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Abstract:  This technical  information  report (TIR) provides guidance for a comprehensive framework that 

integrates and  connects Microbiological  Quality & Steri l i ty Assurance (MQ&SA) into an 

organization’s end-to-end  process for the development,  validation,  and  routine control  of sterile 

health  care products.  
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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 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,  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,  by the American National  Standards Institute.  

A TIR is not subject to the same formal  approval  process as a standard.  However,  a TIR is approved  for distribution  by 

a technical  committee and  the AAMI  Standards Board.   

Another d ifference is that,  although  both standards and TIRs are periodical ly reviewed,  a standard must be acted  on—

reaffirmed,  revised,  or withdrawn—and the action formally approved  usual ly every five years but at least every 1 0 years.  

A TIR must be acted on  and  the action  formal ly approved  usual ly every three years.  

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 d ifficult or unlikely.  Unl ike a standard,  a TIR 

permits the inclusion  of differing  viewpoints on  technical  issues.  

CAUTION NOTICE:  This AAMI  TIR may be revised  or withdrawn at any time.  Because it 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  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 d iscretion  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 rules and  regulations.  

Comments on  this technical  information  report are invited  and  should  be sent to AAMI,  Attn:  Standards Department,  

901  N.  Glebe Road,  Suite 300,  Arl ington,  VA 22203.  

 

Published by 

AAMI  
901  N.  Glebe Road,  Suite 300 
Arl ington,  VA 22203 
www.aami.org   

© 2022 by the Association for the Advancement of Medical  Instrumentation 

Al l  Rights Reserved 

This publication  is  subject to copyright claims of AAMI.  No part of this publ ication  may be reproduced  or d istributed  in  

any form,  including  an  electronic retrieval  system,  without the prior written  permission  of AAMI .  Al l  requests pertaining 

to this document should  be submitted  to AAMI .  I t is i l legal  under federal  law (1 7 U.S.C.  § 1 01 ,  et seq. ) to make copies 

of al l  or any part of this document (whether internally or external ly) without the prior written  permission  of the Association 

for the Advancement of Medical  Instrumentation.  Violator’s risk legal  action,  including civi l  and  criminal  penalties,  and 

damages of $1 00,000 per offense.  For permission  regarding  the use of al l  or any part of this document,  visit the 

Copyright Clearance Center.  

Printed in  the United States of America 

ISBN 978-1 -57020-837-9 

Full document details: AAMI TIR100-2021

http://www.avadocuments.com/doc/aami-tir100-2021
http://www.avadocuments.com/doc/aami-tir100-2021


 

Contents Page  

Committee representation . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  iv  

Foreword . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  vi i i  

Introduction . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  ix  

1  Scope . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  1  

2  Normative references . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  1  

3  Terms and  definitions . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  1  

4  General  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  2  

5  Research  and  Development (R&D) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  3  

6  Plan . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  6  

7  Source . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  8  

8  Make . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  1 0  

9  Deliver . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  1 1  

1 0  Customer . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  1 2  

Bibl iography . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  1 3  

Figures  

Figure 1End-to-end  process . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  ix  

Figure 2Interactions and  information  flow within  the end-to-end  process . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  x  

Full document details: AAMI TIR100-2021

http://www.avadocuments.com/doc/aami-tir100-2021
http://www.avadocuments.com/doc/aami-tir100-2021


iv © 2022 Association  for the Advancement of Medical  Instrumentation  ■  AAMI  TIR1 00:2021  

Committee representation 

Association for the Advancement of Medical  Instrumentation 

AAMI Assurance of Sterility Working Group  

This technical  information report was developed  by the AAMI  Assurance of Steri l i ty Working  Group under the auspices 

of the AAMI  Steril ization  Standards Committee.  Approval  of the technical  information  report does not necessari ly mean 

that al l  working  group members voted  for i ts approval.   

At the time this technical  information  report was published,  the AAMI Assurance of Sterility Working Group  had  the 

fol lowing  members:  

Cochairs:  Christopher Anderson 
Byron Lambert 

Members:  Christopher Anderson,  Johnson & Johnson 

Edward Arscott,  NAMSA 
Jennifer Asleson,  Quality,  Microbiology & Steril ization Services LLC 
Carolyn Braithwaite-Nelson,  Phil ips 
David  Brodersen,  Getinge USA 
Trabue Bryans,  BryKor LLC 
Glenn Calvert,  West Pharmaceutical  Services,  Inc.  
Jeremy Criss 
Sophia Czechowicz,  Advanced Steril ization Products (ASP) 
Elaine Daniell,  EDan-SA LLC 
April  Doering,  Cantel  Inc 
Gordon Ely,  LexaMed Ltd 
Dan Floyd,  DuPont Tyvek Medical  and Pharmaceutical  Protection 
Chad Geiger,  DexCom Inc 
Becky Gilsdorf,  Healthmark Industries Company Inc 
Dr.  Zory Glaser,  Johns Hopkins University-School  of Public Health 
Douglas Harbrecht,  Steril ity Assurance LLC 
Deborah Havlik,  DA Havlik Consulting 
Jason Hedrick,  Medtronic Inc Campus 
Betty Howard,  STERIS Corporation |  Healthcare 
Henri  Hubert,  Quality Processing Resource Group LLC 
Timothy Hurtado 
Nupur Jain,  Intuitive Surgical  Inc 
Valerie Kozik,  Press Ganey 
Mark Krocko,  Mevex Corporation 
Byron Lambert,  Abbott Laboratories 
John LeClair 
Jeffrey Martin,  Sterilization and Quality System Consulting LLC 
Mauricio Martinez,  Smiths Medical 
Patrick McCormick,  Bausch & Lomb Inc 
Jami  McLaren,  Boston Scientific Corporation 
Nicole McLees,  3M Health  Care 
Susan Messier,  Ethide Laboratories 
Vanessa Molloy-Simard,  Stryker Instruments Division 
Melissa Morgan 
Paul  Nirgenau,  Mesa Laboratories Biological  Indicator Division- Bozeman Facil ity 
Susumu Nozawa,  Siemens Healthineers 
Gerry O'Dell,  Gerry O'Dell  Consulting 
Ken Paddock,  Baxter Healthcare Corporation 
David  Parente,  Sterwell  LLC 
Kimberly Patton,  Becton Dickinson & Company 
Michael  Polozani,  Case Medical  Inc 
Claudia Romero-Waas,  BSI  Healthcare 
Tyrone Rouse,  Owens & Minor 

Full document details: AAMI TIR100-2021

http://www.avadocuments.com/doc/aami-tir100-2021
http://www.avadocuments.com/doc/aami-tir100-2021


© 2022 Association  for the Advancement of Medical  Instrumentation  ■  AAMI  TIR1 00:2021  v 

Jody Rupert,  WL Gore & Associates Inc 
Manuel  Saavedra,  Avanos Medical 
Harry Shaffer,  Steril ization Consulting Services 
Myra Smith,  FDA/CDRH 
Sopheak Srun,  Quality Tech Services LLC 
Elizabeth Steiner,  IUVO BioScience 
Aiying Sun,  Verrix LLC 
Julie TerWee,  Pfizer Parenteral  Center of Excellence 
Donald  Tumminell i ,  HIGHPOWER Validation Testing & Lab Services Inc 
Stephanie Volk,  ConvaTec Inc QARAC Global  Headquarters 
Sean Weir 
Dean Wellman,  Midmark Corporation 
Beverly Whitaker,  Indigo Consulting Group LLC 
Jarl  Yeager,  Powder River Medical  Resources 
Shelley Zimmerman,  WuXi  AppTec Inc 

Alternates:  Kenneth Aston,  Intuitive Surgical  Inc 

Ralph Basile,  Healthmark Industries Company Inc 
Stacy Bohl,  Boston Scientific Corporation 
Charles Cogdil l ,  Medtronic Inc Campus 
Chris Coker,  Advanced Sterilization Products (ASP) 
Kimbrell  Darnell,  Becton Dickinson & Company 
Mark Duro 
Shawn Engberg,  MD Furniture & Supply 
Chris Haas,  Getinge USA 
John Harper,  Sterile Edge 
Nichole Jackson,  Ecolab 
Melinda Johnson,  WuXi  AppTec Inc 
Satu King,  Phil ips 
Sarath Koruprolu,  Ethide Laboratories 
Jean-Luc Lemyre,  Stryker Instruments Division 
Michelle (Shelly) Luebke,  Baxter Healthcare Corporation 
Gerald  McDonnell ,  Johnson & Johnson 
Gloria Narsayah,  Propper Manufacturing Co Inc 
Brian Nissen,  Quality Tech Services LLC 
Mike Nolan,  HIGHPOWER Validation Testing & Lab Services Inc 
Janelle Pence,  WL Gore & Associates Inc 
Jason Pope,  Sotera Health LLC 
Victoria Rodriguez,  FDA/CDRH 
Jason Rogers,  STERIS Corporation |  Healthcare 
Michael  Schoene,  Bausch & Lomb Inc 
Mark Sundt,  DuPont Tyvek Medical  and Pharmaceutical  Protection 
Molly Thompson,  3M Health Care 
Hemant Vekaria,  Abbott Laboratories 
Cynthia Vics,  BSI  Healthcare 
Jil l  Warren,  Siemens Healthineers 
James Whitcomb,  LexaMed Ltd 

NOTE Participation by federal  agency representatives in  the development of this document does not constitute 

endorsement by the federal  government or any of its agencies.  

At the time this technical  information  report was publ ished,  the AAMI Sterilization Standards Committee  had  the 

fol lowing  members:  

Cochairs:  Janet Prust 
Patrick Weixel  

Members:  Gregory Aldrich 
Anas Aljabo,  CMC Steril ization Ltd  
Brett Anderson,  Cochlear Ltd 
Jennifer Asleson,  Quality,  Microbiology & Steril ization Services LLC 
Richard Bancroft,  STERIS Corporation |  Healthcare 

Full document details: AAMI TIR100-2021

http://www.avadocuments.com/doc/aami-tir100-2021
http://www.avadocuments.com/doc/aami-tir100-2021


vi  © 2022 Association  for the Advancement of Medical  Instrumentation  ■  AAMI  TIR1 00:2021  

Marie Brewer 
Trabue Bryans,  BryKor LLC 
Jonathan Burdach,  Nanosonics Limited 
Charles Cogdil l ,  Medtronic Inc Campus 
Lena Cordie-Bancroft,  Qualitas Professional  Services LLC 
Emily Craven,  Boston Scientific Corporation 
Jacqueline Daley 
Gordon Ely,  LexaMed Ltd 
Lisa Foster,  Adiuvo QS & SA Consulting 
Daniel  Fowler,  WuXi  AppTec Inc 
Joel  Gorski,  NAMSA 
Magnus Graham,  BSI  Healthcare 
Ashley Hammer 
Joyce Hansen,  Johnson & Johnson 
Douglas Harbrecht,  Steril ity Assurance LLC 
John Harper,  Sterile Edge 
Deborah Havlik,  DA Havlik Consulting 
Moll ie Holter,  MicroBio Consulting LLC 
Clark Houghtling,  Cosmed Group Inc 
Susan Klacik,  IAHCSMM 
Erin Kyle,  Association of Perioperative Registered Nurses (AORN) 
Byron Lambert,  Abbott Laboratories 
Patrick McCormick,  Bausch & Lomb Inc 
Leslie Nichols,  Mayo Clinic 
Gerry O'Dell ,  Gerry O'Dell  Consulting 
Tarika Onishi,  DexCom Inc 
Ken Paddock,  Baxter Healthcare Corporation 
Kia Parker,  The Ohio State Wexner Medical  Center-University Hospital  
Renee Patterson,  CIVCO Medical  Solutions 
Kimberly Patton,  Becton Dickinson & Company 
Janet Prust,  3M Health  Care 
Nancy Rakiewicz,  IUVO BioScience 
Joan Rickard,  Montefiore Medical  Center 
Linda Schultz,  Northside Hospital  Surgical  Services Atlanta 
Kristen Singleton,  Getinge USA 
Joan Spear,  Joan M.  Spear (Independent Expert) 
Sopheak Srun,  Quality Tech Services LLC 
Mark Swanson,  Quality and Regulatory Expert Partners (QRX) 
Julie TerWee,  Pfizer Parenteral  Center for Excellence 
James Treharn,  St Peter's Health 
Marjorie Wall,  Kaiser Permanente Foundation - Downey 
Sean Weir 
Patrick Weixel,  FDA/CDRH 
James Wiggs,  Legacy Health  System 
Martell  Winters,  Sotera Health LLC 
Roberto Zumbado,  Phil ips 

Alternates:  Josh Abdo,  CIVCO Medical  Solutions 

Jennifer Benolken,  DuPont Tyvek Medical  and Pharmaceutical  Protection 
Stacy Bohl,  Boston Scientific Corporation 
Carolyn Braithwaite-Nelson,  Phil ips 
Greg Crego,  IUVO BioScience 
Kimbrell  Darnell,  Becton Dickinson & Company 
Aaron DeMent,  Sotera Health LLC 
Chad Geiger,  DexCom Inc 
Anna Grayson,  Grayson Associates 
David  Kelman,  Sterile Edge 
Michelle (Shelly) Luebke,  Baxter Healthcare Corporation 
Gerald  McDonnell,  Johnson & Johnson 
David  McGoldrick,  Abbott Laboratories 
Nicole McLees,  3M Health Care 
Christine Render,  Cosmed Group Inc 

Full document details: AAMI TIR100-2021

http://www.avadocuments.com/doc/aami-tir100-2021
http://www.avadocuments.com/doc/aami-tir100-2021


© 2022 Association  for the Advancement of Medical  Instrumentation  ■  AAMI  TIR1 00:2021  vi i  

J immy Reyes,  Alcon Laboratories Inc 
Mary Sheehan,  BSI  Healthcare 
Molly Swanson,  Quality Tech Services LLC 
Lisa Ward,  STERIS Corporation |  Healthcare 
Jon Wood,  IAHCSMM 
Shelley Zimmerman,  WuXi  AppTec 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 its agencies.  

Full document details: AAMI TIR100-2021

http://www.avadocuments.com/doc/aami-tir100-2021
http://www.avadocuments.com/doc/aami-tir100-2021

