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Abstract: 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. The document focuses on the 
use of isolator systems to maintain aseptic conditions; this may include applications for 
hazardous materials. 
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AAMI Standard 

This Association for the Advancement of Medical Instrumentation (AAMI) standard implies a consensus of those 
substantially concerned with its scope and provisions. The existence of an AAMI standard does not in any respect 
preclude anyone, whether they have approved the standard or not, from manufacturing, marketing, purchasing, or 
using products, processes, or procedures not conforming to the standard. AAMI standards are subject to periodic 
review, and users are cautioned to obtain the latest editions. 

CAUTION NOTICE: This AAMI standard may be revised or withdrawn at any time. AAMI procedures require that 
action be taken to reaffirm, revise, or withdraw this standard no later than five years from the date of publication. 
Interested parties may obtain current information on all AAMI standards by calling or writing AAMI. 

All AAMI standards, recommended practices, technical information reports, and other types of technical 
documents developed by AAMI are voluntary, and their application is solely within 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 adopting agency is responsible for enforcement 
of its rules and regulations. 
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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 
IEC 60601-1:2005 ANSI/AAMI ES60601-1:2005 Major technical variations 
IEC 60601-1-2:2007 ANSI/AAMI/IEC 60601-1-2:2007 Identical 
IEC 60601-2-2:2006 ANSI/AAMI/IEC 60601-2-2:2006 Identical 
IEC 60601-2-4:2002 ANSI/AAMI DF80:2003 Major technical variations 
IEC 60601-2-19:1990 and A1:1996 ANSI/AAMI II36:2004 Major technical variations 
IEC 60601-2-20:1990 and A1:1996 ANSI/AAMI II51:2004 Major technical variations 
IEC 60601-2-21:1994 and 
Amendment 1:1996 

ANSI/AAMI/IEC 60601-2-21 and  
Amendment 1:2000 (consolidated texts) 

Identical 

IEC 60601-2-24:1998 ANSI/AAMI ID26:2004 Major technical variations 
IEC 60601-2-47:2001 ANSI/AAMI EC38:2007 Major technical variations 
IEC 60601-2-50:2001 ANSI/AAMI/IEC 60601-2-50:2006 Identical 
IEC 80601-2-58:2008 ANSI/AAMI/IEC 80601-2-58:2008 Identical 
IEC/TR 60878:2003 ANSI/AAMI/IEC TIR60878:2003 Identical 
IEC/TR 62296:2003 ANSI/AAMI/IEC TIR62296:2003 Identical 
IEC 62304:2006 ANSI/AAMI/IEC 62304:2006 Identical 
IEC/TR 62348:2006 ANSI/AAMI/IEC TIR62348:2006 Identical 
ISO 5840:2005 ANSI/AAMI/ISO 5840:2005 Identical 
ISO 7198:1998 ANSI/AAMI/ISO 7198:1998/2001/(R)2004 Identical 
ISO 7199:1996 ANSI/AAMI/ISO 7199:1996/(R)2002 Identical 
ISO 8637:2004 ANSI/AAMI RD16:2007 Major technical variations 
ISO 8638:2004 ANSI/AAMI RD17:2007 Major technical variations 
ISO 10993-1:2003 ANSI/AAMI/ISO 10993-1:2003 Identical 
ISO 10993-2:2006 ANSI/AAMI/ISO 10993-2:2006 Identical 
ISO 10993-3:2003 ANSI/AAMI/ISO 10993-3:2003 Identical 
ISO 10993-4:2002 and A1:2006 ANSI/AAMI/ISO 10993-4:2002 and A1:2006 Identical 
ISO 10993-5:1999 ANSI/AAMI/ISO 10993-5:1999 Identical 
ISO 10993-6:2007 ANSI/AAMI/ISO 10993-6:2007 Identical 
ISO 10993-7:2008 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 Amendment 
1:2006 

ANSI/AAMI BE78:2002/(R)2008 
ANSI/AAMI BE78:2002/A1:2006/(R)2008 

Minor technical variations 
Identical 

ISO 10993-11:2006 ANSI/AAMI/ISO 10993-11:2006 Identical 
ISO 10993-12:2007 ANSI/AAMI/ISO 10993-12:2007 Identical 
ISO 10993-13:1998 ANSI/AAMI/ISO 10993-13:1999/(R)2004 Identical 
ISO 10993-14:2001 ANSI/AAMI/ISO 10993-14:2001/(R)2006 Identical 
ISO 10993-15:2000 ANSI/AAMI/ISO 10993-15:2000/(R)2006 Identical 
ISO 10993-16:1997 ANSI/AAMI/ISO 10993-16:1997/(R)2003 Identical 
ISO 10993-17:2002 ANSI/AAMI/ISO 10993-17:2002/(R)2008 Identical 
ISO 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 
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International designation U.S. designation Equivalency 
ISO/TS 11135-2:2008 ANSI/AAMI/ISO TIR11135-2:2008 Identical 
ISO 11137-1:2006 ANSI/AAMI/ISO 11137-1:2006 Identical 
ISO 11137-2:2006 (2006-08-01 
corrected version) 

ANSI/AAMI/ISO 11137-2:2006 Identical 

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 
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 Identical 
ISO 11737-2:1998 ANSI/AAMI/ISO 11737-2:1998 Identical 
ISO 13408-1:2008 ANSI/AAMI/ISO 13408-1:2008 Identical 
ISO 13408-2:2003 ANSI/AAMI/ISO 13408-2:2003 Identical 
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 Identical 
ISO 14155-1:2003 ANSI/AAMI/ISO 14155-1:2003/(R)2008 Identical 
ISO 14155-2:2003 ANSI/AAMI/ISO 14155-2:2003/(R)2008 Identical 
ISO 14160:1998 ANSI/AAMI/ISO 14160:1998/(R)2008 Identical 
ISO 14161:2000 ANSI/AAMI/ISO 14161:2000 Identical 
ISO 14937:2000 ANSI/AAMI/ISO 14937:2000 Identical 
ISO/TR 14969:2004 ANSI/AAMI/ISO TIR14969:2004 Identical 
ISO 14971:2007 ANSI/AAMI/ISO 14971:2007 Identical 
ISO 15223-1:2007 and A1:2008 ANSI/AAMI/ISO 15223-1:2007 and A1:2008 Identical 
ISO 15225:2000 and A1:2004 ANSI/AAMI/ISO 15225:2000/(R)2006 and 

A1:2004/(R)2006 
Identical 

ISO 15674:2001 ANSI/AAMI/ISO 15674:2001 Identical 
ISO 15675:2001 ANSI/AAMI/ISO 15675:2001 Identical 
ISO 15882:2008 ANSI/AAMI/ISO 15882:2008 Identical 
ISO/TR 16142:2006 ANSI/AAMI/ISO TIR16142:2005 Identical 
ISO 17664:2004 ANSI/AAMI ST81:2004 Major technical variations 
ISO 17665-1:2006 ANSI/AAMI/ISO 17665-1:2006 Identical 
ISO 18472:2006 ANSI/AAMI/ISO 18472:2006 Identical 
ISO/TS 19218:2005 ANSI/AAMI/ISO 19218:2005 Identical 
ISO 22442-1:2007 ANSI/AAMI/ISO 22442-1:2007 Identical 
ISO 22442-2:2007 ANSI/AAMI/ISO 22442-2:2007 Identical 
ISO 22442-3:2007 ANSI/AAMI/ISO 22442-3:2007 Identical 
ISO 25539-1:2003 and A1:2005 ANSI/AAMI/ISO 25539-1:2003 and A1:2005 Identical 
ISO 25539-2:2008 ANSI/AAMI/ISO 25539-2:2008 Identical 
ISO 81060-1:2007 ANSI/AAMI/ISO 81060-1:2007 Identical 
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Committee representation 

 
Association for the Advancement of Medical Instrumentation 

 
Aseptic Processing Working Group 

 
The adoption of ISO 13408-6:2005 as an American National Standard was initiated by the AAMI Aseptic Processing 
Working Group of the AAMI Sterilization Standards Committee. The AAMI Aseptic Processing Working Group also 
functions as a U.S. Technical Advisory Group to the relevant work in the International Organization for Sterilization 
(ISO). U.S. representatives from the AAMI Aseptic Processing Working Group (U.S. Sub-TAG for ISO/TC 198/WG 9) 
played an active part in developing the ISO standard.  
 
At the time this document was published, the AAMI Aseptic Processing Working Group had the following 
members: 
 
Cochairs: Thomas J. Arista 
 Lisa N. Macdonald 
Members: Thomas J. Arista, FDA/CDRH 
 Kimbrell Darnell, CR Bard  
 William Facemire, Sterilization Science Inc.  
 Catherine J. Finocchario, Bausch & Lomb Inc.  
 Brent Huberty, St Jude Medical Inc.  
 Carol M. Lampe, Baxter Healthcare Corporation  
 Joseph J. Lasich, BS Alcon Laboratories Inc.  
 Lisa N. Macdonald, Becton Dickinson & Company 
 Russell D. Mills, Zimmer Inc.  
 Rainer Newman, Johnson & Johnson  
 Bob L. Osburn Department of Veterans Affairs National Center for Patient Safety  
 Janet M. Prust, 3M Healthcare  
 Robert R. Reich, BS MS, LexaMed  
 Carlos A. Rodriguez-Garcia, PhD, Cardinal Health (MP&S)  
 Manuel Saavedra, Jr., Kimberly-Clark Corporation  
 Valerie Welter, Hospira Worldwide Inc.  
 Martell Kress Winters, BS SM, Nelson Laboratories Inc. 
Alternates: Anthony J. DeMarinis, BS MS CQA CQM Alternate CR Bard  
  Deborah A. Havlik, Hospira Worldwide Inc.  
  Chris Marsh, Alcon Laboratories Inc.  
  Elaine S. Mayhall, PhD, FDA/CDRH  
  Tonya M. Morris, BS, Nelson Laboratories Inc.  
  Frank Peacock, Jr., Bausch & Lomb Inc.  
  Tyrone S. Rouse, Kimberly-Clark Corporation  
  Mike Sadowski, Baxter Healthcare Corporation  
  David Silor, Zimmer Inc.  
  Robert P Tomaselli, Johnson & Johnson  
  Craig A. Wallace, 3M Healthcare  
  Dennis L. Wildes, St Jude Medical Inc.  
  Cheryl Work, Becton Dickinson & Company 
 
NOTE—Participation by federal agency representatives in the development of this standard does not constitute 
endorsement by the federal government or any of its agencies. 
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At the time this document was published, the AAMI Sterilization Standards Committee had the following members: 

Cochairs: Victoria M. Hitchins, PhD 
William E. Young 

Members: Trabue D. Bryans, WuXi AppTec Inc.  
  Peter A. Burke, PhD, Steris Corporation  
  Nancy Chobin, RN CSPDM, (Independent Expert) 
  Charles Cogdill, Boston Scientific Corporation  
  Ramona Conner, RN MSN CNOR, Association of Perioperative Registered Nurses  
  Jacqueline Daley, Association for Professionals in Infection Control and Epidemiology  
  Kimbrell Darnell, CR Bard  
  Lisa Foster, Sterigenics International  
  Joel R. Gorski, PhD, NAMSA  
  Deborah A. Havlik, Hospira Worldwide Inc.  
  Victoria M. Hitchins, PhD, FDA/CDRH  
  Danny Hutson, Cardinal Health (MP&S)  
  Lois Atkinson Jones, MS, (Independent Expert) 
  Susan G. Klacik, CCSMC FCS ACE, IAHCSMM  
  Byron J. Lambert, PhD, Abbott Laboratories  
  Colleen Patricia Landers, RN, Canadian Standards Association  
  David Liu, Johnson & Johnson  
  Lisa N. Macdonald, Becton Dickinson & Company  
  Jeff Martin, Alcon Laboratories Inc.  
  Patrick J. McCormick, PhD, Bausch & Lomb Inc.  
  Susie McDonald, American Society for Healthcare Central Service Professionals  
  Nancy Rakiewicz, Ethox International Inc.  
  Phil M. Schneider, 3M Healthcare  
  Michael H. Scholla, Dupont Nonwovens  
  Mark Seybold, Baxter Healthcare Corporation  
  Andrew Sharavara, PhD, Propper Manufacturing Co Inc.  
  Mark N. Smith, Getinge USA  
  William N. Thompson, Covidien  
  James L. Whitby, MA, MB, FRCP (Independent Expert) 
  Martell Kress Winters, BS SM, Nelson Laboratories Inc. 
Alternates: Lloyd Brown, Covidien  
  Glenn W. Calvert, Becton Dickinson & Company  
  Dave Dion, Cardinal Health (MP&S)  
  Thomas J. Frazar, Johnson & Johnson  
  Kathy Hoffman, Sterigenics International  
  Jim Kaiser, Bausch & Lomb Inc.  
  Joseph J. Lasich, BS, Alcon Laboratories Inc.  
  Chiu S. Lin, PhD, FDA/CDRH  
  Natalie Lind, IAHCSMM  
  Ralph Makinen, Boston Scientific Corporation  
  Mary S. Mayo, CR Bard  
  David Ford McGoldrick, BS, Abbott Laboratories  
  Jerry R. Nelson, PhD, Nelson Laboratories Inc.  
  Karen Polkinghorne, Dupont Nonwovens  
  Janet M. Prust, 3M Healthcare  
  Mike Sadowski, Baxter Healthcare Corporation  
  John R. Scoville, Jr., Steris Corporation  
  Ralph Stick, WuXi AppTec Inc.  
  Jason Voisinet, Ethox International Inc.  
  Valerie Welter, Hospira Worldwide Inc.  
  William E. Young, Boston Scientific Corporation  

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. 
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Background of ANSI/AAMI adoption of ISO 13408-6:2005 

As indicated in the foreword to the main body of this document (page xi), the International Organization for 
Standardization (ISO) is a worldwide federation of national standards bodies. The United States is one of the ISO 
members that took an active role in the development of this standard, which was developed by ISO Technical 
Committee 198, Sterilization of health care products, to fill a need for guidance regarding processes, programs and 
procedures for development, validation and routine control of the manufacturing process for aseptically processed 
health care products. 

U.S. participation in this ISO TC is organized through the U.S. Technical Advisory Group for ISO/TC 198, 
administered by the Association for the Advancement of Medical Instrumentation (AAMI). The U.S. TAG for ISO/TC 
198 supports the guidance provided in this document for aseptic processing of health care products.  

The U.S. adoption of ANSI/AAMI/ISO 13408-6:2005 was approved by the American National Standards Institute 
(ANSI) on 14 October 2008.  

AAMI and ANSI procedures require that standards be reviewed and, if necessary, revised every 5 years to reflect 
technological advances that may have occurred since publication.  

AAMI (and ANSI) have adopted other ISO standards. See the Glossary of Equivalent Standards for a list of ISO 
standards adopted by AAMI, which gives the corresponding U.S. designation and the level of equivalency with the 
ISO standard. 

The concepts incorporated in this standard should not be considered inflexible or static. This standard, like any other, 
must be reviewed and updated periodically to assimilate progressive technological developments. To remain relevant, 
it must be modified as technological advances are made and as new data come to light. 

Suggestions for improving this standard are invited. Comments and suggested revisions should be sent to Standards 
Department, AAMI, 1110 N. Glebe Road, Suite 220, Arlington, VA 22201-4795.  

NOTE—Beginning with the ISO foreword on page xi, this American National Standard is identical to ISO 13408-6:2005 
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