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Abstract:  This technical  report contains guidel ines for medical  and  nursing  personnel  regarding  the safe and 

effective operation of h igh frequency surgical  equipment.  This report wi l l  be of use to 
scientific/technical  staff who may have responsibi l i ty for the maintenance of this equipment.  This 
report deals with  the safe operation  of the high  frequency surgical  equipment,  including  the 
requirements outlined  in  ANSI /AAMI/I EC 60601 -2-2:2009.   
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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 TI R is not subject to the same formal  approval  process as a standard.  However,  a TIR is approved for d istribution 
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on—reaffirmed,  revised,  or withdrawn—and the action  formally approved usual ly every five years but at least every 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.  For a TI R,  AAMI  consults with  a technical  committee about five 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 istorical  value.  I f the information  is not useful ,  the TI R 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 d ifficult or unl ikely.  Unl ike a standard,  a TI R 
permits the inclusion  of differing  viewpoints on  technical  issues.  

CAUTION NOTICE: This AAMI  TI R 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  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.  Occasionally,  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,  
4301  N.  Fairfax Drive,  Suite 301 ,  Arlington,  VA 22203-1 633.  

 

ANSI  Technical  Report 

This AAMI  TI R has been  registered  by the American  National  Standards Institute as an ANSI  Technical  Report.  

Publ ication  of this 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 Technical  Reports with  ANSI .  This document is not an  American  National  Standard  and  the material  contained 
herein is not normative in  nature.  

Comments on  this technical  information  report are invited  and  should  be sent to AAMI,  Attn:  Standards Department,  
4301  N.  Fairfax Drive,  Suite 301 ,  Arlington,  VA 22203-1 633.  
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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.  The code in  the US column,  “(R)20xx” indicates the year the document was official ly 
reaffirmed by AAMI.  E.g. ,  ANSI/AAMI/ISO 1 0993-4:2002/(R)2009 indicates that 1 0993-4,  originally approved and 
published in  2002,  was reaffirmed without change in  2009.  

Other normatively referenced International  Standards may be under consideration  for U.S.  adoption  by AAMI;  
therefore,  th is l ist should  not be considered exhaustive.  

International  designation U.S.  designation Equivalency 
IEC 60601 -1 :2005 
Technical  Corrigendum 1  and 2  

ANSI/AAMI  ES60601 -1 :2005/(R)201 2 and 
ANSI/AAMI ES60601 -1 :2005/A2:201 0/(R)201 2 

ANSI/AAMI ES60601 -1 :2005/C1 :2009/(R)201 2 (amdt)  

Major technical  variations 
 
C1  Identical to Corrigendum 1  & 2 

IEC 60601 -1 -1 1 :201 0 ANSI/AAMI  HA60601 -1 -1 1 :201 1  Major technical  variations 
IEC 60601 -1 -2:2007 ANSI/AAMI/IEC 60601 -1 -2:2007/(R)201 2 Identical  
IEC 60601 -2-2:2009 ANSI/AAMI/IEC 60601 -2-2:2009 Identical  
IEC 60601 -2-4:201 0 ANSI/AAMI/IEC 60601 -2-4:201 0 Identical  
IEC 60601 -2-1 6:2008 ANSI/AAMI/IEC 60601 -2-1 6:2008 Identical  
IEC 60601 -2-1 9:2009 ANSI/AAMI/IEC 60601 -2-1 9:2009 Identical  
IEC 60601 -2-20:2009 ANSI/AAMI/IEC 60601 -2-20:2009 Identical  
IEC 60601 -2-21 :2009 ANSI/AAMI/IEC 60601 -2-21 :2009 Identical  
IEC 60601 -2-24:1 998 ANSI/AAMI  ID26:2004/(R)2009 Major technical  variations 
IEC 60601 -2-27:201 1  ANSI/AAMI/IEC 60601 -2-27:201 1  Identical  
IEC 60601 -2-47:2001  ANSI/AAMI  EC38:2007 Major technical  variations 
IEC 60601 -2-50:2009 ANSI/AAMI/IEC 60601 -2-50:2009 Identical  
IEC 80001 -1 :201 0 ANSI/AAMI/IEC 80001 -1 :201 0 Identical  
IEC 80601 -2-30:2009 and Technical  
Corrigendum 1  

ANSI/AAMI/IEC 80601 -2-30:2009 and 
ANSI/AAMI/IEC 80601 -2-30:2009/C1 :2009 
(amdt)  – consol idated text 

Identical  (with  inclusion)  
C1  Identical  to Corrigendum 1  

IEC 80601 -2-58:2008 ANSI/AAMI/IEC 80601 -2-58:2008 Identical  
IEC/TR 60878:2009 ANSI/AAMI/IEC TIR60878:2003 Identical  
IEC/TR 61 289:201 1  ANSI/AAMI/IEC TIR61 289:201 1  Identical  
IEC/TR 62296:2009 ANSI/AAMI/IEC TIR62296:2009 Identical  
IEC 62304:2006 ANSI/AAMI/IEC 62304:2006 Identical  
IEC/TR 62348:2006  ANSI/AAMI/IEC TIR62348:2006 Identical  
IEC/TR 62354:2009 ANSI/AAMI/IEC TIR62354:2009 Identical  
IEC 62366:2007 ANSI/AAMI/IEC 62366:2007 Identical  
IEC/TR 80002-1 :2009 ANSI/IEC/TR 80002-1 :2009 Identical  
ISO 5840:2005 ANSI/AAMI/ISO 5840:2005/(R)201 0 Identical  
ISO 71 98:1 998 ANSI/AAMI/ISO 71 98:1 998/2001 /(R)201 0 Identical  
ISO 71 99:2009 and Amendment 1 :201 2 ANSI/AAMI/ISO 71 99:2009 and Amendment 1 :201 2 Identical  
ISO 8637:201 0 ANSI/AAMI/ISO 8637:201 0 Identical  
ISO 8638:201 0 ANSI/AAMI/ISO 8638:201 0 Identical  
ISO 1 0993-1 :2009 ANSI/AAMI/ISO 1 0993-1 :2009 Identical  
ISO 1 0993-2:2006 ANSI/AAMI/ISO 1 0993-2:2006/(R)201 0 Identical  
ISO 1 0993-3:2003 ANSI/AAMI/ISO 1 0993-3:2003/(R)2009 Identical  
ISO 1 0993-4:2002 and  
Amendment 1 :2006 

ANSI/AAMI/ISO 1 0993-4:2002/(R)2009 and 
Amendment 1 :2006/(R)2009 

Identical  

ISO 1 0993-5:2009 ANSI/AAMI/ISO 1 0993-5:2009 Identical  
ISO 1 0993-6:2007 ANSI/AAMI/ISO 1 0993-6:2007/(R)201 0 Identical  
ISO 1 0993-7:2008 ANSI/AAMI/ISO 1 0993-7:2008 Identical  
ISO 1 0993-9:2009 ANSI/AAMI/ISO 1 0993-9:2009 Identical  
ISO 1 0993-1 0:201 0 ANSI/AAMI/ISO 1 0993-1 0:201 0 Identical  
ISO 1 0993-1 1 :2006 ANSI/AAMI/ISO 1 0993-1 1 :2006/(R)201 0 Identical  
ISO 1 0993-1 2:2007 ANSI/AAMI/ISO 1 0993-1 2:2007 Identical  
ISO 1 0993-1 3:201 0 ANSI/AAMI/ISO 1 0993-1 3:201 0 Identical  
ISO 1 0993-1 4:2001  ANSI/AAMI/ISO 1 0993-1 4:2001 /(R)2006 Identical  
ISO 1 0993-1 5:2000 ANSI/AAMI/ISO 1 0993-1 5:2000/(R)2006 Identical  
ISO 1 0993-1 6:201 0 ANSI/AAMI/ISO 1 0993-1 6:201 0 Identical  
ISO 1 0993-1 7:2002 ANSI/AAMI/ISO 1 0993-1 7:2002/(R)2008 Identical  
ISO 1 0993-1 8:2005 ANSI/AAMI  BE83:2006/(R)201 1  Major technical  variations 
ISO/TS 1 0993-1 9:2006 ANSI/AAMI/ISO TIR1 0993-1 9:2006 Identical  
ISO/TS 1 0993-20:2006 ANSI/AAMI/ISO TIR1 0993-20:2006 Identical  
ISO 1 1 1 35-1 :2007 ANSI/AAMI/ISO 1 1 1 35-1 :2007 Identical  
ISO/TS 1 1 1 35-2:2008 ANSI/AAMI/ISO TIR1 1 1 35-2:2008 Identical  
ISO 1 1 1 37-1 :2006  ANSI/AAMI/ISO 1 1 1 37-1 :2006/(R)201 0 Identical  
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International  designation U.S.  designation Equivalency 
ISO 1 1 1 37-2:2006 (2006-08-01  corrected)  ANSI/AAMI/ISO 1 1 1 37-2:2006 Identical  

ISO 1 1 1 37-3:2006  ANSI/AAMI/ISO 1 1 1 37-3:2006/(R)201 0 Identical  
ISO 1 1 1 38-1 :2006 ANSI/AAMI/ISO 1 1 1 38-1 :2006/(R)201 0 Identical  
ISO 1 1 1 38-2:2006 ANSI/AAMI/ISO 1 1 1 38-2:2006/(R)201 0 Identical  
ISO 1 1 1 38-3:2006 ANSI/AAMI/ISO 1 1 1 38-3:2006/(R)201 0 Identical  
ISO 1 1 1 38-4:2006 ANSI/AAMI/ISO 1 1 1 38-4:2006/(R)201 0 Identical  
ISO 1 1 1 38-5:2006 ANSI/AAMI/ISO 1 1 1 38-5:2006/(R)201 0 Identical  
ISO/TS 1 1 1 39:2006 ANSI/AAMI/ISO 1 1 1 39:2006 Identical  
ISO 1 1 1 40-1 :2005 ANSI/AAMI/ISO 1 1 1 40-1 :2005/(R)201 0 Identical  
ISO 1 1 1 40-3:2007 ANSI/AAMI/ISO 1 1 1 40-3:2007 Identical  
ISO 1 1 1 40-4:2007 ANSI/AAMI/ISO 1 1 1 40-4:2007 Identical  
ISO 1 1 1 40-5:2007 ANSI/AAMI/ISO 1 1 1 40-5:2007 Identical  
ISO 1 1 607-1 :2006  ANSI/AAMI/ISO 1 1 607-1 :2006/(R)201 0 Identical  
ISO 1 1 607-2:2006  ANSI/AAMI/ISO 1 1 607-2:2006/(R)201 0 Identical  
ISO 1 1 663:2009 ANSI/AAMI/ISO 1 1 633:2009 Identical  
ISO 1 1 737-1 :2006 ANSI/AAMI/ISO 1 1 737-1 :2006 Identical  
ISO 1 1 737-2:2009 ANSI/AAMI/ISO 1 1 737-2:2009 Identical  
ISO/TS 1 241 7:201 1  ANSI/AAMI/ISO TIR1 241 7:201 1  Identical  
ISO 1 3408-1 :2008 ANSI/AAMI/ISO 1 3408-1 :2008/(R)201 1  Identical  
ISO 1 3408-2:2003 ANSI/AAMI/ISO 1 3408-2:2003 Identical  
ISO 1 3408-3:2006 ANSI/AAMI/ISO 1 3408-3:2006 Identical  
ISO 1 3408-4:2005 ANSI/AAMI/ISO 1 3408-4:2005 Identical  
ISO 1 3408-5:2006 ANSI/AAMI/ISO 1 3408-5:2006 Identical  
ISO 1 3408-6:2006 ANSI/AAMI/ISO 1 3408-6:2006 Identical  
ISO 1 3485:2003 ANSI/AAMI/ISO 1 3485:2003/(R)2009 Identical  
ISO 1 3958:2009 ANSI/AAMI/ISO 1 3958:2009 Identical  
ISO 1 3959:2009 ANSI/AAMI/ISO 1 3959:2009 Identical  
ISO 1 41 55:201 1  ANSI/AAMI/ISO 1 41 55:201 1  Identical  
ISO 1 41 60:201 1  ANSI/AAMI/ISO 1 41 60:201 1  Identical  
ISO 1 41 61 :2009 ANSI/AAMI/ISO 1 41 61 :2009 Identical  
ISO 1 4708-3:2008 ANSI/AAMI/ISO 1 4708-3:2008 Identical  
ISO 1 4708-4:2008 ANSI/AAMI/ISO 1 4708-4:2008 Identical  
ISO 1 4708-5:201 0 ANSI/AAMI  /ISO 1 4708-5:201 0 Identical  
ISO 1 4937:2009 ANSI/AAMI/ISO 1 4937:2009 Identical  
ISO/TR 1 4969:2004 ANSI/AAMI/ISO TIR1 4969:2004 Identical  
ISO 1 4971 :2007 ANSI/AAMI/ISO 1 4971 :2007/(R)201 0 Identical  
ISO 1 5223-1 :2007 and A1 :2008 ANSI/AAMI/ISO 1 5223-1 :2007/(R)201 2 and 

A1 :2008/(R)201 2 
Identical  

ISO 1 5223-2:201 0 ANSI/AAMI/ISO 1 5223-2:201 0 Identical  
ISO 1 5225:201 0 ANSI/AAMI/ISO 1 5225:201 0  Identical  
ISO 1 5674:2009 ANSI/AAMI/ISO 1 5674:2009 Identical  
ISO 1 5675:2009 ANSI/AAMI/ISO 1 5675:2009 Identical  
ISO 1 5882:2008 ANSI/AAMI/ISO 1 5882:2008 Identical  
ISO 1 5883-1 :2006 ANSI/AAMI  ST1 5883-1 :2009 Major technical  variations 
ISO/TR 1 61 42:2006 ANSI/AAMI/ISO TIR1 61 42:2005 Identical  
ISO 1 7664:2004 ANSI/AAMI  ST81 :2004 Major technical  variations 
I SO 1 7665-1 : 2006  ANSI/AAMI/ISO 1 7665-1 :2006 Identical  (with  inclusions)  
ISO/TS 1 7665-2:2009 ANSI/AAMI/ISO TIR1 7665-2:2009 Identical  
ISO 1 8472:2006 ANSI/AAMI/ISO 1 8472:2006/(R)201 0 Identical  
ISO/TS 1 921 8-1 :201 1  ANSI/AAMI/ISO TIR1 921 8:201 1  Identical  
ISO 20857:201 0 ANSI/AAMI/ISO 20857:201 0 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/TR 22442-4:201 0 ANSI/AAMI/ISO TIR22442-4:201 0 Identical  
ISO 23500:201 1  ANSI/AAMI/ISO 23500:201 1  Identical  

ISO/TS 2381 0:201 X1  ANSI/AAMI/ISO TIR2381 0:201 X Identical  

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

Identical  

ISO 25539-2:2008 ANSI/AAMI/ISO 25539-2:2008 Identical  
ISO 26722:2009 ANSI/AAMI/ISO 26722:2009 Identical  
ISO 271 85:201 2 ANSI/AAMI/ISO 271 85:201 2 Identical  
ISO 271 86:201 0 ANSI/AAMI/ISO 271 86:201 0 Identical  
ISO 80369-1 :201 0 ANSI/AAMI/ISO 80369-1 :201 0 Identical  
ISO 81 060-1 :2007 ANSI/AAMI/ISO 81 060-1 :2007 Identical  
ISO 81 060-2:2009 ANSI/AAMI/ISO 81 060-2:2009 Identical  

————————— 
1  I n  product i on  
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Committee representation 

Association for the Advancement of Medical  Instrumentation  

AAMI HF,  High Frequency Therapeutic Device Committee 

 
Committee approval  of this document does not necessari ly imply that al l  committee members voted  for i ts approval.   
 
At the time this document was publ ished,  the AAMI HF,  High Frequency Therapeutic Device Committee  had  the 
fol lowing  members:  
 
Cochairs  Roxolana Horbowyj  
   Michael  R.  Manes,  BSEE 

 
Members Jeffrey L.  Eggleston,  MS PE,  Covidien  
   Bruce C.  Hansel,  PhD CCE,  ECRI  Institute 
   Roxolana Horbowyj,  FDA/CDRH  
   Michael  R.  Manes,  BSEE,  Conmed Corp  
   Samuel  G.  Netherly 
   Richard  B.  Sisken,  MED Institute Inc.  
   Kok-Swang Tan,  PhD,  Health  Canada Medical  Devices Bureau  
   Richard  Torlai  
   Jeffrey Wiser,  3M Healthcare  
   Jean Woloszko,  MD PhD,  ArthroCare Corp 

 
Alternates Art Augustine,  ECRI  Institute 
   Long  Chen,  FDA/CDRH 
   Peter D.  Gadsby,  Covidien 
   Justin  Metcalf,  MED Institute Inc.  
   Kenneth  D.  Taylor,  CCE PhD PE,  Conmed Corp 
   Michael  J .  Walt,  3M Healthcare  

 

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.  
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