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AAMI Technical Information Report

A technical information report (TIR) is a publication of the Association for the Advancement of Medical
Instrumentation (AAMI) Standards Board that addresses a particular aspect of medical technology.

This document is not an American National Standard, and the material contained herein is not normative in nature.

Although the material presented in a TIR may need further evaluation by experts, releasing the information is
valuable because the industry and the professions have an immediate need for it.

A TIR differs markedly from a standard or recommended practice, and readers should understand the differences
between these documents.

Standards and recommended practices are subject to a formal process of committee approval, public revie v, and
resolution of all comments. This process of consensus is supervised by the AAMI Standards Board and, iri the case
of American National Standards, by the American National Standards Institute.

A TIR is not subject to the same formal approval process as a standard. However, a TIR is appro.<d 1c~ diswribution
by a technical committee and the AAMI Standards Board.

Another difference is that, although both standards and TIRs are periodically reviewed, a sta.dard must be acted
on—reaffirmed, revised, or withdrawn—and the action formally approved usually every 5 vea.= Lut at least every 10
years. For a TIR, AAMI consults with a technical committee about 5 years after the publica.on da = (and periodically
thereafter) for guidance on whether the document is still useful—that is, to check that the infcimation is relevant or of
historical value. If the information is not useful, the TIR is removed from circulatio.>

A TIR may be developed because it is more responsive to underlying safety or pen. riance issues than a standard
or recommended practice, or because achieving consensus is extremely <liffic ult or unlikely. Unlike a standard, a TIR
permits the inclusion of differing viewpoints on technical issues.

CAUTION NOTICE: This AAMI TIR may be revised or withdrexwn (t ar’ time. Because it addresses a rapidly
evolving field or technology, readers are cautioned to ensure thet thev hees2 also considered information that may be
more recent than this document.

All standards, recommended practices, technical informatin reports, and other types of technical documents
developed by AAMI are voluntary, and their application is solely **“.nin the discretion and professional judgment of the
user of the document. Occasionally, voluntary technical documents are adopted by government regulatory agencies
or procurement authorities, in which case the adoptag caency is responsible for enforcement of its rules and
regulations.
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301 N Fairfax Drive, Suite 301 , Arlington, VA X220 -1633.
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Glossary of equivalent standards

International Standards adopted in the United States may include normative references to other International
Standards. For each International Standard that has been adopted by AAMI (and ANSI), the table below gives the
corresponding U.S. designation and level of equivalency to the International Standard. NOTE: Documents are sorted

by international designation.

Other normatively referenced International Standards may be under consideration for U.S. adoption by AAMI;
therefore, this list should not be considered exhaustive.

International designation U.S. designation Equivalency j‘
IEC 60601-1:2005 ANSI/AAMI ES60601-1:2005 Major technical varictions ‘
Technical Corrigendum 1 and 2 ANSI/AAMI ES60601-1:2005/C1:2009 C1 Identical to Ccrrigendum

(amdt) land?2 N
IEC 60601-1-2:2007 ANSI/AAMI/IEC 60601-1-2:2007 Identical N
IEC 60601-2-2:2009 ANSI/AAMI/IEC 60601-2-2:2009 Identical ]
IEC 60601-2-4:2002 ANSI/AAMI DF80:2003 Major technical variations
IEC 60601-2-19:2009 ANSI/AAMI/IEC 60601-2-19:2009 Identicl
IEC 60601-2-20:2009 ANSI/AAMI/IEC 60601-2-20:2009 Identica
IEC 60601-2-21:2009 ANSI/AAMI/IEC 60601-2-21:2009 IG ntica

IEC 60601-2-24:1998

ANSI/AAMI 1D26:2004/(R)2009

| Majt s tec.inical variations

IEC 60601-2-47:2001

ANSI/AAMI EC38:2007

I myjor technical variations

IEC 60601-2-50:2009 ANSI/AAMI/IEC 60601-2-50:2009 | 1dentical
IEC 80601-2-30:2009 ANSI/AAMI/IEC 80601-2-30:2009 Identical (with inclusion)
IEC 80601-2-58:2008 ANSI/AAMI/IEC 80601-2-58:2006 . Identical
IEC/TR 60878:2009 ANSI/AAMI/IEC TIR60878:2002 Identical
IEC/TR 62296:2009 ANSI/AAMI/IEC TIR6229€:20C3 Identical
IEC 62304:2006 ANSI/AAMI/IEC 62304:2006 Identical
IEC/TR 62348:2006 ANSI/AAMI/IEC TIR62345.200C Identical
IEC/TR 80002-1:2009 ANSI/IEC/TR 80002-'.:2009 Identical
ISO 5840:2005 ANSI/AAMI/ISO 5840.200, Identical
ISO 7198:1998 ANSI/AAMI/ISO 7198:1998/2001/(R)2004 Identical
ISO 7199:2009 ANSI/AAMI/ISO 7129:2009 Identical
ISO 8637:2004 ANSI/AAMI <215:2007 Major technical variations
ISO 8638:2004 ANSI/A AN 5D17:2007 Major technical variations
ISO 10993-1:2009 ANS /A AM!/ISO 10993-1:2009 Identical
ISO 10993-2:2006 AISI/ANVIISO 10993-2:2006 Identical
ISO 10993-3:2003 |+ NSLAAMI/ISO 10993-3:2003/(R)2009 Identical
ISO 10993-4:2002 and Amendment_ A ISI/AAMI/ISO 10993-4:2002/(R)2009 and Identical
1:2006 __~ | Amendment 1:2006/(R)2009
ISO 10993-5:2009 ANSI/AAMI/ISO 10993-5:2009 Identical
ISO 10993-6:2007 N ANSI/AAMI/ISO 10993-6:2007 Identical
ISO 10993-7:2008 N ANSI/AAMI/ISO 10993-7:2008 Identical
ISO 10993-9:1999 ANSI/AAMI/ISO 10993-9:1999/(R)2005 Identical
ISO 10993-10:2002 and Amcadment | ANSI/AAMI BE78:2002/(R)2008 Minor technical variations
1:2006 N ANSI/AAMI BE78:2002/A1:2006/(R)2008 Identical
ISO 10993-11.700¢ ANSI/AAMI/ISO 10993-11:2006 Identical
ISO 10993-12:2077 ANSI/AAMI/ISO 10993-12:2007 Identical
| 1SO 1099:-13:1998 ANSI/AAMI/ISO 10993-13:1999/(R)2004 Identical
ISC 10952 '4:2001 ANSI/AAMI/ISO 10993-14:2001/(R)2006 Identical
| 1.7 1c193-15:2000 ANSI/AAMI/ISO 10993-15:2000/(R)2006 Identical
ISC 11993-16:1997 ANSI/AAMI/ISO 10993-16:1997/(R)2009 Identical
“L’) 10993-17:2002 ANSI/AAMI/ISO 10993-17:2002/(R)2008 Identical
1 'SO 10993-18:2005 ANSI/AAMI BE83:2006 Major technical variations
ISO/TS 10993-19:2006 ANSI/AAMI/ISO TIR10993-19:2006 Identical
ISO/TS 10993-20:2006 ANSI/AAMI/ISO TIR10993-20:2006 Identical
ISO 11135-1:2007 ANSI/AAMI/ISO 11135-1:2007 Identical
ISO/TS 11135-2:2008 ANSI/AAMI/ISO TIR11135-2:2008 Identical
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International designation U.S. designation Equivalency
ISO 11137-1:2006 ANSI/AAMI/ISO 11137-1:2006 Identical
ISO 11137-2:2006 (2006-08-01 ANSI/AAMI/ISO 11137-2:2006 Identical
corrected version)
ISO 11137-3:2006 ANSI/AAMI/ISO 11137-3:2006 Identical
ISO 11138-1: 2006 ANSI/AAMI/ISO 11138-1:2006 Identical
ISO 11138-2: 2006 ANSI/AAMI/ISO 11138-2:2006 Identical
ISO 11138-3: 2006 ANSI/AAMI/ISO 11138-3:2006 Identical
ISO 11138-4: 2006 ANSI/AAMI/ISO 11138-4:2006 Identical
ISO 11138-5: 2006 ANSI/AAMI/ISO 11138-5:2006 Identical
ISO/TS 11139:2006 ANSI/AAMI/ISO 11139:2006 Identical
ISO 11140-1:2005 ANSI/AAMI/ISO 11140-1:2005 Identical A
ISO 11140-3:2007 ANSI/AAMI/ISO 11140-3:2007 Identical _§
ISO 11140-4:2007 ANSI/AAMI/ISO 11140-4:2007 Identical
ISO 11140-5:2007 ANSI/AAMI/ISO 11140-5:2007 Identical = . .
ISO 11607-1:2006 ANSI/AAMI/ISO 11607-1:2006 Identical
ISO 11607-2:2006 ANSI/AAMI/ISO 11607-2:2006 Identical
ISO 11737-1: 2006 ANSI/AAMI/ISO 11737-1:2006 Identice
ISO 11737-2:2009 ANSI/AAMI/ISO 11737-2:2009 Ic=2nticd!
ISO 13408-1:2008 ANSI/AAMI/ISO 13408-1:2008 . Idei tical
ISO 13408-2:2003 ANSI/AAMI/ISO 13408-2:2003 .. | 1eriical
ISO 13408-3:2006 ANSI/AAMI/ISO 13408-3:2006 Identical
ISO 13408-4:2005 ANSI/AAMI/ISO 13408-4:2005 Identical
ISO 13408-5:2006 ANSI/AAMI/ISO 13408-5:2006 | Identical
ISO 13408-6:2006 ANSI/AAMI/ISO 13408-6:2006 Identical
ISO 13485:2003 ANSI/AAMI/ISO 13485:2003/(F:)2009 Identical
ISO 14155-1:2003 ANSI/AAMI/ISO 14155-1:2C23/(2)2J08 Identical
ISO 14155-2:2003 ANSI/AAMI/ISO 14155-2.2005./R)2008 Identical
ISO 14160:1998 ANSI/AAMI/ISO 141€5:1996./R)2008 Identical
ISO 14161:2009 ANSI/AAMI/ISO 1416':201)9 Identical
ISO 14708-3:2008 ANSI/AAMI/ISO 14708-3:2008 Identical
ISO 14708-4:2008 ANSI/AAMI/IS D 14708-4:2008 Identical
ISO 14937:2009 ANSI/AAMi:1TC 14957:2009 Identical
ISO/TR 14969:2004 ANSI/AAYIGO TIR14969:2004 Identical
ISO 14971:2007 ANS! AZMI/ISO 14971:2007 Identical
ISO 15223-1:2007 and A1:2008 Al'Sl;, AMI/ISO 15223-1:2007 and A1:2008 Identical
ISO 15225:2000 and A1:2004 . NS/AAMI/ISO 15225:2000/(R)2006 and Identical
A':2004/(R)2006
ISO 15674:2009 - j ANSI/AAMI/ISO 15674:2009 Identical
ISO 15675:2009 > N ANSI/AAMI/ISO 15675:2009 Identical
ISO 15882:2008 ANSI/AAMI/ISO 15882:2008 Identical

ISO 15883-1:2006

ANSI/AAMI ST15883-1:2009

Major technical variations

ISO/TR 16142:2006

ANSI/AAMI/ISO TIR16142:2005

Identical

ISO 17664:2004

ANSI/AAMI ST81:2004

Major technical variations

ISO 17665-1:2005

ANSI/AAMI/ISO 17665-1:2006

Identical (with inclusions)

ISO/TS 1766F -2:2009

ANSI/AAMI/ISO TIR17665-2:2009

Identical

ISO 18472:2006 ANSI/AAMI/ISO 18472:2006 Identical
ISO/TS 1:218:2005 ANSI/AAMI/ISO 19218:2005 Identical
ISC.22412-1:2007 ANSI/AAMI/ISO 22442-1:2007 Identical

150 22442-2 2007 ANSI/AAMI/ISO 22442-2:2007 Identical
ISC 22442-3:2007 ANSI/AAMI/ISO 22442-3:2007 Identical

| 150 25539-1:2008 and A1:2005 ANSI/AAMI/ISO 25539-1:2003/(R)2009 and | Identical

\ A1:2005/(R)2009
ISO 25539-2:2008 ANSI/AAMI/ISO 25539-2:2008 Identical
ISO 81060-1:2007 ANSI/AAMI/ISO 81060-1:2007 Identical
ISO 81060-2:2009 ANSI/AAMI/ISO 81060-2:2009 Identical
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Foreword

This document is intended to be used in conjunction with ANSI/AAMI/ISO 11137, Sterilization of health
care products—Radiation sterilization (series). This technical information report (TIR) describes dose-
setting methods that may be used to establish the sterilization dose in accordance with one of the two
approaches specified in 8.2 (Method 2A) or 8.3 (Method 2B) of ANSI/AAMI/ISO 11137-2:2006.

The basis of the dose-setting methods used in Methods 1 and 2 described in ANSI/AAMI/ISO 11137-2
owes much to the ideas first propounded by Tallentire (Tallentire, 1973; Tallentire, Dwyer, and Ley, 1971,
Tallentire and Khan, 1978). Subsequent to these publications, standardized protocols were developeu
(Davis et al., 1981; Davis, Strawderman, and Whitby, 1984), which formed the basis of the dose- atting
methods detailed in the AAMI Recommended Practice for Sterilization by Gamma Radiation (AAi"l 1284,
1991).

Methods 2A and 2B of ANSI/AAMI/ISO 11137-2 use data derived from the inactivation ‘v the nicrobial
population in its natural state on product. Using Method 2 can result in a sterilization cose that is
significantly less than the sterilization dose established through the use of either. Method 1 or Method
VDmax- Thus, for products that are susceptible to radiation damage, Methoc 2 cc 'ld be the most
appropriate method of dose establishment. For a Method 2A dose establishm~nt, 740 rroduct units are
required, and for a Method 2B dose establishment, 580 are required (see AMIYAM1/ISO 11137-2:2006).
The method described herein is a modification of Methods 2A and 2B, a.:d u. es a reduced number of
product items to establish the sterilization dose.

This TIR contains guidelines that are not intended to be absolut~. o1 fo apply in all circumstances. One
should use judgment in applying the information in this TIR.

As used within the context of this document, “should” indicotes that among several possibilities, one is
recommended as particularly suitable, without mentioniiig or. excluding others, or that a certain course of
action is preferred but not necessarily required, or tha: (i1 the negative form) a certain possibility or
course of action should be avoided but is not prohibited. “May” is used to indicate that a course of action
is permissible within the limits of the technical info:mation report. “Can” is used as a statement of
possibility and capability. Finally, “must” is usec o/ to describe “unavoidable” situations, including those
mandated by government regulation.

Suggestions for improving this techri~al information report are invited. Comments and suggested
revisions should be sent to AAMI, 1119 N. Glebe Road, Suite 220, Arlington, VA 22201-4795.

NOTE—This foreword does =1t cu:ain provisions of AAMI TIR40:2009, Sterilization of health care products—
Radiation—Guidance on de~~ se ting utilizing a Modified Method 2, but it does provide important information about the
development and intende' use »f the document.
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AAMI Technical Information Report AAMI TIR40:2009/(R)2016

Sterilization of health care products—Radiation—
Guidance on dose setting utilizing a Modified Method 2

1 Scope

1.1 Inclusions

This TIR describes a modification to Methods 2A and 2B of ANSI/AAMI/ISO 11137-2 that reduces the
number of incremental doses needed to determine the minimum dose required to achieve a
predetermined sterility assurance level (SAL).

This method of sterilization dose establishment may be used to meet the product qualification
requirements specified in ANSI/AAMI/ISO 11137-2 when product bioburden is low in number or
resistance and has demonstrated historical consistency.

1.2 Exclusions

This method of sterilization dose establishment is not to be used to meet the product qualification
requirements specified in ANSI/AAMI/ISO 11137-2 when the product bioburden has not been evaluated.

2 Normative References

The following normative documents contain provisions that, through reference in this text, constitute
provisions of this TIR. For dated references, the subsequent amendments to, or revisions of, any of these
publications do not apply. However, parties to agreements based on this TIR are encouraged to
investigate the possibility of applying the most recent editions of the following normative documents. For
undated references, the latest edition of the normative document referred to applies. AAMI maintains a
register of currently valid AAMI technical documents.

a) ANSI/AAMI/ISO 11137-2, Sterilization of health care products—Radiation—Part 2: Establishing the
sterilization dose.

b) ANSI/AAMI/ISO 11137-3, Sterilization of health care products—Radiation—Part 3: Guidance on
dosimetric aspects.

For harmonization and ease of use, portions of the guidance provided in this TIR are written to align with
the clauses of ANSI/AAMI/ISO 11137-2.
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