AAMI also offers a “results only” version for consultants and
manufacturers who want to access benchmarking data. The data
are in aggregate form, but the information can be sliced and diced.
Order code SPB-RE List $2,400 / AAMI member $1,700

AAMI offers special pricing on bulk subscriptions for hospital systems to the
HTM and Sterile Processing benchmarking solutions. Contact Kelly Poe at kpoe @aami.org.

As a subscriber to any AAMI benchmarking product, you receive year-long, 24/7 access to the
web-based platform and data, the ability to update your data at any time, a comprehensive

annual benchmarking report, and access to a subscriber-only listserv to
ask benchmarking experts questions and share advice.
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Benchmarking Solutions
Quality Management System

for Medical Devices

Designed for medical device companies, this web-based
tool features more than 100 measurements covering Risk
Management and Corrective and Preventive Action (CAPA):

Risk Management: Corrective and Preventive Action

« Adherence to industry (CAPA):
standards « Process performance

« Policy development « Issue escalation

« Staff training « Proposal, approval, and

« Documentation and record implementation of actions
keeping « CAPA management and

+ Hazards and hazardous prioritization
situations «+ Preventive action statistics

Subscribers save $150 on renewals.
Order code QMS List $1,450 / AAMI member $1,100

Results Only Option

AAMI also offers a “results only” version for consultants and
manufacturers who want to access aggregate benchmarking data.
Order code QMS-RE List $2,700 / AAMI member $2,200

LUNG SIMULATORS

Breathing ATTVEIIE New 7450 V2™ Mask [EETECERNT!
Simulator Simulator with 2730 2-way Disposable Nose clips

Y-Shape Valve

Flow Measurement
Instrumentation and

Linear Pnuemotachs Volume Mouthpiece with

Calibration Saliva Trap
Syringes

DLco Simulator

Reusable & Disposable
™
V2 M AS KS Silicone Mouthpiece Slide Valve Balloon Valve
and Controller
O: conserver Test Systems

6700 V2 Mask 6600 V2 Mask
BiLevel Hybrid 6500 V2 Mask CPAP/BiLevel
Non-Invasive
Ventilation (NIV)

See these

and the rest of
our extensive product Hans Rudolph, inc. ~—
line at www.rudolphkc.com > Fax: 913-422-3337 » Phone: 913-422-7788 (1.

call +1-877-249-8226 to order by phone



Healthcare Technology

Management

2014 EDITION The
Healthcare Technology
Management Collection CD
All of AAMTI’s most popular
clinical engineering publications

AAMI

Healthcare Technology
Management Collection

are featured on one convenient
CD. This recently updated
comprehensive collection now
includes up-to-date guidance
and practical information on IT,
career, and medical equipment management.
The collection includes:

« EQ56:2013 (medical equipment management program),
TIR18 (electromagnetic compatibility of medical devices),
TIR62354 (testing procedures), TIR9 (invasive blood pressure
monitoring), TIR11 (protective apparel and surgical drapes),
and TIR21 (forecasting pacemaker battery life)

« Bright Ideas

« Medical Equipment Management Manual, 2009 edition

+ Career Moves, 2013

+ Health IT Collection: A Biomed’s Guide, 2012

+ The Fundamental Collection, 2013

« Computerized Maintenance Management Systems for
Clinical Engineering

« The CE Management Guide: Lessons from the Field

+ Know When to Hold ‘Em: Putting Your Poker Skills to Use in
Management

« Horizons publications on IT, healthcare technology, mobile health,
wireless technology, sterilization and reprocessing, hemodialysis,
human factors, home healthcare, imaging, and more

These detailed and practical resources have been written by

and expressly for biomedical equipment technicians, clinical
engineers, and other medical technology professionals. This CD
is filled with essential “how to” information. Learn how to comply
with the most up-to-date Joint Commission standards, maintain
an effective electrical safety program, troubleshoot equipment
repair, develop IT skills, prepare for a certification exam, and
much more. This CD is quick and easy-to-use.

Latest edition to be published May 2014

Order code HTMC

List $710 / AAMI member $495

Career Moves: Advancing
Your Career in Healthcare
Technology

This comprehensive CD is
the career bible for healthcare

Career Moves:
Advancing Your Career in Healthcare Technology

2013 edition

technology professionals.

It includes more than 200
career-related articles that offer
practical tips and important
guidance for professionals of all

experience levels.
Topics focus on:

« How to prepare for a certification exam

« Tips for finding jobs (resumes, interviews, etc)

« Guidance on information technology (IT) issues

« Improving customer relations

- Tips on strengthening your public speaking skills

« Developing specialties

« Management training, including hiring, staff motivation, etc.
Written by dozens of experts in the profession, this CD also includes
a complete list of schools and associations as well as sample job
descriptions, resumes, cover letters, and interview questions.
The CD is a compilation of the best career-related articles from
AAMI. More than 5o articles have been added to this new edition.
Released April 2013
Order code CAREER-CD
List $165 / AAMI member $99

Core Competencies for the Biomedical Equipment
Technician (BMET): A Guide for Curriculum Development
in Academic Institutions

The competencies and topics in this guide are relevant to BMETSs
entering the workforce, and reflect the knowledge and skills that
BMETs are expected to perform in entry level positions.

This guide may also assist schools in preparing their graduates
for professional certification, e.g., AAMI/International
Certification Commission’s (ICC) certification exams.

Published July 2011, 73 pages

Order code CORE-BMET or CORE-BMET-PDF

List $70 / AAMI member $42 (PDF is FREE)
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BMET Study Guide: Preparing
for Certification and
Sharpening Your Skills

It’s the most popular CD available
for healthcare technology
management. The interactive

BMET Study Guide
Preparing for Certification &
Sharpening Your Skills

CD enables clinical engineers
and biomedical equipment
technicians to test their
knowledge, sharpen their skills,
and prepare for certification examinations.

This CD—updated in 2012 with 200 new and revised questions—
helps you to identify your strengths and weaknesses, and to

address any gaps in your knowledge of key areas: Anatomy and
Physiology, IT, Medical Equipment Function and Operation,
Safety in Healthcare Facilities, Medical Equipment Problem
Solving, Electronics and Electrical Fundamentals.

Featuring nearly 500 interactive questions and answers—each
with a detailed explanation—this CD is a valuable resource

for professionals who want to assess and strengthen their
knowledge—and advance in their careers.

If you manage healthcare technology, or supervise people who do,
this educational tool is for you!

Released July 2012

Order code SGCD

List $165 / AAMI member $99

Stephens International

Recruiting .

The Fundamentals Collection on CD: A Practical
Medical Device Reference Guide
Just updated, this collection of more than 70 in-depth articles
provides essential information and guidance for specific medical
devices or systems. Each article provides an overview of the
technology in question, tips for maintenance and management
of the device or system, troubleshooting guidance, details
on applicable regulations, advice on the type of training and
equipment needed to service the device, and coverage of risk
management issues.
Each of these practical articles includes a question-and-answer
section designed to test the reader’s knowledge. Devices covered
in the series include:

 Anesthesia machines « Smart pump technology
« Pulse oximeters « Diagnostic ultrasound
+ Robotic surgical systems « Nuclear imaging

« Clinical laboratory .
equipment .
« Portable X-ray machines

Gas-flow analyzers
And much more

This is a comprehensive resource for newcomers and veterans, as
well as a great tool for certification preparation.

Released December 2013

Order code FUND-CD

List $160 / AAMI member $96

Health Care Recruitment

& Placement Services
“Quality People, Quality Service”

Specializing in Military/OEM-Trained Imaging/BMET Technicians

e Healthcare Technology Management

Nationwide

¢ Radiology / Imaging Technicians & Managers

® Biomedical Equipment Technicians (BMETs)

e Equipment Field Service Technicians
e Specialty Technicians (CBETs, CRES, CLES)
e Account Managers, Regional & National

Per-Diem/Temp BMETs Available Nationwide!

Contact Tim Hopkins or Cindy Stephens ¢ Toll Free 888.785.2638 ¢ Fax : 870.431-5485
E-mail: info@BMETS-USA.com e Website: www.BMETS-USA.com

call +1-877-249-8226 to order by phone 39



Endoscope Reprocessing:
Critical Training Steps to
Promote Patient Safety
This 30-minute instructional
video provides training in
endoscope reprocessing to
promote patient safety. The
video includes information

about:

« Why endoscopes are
LTTUOSCO TN CPTOTESSID: important in healthcare
Criveal Trainineg Swes © « What they do and how they
Prome Padant Sajaty work

« Correct endoscope handling
as well as troubleshooting tips
« The importance of proper endoscope reprocessing and how
to follow manufacturers’ IFU
« Step-by-step guidance of the critical stages in reprocessing
« How to do qualification testing of automated endoscope
reprocessing equipment
« Professional organization guidelines and standards relevant
to reprocessing
« The roles of different departments and staff associated with
endoscope reprocessing
Published April 2013
Order code VID-ERCT
List $195 / AAMI member $117

Medical Equipment Management Manual
This best-selling manual provides essential guidance on how to
comply with Joint Commission medical equipment management
requirements. It’s expressly designed to keep a hospital’s
medical equipment management program in complete and
continuous compliance with Joint Commission standards. This
edition includes 2009 changes by The Joint Commission, which
reworded, revised, reformatted, consolidated, or deleted every
standard in their accreditation manuals. It includes:
+ An explanation of The Joint Commission’s Standard
Improvement Initiative
« A detailed template for writing your own medical equipment
management plan
« Recommendations and examples of the documentation
required in certain standards
« A description of the survey and accreditation process
« A recommended system for staying prepared for an
unannounced survey
Published June 2009, 111 pages
Order code MEMM or MEMMCD
List $160 / AAMI member $96
BUY BOTH THE BOOK AND CD AND SAVE!
Order code MEMMSET
List $260 / AAMI member $155

A Practicum for Biomedical Engineering & Technology
Management Issues
This textbook is the go—to resource for new and seasoned
biomedical professionals, covering everything from The Joint
Commission accreditation process and managing medical device
safety to human factors engineering and evidence-based medical
equipment maintenance management.
Written by 30 different experts in the profession, this publication
also includes chapters on:

« Quality assurance

« Establishment of an in-house biomedical program

» Use errors

+ Wireless spectrum management

+ Medical equipment replacement

« Failure mode and effects analysis (FMEA)

« Introduction to imaging devices

« Customer satisfaction
Whether you are new to the field or an established professional,
you will find this book to be an invaluable resource in your
department, classroom, and personal or professional library.
Published June 2008, 948 pages
Order code BETM
List $230 / AAMI member $161

Introduction to Biomedical Instrumentation: The
Technology of Patient Care

This practical textbook gives readers a thorough introduction to
the essential information needed to work in a clinical setting as
a biomedical engineering technologist/biomedical equipment
technologist (BMET). This book covers::

+ BMET as a career + Imaging
« Patient safety « Clinical laboratory
« Electrodes, sensors, and equipment
signals « The operating room

« Cardiac assist devices

In addition, fundamental information is provided on the heart,
blood pressure, respiration, and the brain, as well as the underlying
principles of a wide variety of medical instrumentation.

Clearly describing the technology used in different hospital
settings, this textbook is ideal, whether you are a student or an
experienced professional seeking to brush up on the basics.
Published April 2009, 248 pages

Order code IBI

List $95 / AAMI member $78

Know When to Hold ‘Em: Putting Your Poker Skills to
Use in Management

This engaging 24-page easy-read offers tips on how to become a
better employee by—of all things—putting strong poker skills to
use in the workplace. Full of fun, memorable illustrations.
Order Code POK

List $25 / AAMI member $15
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Health IT Collection: A
Biomed’s Guide

This comprehensive CD includes
more than 170 articles from
AAMI publications, specifically
on major IT issues in the
medical technology profession.
The collection features a

detailed glossary of terms and

a convenient search function.

Topics include:

Device connectivity

Cloud computing in healthcare

Wireless security, malware, and spyware
Integrating patient data

Network management and applying 8ooo1
Mobile medical apps

Unified communications

Bluetooth wireless technology

Security standards and FDA guidance documents
Medical device data system (MDDS)

Published April 2012
Order code ITCD
List $165 / AAMI member $99

NFPA 99: Health Care Facilities Code and Handbook
The latest edition of the National Fire Protection Association’s
guidance for healthcare facilities has significant changes,
reflecting a risk- vs. occupancy-based approach to healthcare and
safety guidelines. The document covers a new understanding
of operating rooms as ‘wet’ procedures locations and what that
means for risk assessment. Reorganized, it also includes:

« A fully updated Chapter 5, Gas and Vacuum Systems, with

details on additional maintenance requirements

« New chapters on security, fire protection, and IT
Published October 2011
Order code NFPA99
List $89 / AAMI member $59

Bright Ideas

This booklet features dozens of case studies and practical tips
to help you improve technology management at your healthcare
facility. Learn creative ways to save money, build a stronger staff,
work with other departments, maximize resources, improve
patient safety, and solve problems you may face at your facility.
Ideal for all biomeds and clinical engineering managers, this
easy-to-read resource is a compilation of AAMI’s Bright Ideas
(formerly known as Best Practices) articles.

Published July 2011, 65 pages

Order code BRIGHT

List $95 / AAMI member $57

Urager

“AN
V500/VN500 Elite - Built-in service, built-in peace of mind.
As a biomedical engineer, you know that a ventilator is not just a machine
- it's a critical, life-saving device. V500/VN500 Elite™ integrates
Driger Evita® Infinity® V500 and Babylog® VN500 ventilators with up-to-the
minute service for years to come. As a result, you can have peace of mind
knowing that your ventilators are providing peak clinical performance.

WWW.DRAEGER.COM | LEARN MORE AT AAMI — BOOTH 402

Dréger. Technology for Life®

N B

call +1-877-249-8226 to order by phone
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Does your staff have
wildly different
knowledge

of safety
procedures?

We've
solved that.

AAMI University An advanced learning platform to
keep medical technology professionals informed and
educated on emerging issues and standards.

Coming mid-2014

AAMI

UNIVERSITY

For more information go to university.aami.org or call 703-525-4890



AAMT Order Form

Advancing Safety in Medical Technology

To order online or preview B | Mail completed form to: Toll Free +1-877-249-8226 or
documents, visit: "— | AAMI Publications +1-240-646-7031
http://my.aami.org/store PO. Box 0211 N
Annapolis Junction, MD 20701-0211 Fax completed order form to:
+1-240-396-5781
7 CONTACT INFORMATION/SHIP TO: AAMI Member ID No.
Name Title
Affiliation Phone
Street Address Fax
City/State/Zip/Country E-mail
2) PRODUCTS ORDERED @JOIN NOW AND SAVE
. L . . WITH MEMBERS-
Titl t t Order Cod ty. | Unit P Total P
itle [write in items] rder Code | Qty. nit Price otal Price ONLY PRICING!
U.S. Membership $230

International Membership $290

Members Save
® 40% on individual publications
® 30% on standards collections

@SHIPPING AND

Subtotal of items ordered HANDLING
AAMI STANDARDS Virginia residents, add 5% tax or provide exempt # For U.S.—For orders $0-$50,
ggLfEC_TICC())NM PéETE Shipping and handling (see 4) add $10; $51-$100, add $15;
. (CD) AAMI Membership (see 3) $101-$300, add $20; $300+,
S P add $23.

List $1,630 GRAND TOTAL

Outside U.S.—Call or place your
AAMI member $1,060

order online.

5 PAYMENT METHOD (all payments must be in U.S. dollars) Charge card details:
[J Check enclosed drawn on U.S. bank and payable Account #:
to AAMI in U.S. dollars Exp. Date: /

[] Chargeto: [ VISA [ MasterCard [ American Express  Signature:

Thank you for your order!

CALL +1-877-249-8226
VISIT http://my.aami.org/store

Source code: RC

BUY TODAY!




Ordering Information

ORDERING ELECTRONIC DOCUMENTS

All AAMI standards and technical information reports are available in
PDF format. For immediate download, visit http://my.aami.org/store.
To order by phone, call 877-249-8226.

AAMI MEMBERSHIP

Join AAMI now and take advantage of substantial discounts on
your order. Contact our Membership Department at 800-332-2264,
ext. 1214 or via e-mail at membership@aami.org.

BACKORDERS
You will be notified if a product is temporarily out of stock.

FEDERAL TAX ID
AAMTI’s Federal Tax Id #: 27-4379277

SHIPPING FEES

Do not add shipping fees to the following products/services:

* Individual PDFs

* AAMI Membership

* AAMI Standards on CD—Complete Collection (subscription)
* Benchmarking (subscription)

CHARGE MY UPS OR FEDEX ACCOUNT

We can use your UPS or FedEx account to ship your order at no

additional charge. Rush Fee applies to all 2nd Day and Next Day

deliveries. Accounts must be valid. If shipping account is invalid,
a penalty fee will be charged to your account.

DELIVERY—DOMESTIC
Orders will be shipped by common carriers unless otherwise
specified by purchaser. All orders are subject to credit review.

Expected delivery times are as follows:
¢ Ground—7 to 10 business days
* 2nd Day—2 to 3 business days
* Next Day—1 to 2 business days

For 2nd and Next Day delivery options, please place orders before
2pm ET.

DELIVERY—INTERNATIONAL

All orders shipped to an international address will be sent by
common international carriers. Domestic Services (Ground,

2nd Day, Next Day) do not apply. Please order online or call for the
shipping and handling fee.

TAX-EXEMPT INSTITUTIONS
If you are a Virginia tax-exempt institution, please include your
tax-exemption number with your order.

SITE LICENSES

Would multiple colleagues benefit from access to AAMI resources?
If so, consider an economical site license.

For pricing, please call 800-332-2264 ext. 1239 or visit
www.aami.org/publications/standards/form.sitelicense.html

DISCOUNT—VOLUME
Volume discounts are available on all AAMI publications. Discount
does not apply to subscription items. Volume discounts are as follows:

11-25 copies  10% discount

26-50 copies  20% discount

51-100 copies ~ 25% discount

101 or more Contact AAMI Customer Service at

877-249-8226

PRICING
All prices are in U.S. dollars and subject to change without notice.

METHODS OF PAYMENT
AAMI accepts:

* American Express
* MasterCard
* VISA

¢ Check/Money Order
¢ Purchase Order

PURCHASE ORDER
AAMT’s purchase order requirements are:
* Purchase orders are accepted only via fax, mail, or e-mail of
the scanned PO.
* A catalog order form must accompany all purchase orders.
* Purchase orders must clearly include:
* Bill to address
e Ship to address
* Name and address of recipient
* AAMI Member ID# (required for member discount items)
* Purchase order number
* Product code and quantity ordered
* Shipping costs
* There are further requirements for large orders or anything
shipping outside the U.S. ordered via a purchase order.

RETURN POLICY
Any items listed in this catalog may be returned within 30 days of
receipt for a refund or exchange. Shipping fees are not refundable.
Please insure your return package against loss in transit. Items must
be returned along with our invoice and letter of explanation to:
AAMI Publications—Return
P.O. Box 0211
Annapolis Junction, MD 20701-0211

QUESTIONS?

To inquire about:

* Tracking an order

* Submitting a wire transfer payment

* Obtaining a price quotation

Call AAMI Customer Service at 877-249-8226 or 240-646-7031
Monday-Friday from 8:30 am to 5 pm ET. Or, send us an e-mail at:
customerservice@aami.org.

Most AAMI standards have FDA recognition, but the exact list of standards is continually changing. To confirm if an AAMI standard is

currently recognized by FDA, please visit www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.
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Now Available From Spectrum...

aparoscopic Insulation Tester

Locates potentially dangerous tears and cracks along
the shaft and handle of your laparoscopic instruments.

¢ Quick verification of insulation integrity
e Completely reusable
¢ Includes all accessories

For more information on this device, CALL TODAY.

ly-Cleanable Laparoscopic Grasping Forceps

> y
4 y “1
3-Part, Take-Apart, / /
. . / /
Atraumatic Grasping |
Forceps .
] e
¢ Optimal cleaning and sterilization ( )
¢ Instrument consists of 3 components for disassembly L /

¢ Available in 5mm diameter with 33cm and 45cm working lengths
¢ Individual replacement components available
¢ German-crafted

This grasper was sent in for linkage repair.

. H Upon evaluation, damaged insulation was removed
FACT' Thls can Be Prevented' which revealed trapped bioburden. The instrument was
photographed to help provide education to the customer.

Actual blood/bioburden found
inside an atraumatic lap grasper

=

g -& § S T E R I S Specialty Services

© 2014 Spectrum Surgical Instruments Corp. All rights reserved.



SIGMA Spectrum Infusion System
Three Years Running!™

KLAS, an independent research firm, has again awarded the
SIGMA Spectrum Infusion System with its “Best in KLAS”
award for Smart Pumps — LVP as reported in the Best in KLAS
Awards: Medical Equipment & Infrastructure Report.

Receiving the “Best in KLAS” award indicates a high level of customer
satisfaction with the SIGMA Spectrum Infusion System and its support services.

For more information, contact your Baxter representative at 1-800-422-9837.

Medication delivery products from Baxter.

Doing our part, so you can do yours.
pharmacy workflow | drug delivery |, nutrition | ivaccess , infusion systems | support & service

References:

1 2013 Best in KLAS Awards: Medical Equipment & Infrastructure, SIGMA Spectrum, Best in KLAS for Smart Pumps — LVP, June 2013. ©2013 KLAS Enterprises, LLC. All rights reserved. www.KLASresearch.com
2 2012 Best in KLAS Awards: Medical Equipment & Infrastructure, SIGMA Spectrum, Best in KLAS for Smart Pumps — LVP, June 2012. ©2012 KLAS Enterprises, LLC. All rights reserved. www.KLASresearch.com
3 2011 Best in KLAS Awards: Medical Equipment & Infrastructure, SIGMA Spectrum, Best in KLAS for Smart Pumps — LVP, June 2011. ©2011 KLAS Enterprises, LLC. All rights reserved. www.KLASresearch.com

Rx Only. For safe and proper use of this device, refer to the complete instructions in the Operator’s Manual. Refer to manufacturers’
full Prescribing Information for Insulin Injection, USP.

Baxter and SIGMA Spectrum are trademarks of Baxter International Inc.

KLAS is a registered trademark of KLAS Enterprises, LLC. B t
Baxter Healthcare Corporation, Route 120 and Wilson Road, Round Lake, IL 60073 www.baxter.com 450725 07/13 ax er
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