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AAMI Technical  Information Report

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

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 i t.

A TIR di ffers markedly from a standard or recommended practice,  and readers should  understand the di fferences
among these documents.

Standards and recommended practices are subject to a formal  process of committee approval,  publ ic review,  and
resolution  of al l  comments.  This process of consensus is supervised by the AAMI  Standards Board and,  in  the case
of American National  Standards,  the American  National  Standards Insti tute.

A TIR is not subject to the same formal  approval  process as a standard.  However,  a technical  committee and the
AAMI  Standards Board do approve a TIR for distribution.

Another di fference is that although  both  standards and TIRs are periodical ly reviewed,  a standard must be acted
on—either reaffirmed,  revised,  or withdrawn—and the action  must be formal ly approved usually every 5 years but at
least every 1 0 years.  For a TIR,  AAMI  consults with  a technical  committee about every 5 years after the publ ication
date (and periodical ly thereafter)  for guidance on  whether the document is sti l l  useful—that is,  to check that the
information  is relevant or of h istoric value.  I f the information  is not useful ,  the TIR is removed from circulation.

A TIR may be developed because i t is  more responsive to underlying  safety or performance issues than  a standard
or recommended practice or because achieving  consensus is extremely difficult or unl ikely.  Unl ike a standard,  a TIR
permits the inclusion  of di ffering  viewpoints on  technical  issues.

CAUTION NOTICE: This AAMI  technical  information  report may be revised or withdrawn at any time.  Because i t
addresses a rapidly evolving  field  or technology,  readers are cautioned to ensure that they have also considered
information  that may be more recent than  this document.

Al l  AAMI  standards,  recommended practices,  technical  information  reports,  and other types of technical  documents
developed by AAMI  are voluntary,  and their appl ication  is solely within  the discretion  and professional  judgment of
the user of the document.  Occasional ly,  voluntary technical  documents are adopted by government regulatory
agencies or procurement authorities,  in  which  case the adopting  agency is responsible for enforcement of i ts ru les
and regulations.
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ANSI  Technical  Report

This AAMI  TIR has been approved by the American  National  Standards Insti tute as an  ANSI  Technical  Report.

Publication  of th is ANSI  Technical  Report has been approved by the accredited standards developer (AAMI) .  This
document is registered as a Technical  Report series of publ ications according  to the Procedures for the Registration
of ANSI  Technical  Reports.  This document is not an  American  National  Standard and the material  contained herein
is not normative in  nature.

Comments on  the content of th is document should  be sent to AAMI,  1 1 1 0 N.  Glebe Road,  Suite 220,  Arl ington,  VA
22201 -4795.
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Committee representation

Association for the Advancement of Medical  Instrumentation

Steril ization Standards Committee

This technical  information  report was developed and bal loted by the AAMI  Radiation  Steri l ization  Working  Group
under the auspices of the AAMI  Steri l ization  Standards Committee.  Approval  of th is technical  information  report does
not necessari ly imply that al l  working  group members voted for i ts approval.

At the time this document was publ ished,  the AAMI Steril ization Standards Committee  had the fol lowing
members:

Cochairs: Victoria Hitchins,  PhD
Will iam E.  Young

Members: Trabue D.  Bryans,  Viromed Biosafety Laboratories
Virginia C.  Chamberlain,  PhD,  Hendersonvil le,  NC
Anne M.  Cofiell,  IAHCSMM
Neal  E.  Danielson,  Wichita,  KS
Dorothy M.  Fogg,  Association of periOperative Registered Nurses
Lisa Foster,  Ion Beam Applications
James M.  Gibson,  Jr. ,  Odessa,  FL
Barbara J.  Goodman,  Baltimore,  MD
Joel  R.  Gorski,  PhD,  North  American Science Associates,  Inc.
Susan Hadfield,  Canadian Standards Association
Victoria Hitchins,  PhD,  U.S.  Food and Drug Administration
Sue Kuhnert,  STSduoTEK
Byron J.  Lambert,  PhD,  Guidant Corporation
Paul  S.  Malchesky,  STERIS Corporation
Patrick C.  McCormick,  PhD,  Bausch & Lomb,  Inc.
Robert F.  Morrissey,  PhD,  Johnson & Johnson
S.  Richard Nusbaum,  Pennsylvania Engineering Company
David Orton,  CR Bard
Barry F.J.  Page,  Garner,  NC
Phil  M.  Schneider,  3M Healthcare
Michael  H.  Scholla,  PhD,  DuPont Tyvek for Steri le Packaging Dupont Nonwovens
Janet K.  Schultz,  Roswell,  GA
Harry L.  Shaffer,  Titan Corporation–Titan Scan
Robert J.  Sharbaugh,  PhD,  CIC,  Association for Professionals in  Infection Control  and Epidemiology
Frank Sizemore,  American Society for Healthcare Central  Service Professionals
James L.  Whitby,  University of Western Ontario
Thelma Wilcott,  Becton Dickinson
Stephen C.  Yeadon,  Alcon Laboratories,  Inc.
Will iam E.  Young,  Baxter Healthcare Corporation

Alternates: Bettye Beebe,  Alcon Laboratories,  Inc.
Carl  Bruch,  PhD,  Pennsylvania Engineering Company
Louis M.  Glasgow,  Bausch & Lomb,  Inc.
Joyce M.  Hansen,  Baxter Healthcare Corporation
Lois A.  Jones,  Becton Dickinson
Susan G.  Klacik,  IAHCSMM
Sandra A.  Lee,  STERIS Corporation
Chiu  Lin,  PhD,  U.S.  Food and Drug Administration
Janet Prust,  3M Healthcare
Bruce Schullo,  Ion  Beam Applications
James Whitbourne,  STSduoTEK

At the time this document was publ ished,  the AAMI Radiation Steril ization Working Group  had the fol lowing  members:

Cochairs: Joyce M.  Hansen
Byron J.  Lambert,  PhD

Members: Krisann Anderson,  St.  Jude Medical,  Inc.
Richard H.  Bean,  Zimmer,  Inc.
Bettye Beebe,  Alcon Laboratories,  Inc.
Leonard S.  Berman,  PhD,  Pall  Corporation
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Chitra S.  Bhambhani,  Ethox Corporation
Anne F.  Booth,  Barrington,  IL
John Broad,  North American Science Associates,  Inc.
Delores Bruce,  Northview Biosciences
Trabue D.  Bryans,  Viromed Biosafety Laboratories
Virginia C.  Chamberlain,  PhD,  Hendersonvil le,  NC
Rod Chu,  MDS Nordion
Charles Cogdil l ,  Boston Scientific Corporation
Gary N.  Cranston,  Taunton,  MA
Christine A.  Czap,  Fresenius Medical  Care NA Dialysis Products Division
Douglas D.  Davie,  Steril ization Validation Services
Brian R.  Drumheller,  CR Bard
Joyce Elkins,  STERIS Corporation
Will iam F.  FitzGerald,  Hot Springs Vil lage,  AR
Lisa Foster,  Ion Beam Applications
Joyce M.  Hansen,  Baxter Healthcare Corporation
Deborah A.  Havlik,  Abbott Laboratories
Craig M.  Herring,  Johnson & Johnson
Joseph A.  Hutson,  Allegiance Healthcare Corporation
Byron J.  Lambert,  PhD,  Guidant Corporation
James McGowan,  Kimberly-Clark Corporation
Will iam L.  McLaughlin,  U.S.  National  Institute of Standards and Technology
Joseph M.  Mello,  Ethide Laboratories,  Inc.
Sarah Mowitt,  U.S.  Food and Drug Administration
Gerry O’Dell,  Wesley Chapel,  FL
Frank Peacock,  Jr. ,  Bausch & Lomb,  Inc.
Steven G.  Richter,  PhD,  Microtest Laboratories,  Inc.
Susan Edel  Satter,  Boulder,  CO
Zenius V.  Seliokas,  Stericon,  Inc.
Jon Seulean,  Gambro,  Inc.
Harry L.  Shaffer,  Titan Corporation–Titan Scan
Steven R.  Thompson,  Datascope Corporation
Will iam Thompson,  TYCO Healthcare
James L.  Whitby,  University of Western Ontario
Thelma Wilcott,  Becton Dickinson
Martell  Kress Winters,  Nelson Laboratories,  Inc.

Alternates: Ruth Brinston,  MDS Nordion
Susan Bull is,  Bausch & Lomb,  Inc.
Harry F.  Bushar,  PhD,  U.S.  Food and Drug Administration
Craig Day,  Nelson Laboratories,  Inc.
Kristina Dean,  Allegiance Healthcare Corporation
Anthony J.  DeMarinis,  CR Bard
Niki  Fidopiastis,  Ion Beam Applications
Ruth Garcia,  STERIS Corporation
Doug F.  Harbrecht,  Boston Scientific Corporation
Lisa N.  Macdonald,  Becton Dickinson
Dave Parente,  North American Science Associates,  Inc.
Timothy Ramsey,  Northview Biosciences
John F.  Reger,  Johnson & Johnson
Manny Saavedra,  Kimberly-Clark Corporation
Mark Seybold,  Baxter Healthcare Corporation
Fuh-Wei  Tang,  PhD,  Guidant Corporation
Glen M.  Thibault,  Titan Corporation–Titan Scan
Robert P.  Tomasell i ,  Zimmer,  Inc.
Richard L.  Weisman,  Fresenius Medical  Care NA Dialysis Products Division
Stephen C.  Yeadon,  Alcon Laboratories,  Inc.

NOTEParticipation by federal  agency representatives in  the development of this technical  information report does not
constitute endorsement by the federal  government or any of i ts agencies.
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Background of AAMI Adoption of ISO/TS 1 5843:2000

ISO/TS 1 5843:2000 (Technical  Specification)  was developed by ISO Technical  Committee 1 98,  Sterilization of health
care products,  to fi l l  a need for a technical  report for the selection  of a steri l ization  dose for a single production  batch.

The United States made a considerable contribution  to this report.  The AAMI  Radiation  Steri l ization  Working  Group
of the AAMI  Steri l ization  Standards Committee had original ly ini tiated the development of th is document in  the U.S.
When a committee draft had been  developed,  i t was proposed for processing as an  ISO Technical  Report (type 2)
and submitted for a paral lel  adoption  as an  AAMI  Technical  Information  Report.  ISO/TC 1 98 and AAMI  approved the
technical  report in  2000.  U.S.  participation  in  ISO/TC 1 98 is organized through  the U.S.  Technical  Advisory Group for
ISO/TC 1 98,  administered by the Association  for the Advancement of Medical  Instrumentation  (AAMI).

TIR1 5843 is intended to be used in  conjunction  with  ANSI/AAMI/ISO 1 1 1 37,  Sterilization of health care products—
Requirements for validation and routine control—Radiation sterilization.  AAMI  has produced other TIRs that are
intended as companion  documents to ANSI/AAMI/ISO 1 1 1 37.  These are:

•  AAMI/ISO TIR1 3409:1 996,  Steri l ization  of health  care products—Radiation  steri l ization—Substantiation  of 25
kGy as a steri l ization  dose for smal l  or infrequent production  batches

•  AAMI  TIR1 7:1 997,  Radiation  steri l ization—Material  qual ification

•  AAMI/ISO TIR1 5884:1 998,  Steri l ization  of health  care products—Radiation  steri l ization—Selection  of a
steri l ization  dose for a single production  batch

Procedures require that AAMI  consult with  the technical  committee about 5 years after the publ ication  date (and
periodical ly thereafter)  for guidance on  whether the document is sti l l  useful  and whether the information  is relevant or
of h istorical  value.  In  the event that the information  is not useful ,  the TIR is removed from circulation.

Suggestions for improving this report are invited.  Comments and suggested revisions should  be sent to Standards
Department,  AAMI,  1 1 1 0 N.  Glebe Road,  Suite 220,  Arl ington,  VA 22201 -4795.

NOTE—Beginning with  the ISO foreword on page x,  this AAMI  Technical  Information Report is identical  to ISO/TS
1 5843:2000.
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