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Agenda 

• Background of IEC proposal 
• New work item; “functional oximeter” 
• History of our proposal 
• Conclusion 



NIRS status in Japan 
There had been many NIRS instruments (not Tomographic,  
but Topographic imaging) from different companies.  

http://www.hitachi-
medical.co.jp/opt-e/index.html 

http://www.hpk.co.jp/eng/pro
ducts/SYSE/Niro300E.htm 

http://www.med.shimadz
u.co.jp/products/om/inde
x.html( in Japanese) 

http://www.med.shimadzu.co.jp/products/om/01.html


Some users had some NIRSs. 
We needed a standard for NIRS 

• Working group for Japanese standardization 
was started in 2003. 

• The main members of the group were from companies. 
 

• This was a subcommittee organized in The 
Japan Electronics and Information Technology 
Industries Association (JEITA). 

• We were planning to propose testing protocols for NIRS 
instruments to Japanese Industrial standard（JIS） and 
IEC. 



We had discussed from 2003 to 2011  

• But, we did not reach an agreement 
of NIRS Japanese standardization. 

They already sold 
hundreds of equipment. 
 
They did not want to 
change the system of 
their company. 



We must change our mind 

• From “what companies must do”  to 
“what users must know!” 

• Open discussion. International 
discussion first, Japanese next.  

• We planned to make a platform to 
discuss, in IEC or ISO. 



Agenda 

• Background of IEC proposal 
• New work item; “functional oximeter” 
• History of our proposal 
• Conclusion 



After 9 years discussion. 
Checkpoints of functional oximeter 

equipment are included in the NWIP 
draft. 

• AVERAGE OPTICAL POWER  
• PEAK WAVELENGTH  
• FULL WIDTH AT HALF MAXIMUM of spectral distribution  
• PATHLENGTH DEPENDENT HAEMOGLOBIN CHANGE 
• Signal stability  
• RESPONSE TIME  
• SIGNAL-TO-NOISE RATIO 
• SIGNAL CROSS-TALK  



History, to IEC proposal 

• We asked for help to specialists of IEC 
standardization in Japan, in Apr. 2011. 

• They finished Pulse oximeter standard (ISO9919 etc.). 
• SpO2 is not measured value, but calculated value. 
• In ISO discussion, human validation was needed for 

the calculated value. 
• There is no phantom for Pulse Oximeter. 

 
• We contacted Mr. Schmidt, who is a secretary of 

IEC TC62/SC62.  



IEC TC62/SC62 (Electrical equipment in 
medical practice), from A to D 

• TC 62/SC 62A Common aspects of electrical 
equipment used in medical practice 

• TC 62/SC 62B Diagnostic imaging equipment 
• TC 62/SC 62C Equipment for radiotherapy, 

nuclear medicine and radiation dosimetry 
• TC 62/SC 62D Electromedical equipment  
 



TC62/SC62D 
TC 62/SC 62D TC 62/SC 62D/AG 32 CAG Chairman Advisory Group 
TC 62/SC 62D TC 62/SC 62D/JMT 29 Requirements for lung ventilators 
TC 62/SC 62D TC 62/SC 62D/JMT 30 Requirements for cardiac pacemakers 

TC 62/SC 62D TC 62/SC 62D/JWG 1 Medical electrical equipment -: Particular requirements for basic safety and essential performance 
of critical care ventilators 

TC 62/SC 62D TC 62/SC 62D/JWG 2 Medical electrical equipment -  Particular requirements  for basic safety and essential performance 
of an anaesthetic workstation 

TC 62/SC 62D TC 62/SC 62D/JWG 3 Cardiac Pacemakers and Implantable Defibrillators 
TC 62/SC 62D TC 62/SC 62D/JWG 4 Medical Beds 
TC 62/SC 62D TC 62/SC 62D/JWG 5 Pulse Oximeters 
TC 62/SC 62D TC 62/SC 62D/JWG 6 Respiratory Gas Monitors 
TC 62/SC 62D TC 62/SC 62D/JWG 7 Non-Invasive sphygmomanometers - Clinical validation of automated measurement type 
TC 62/SC 62D TC 62/SC 62D/JWG 8 Clinical thermometers 
TC 62/SC 62D TC 62/SC 62D/JWG 9 Lens removal and vitrectomy devices for ophthalmic surgery 
TC 62/SC 62D TC 62/SC 62D/JWG 10 Small bore connectors for liquids and gases in healthcare applications 
TC 62/SC 62D TC 62/SC 62D/JWG 11 Electrical aspects of dental equipment 
TC 62/SC 62D TC 62/SC 62D/JWG 12 Home respiratory equipment 
TC 62/SC 62D TC 62/SC 62D/MT 16 Electro-optical equipment 
TC 62/SC 62D TC 62/SC 62D/MT 17 High frequency surgical equipment 
TC 62/SC 62D TC 62/SC 62D/MT 18 Therapy equipment 
TC 62/SC 62D TC 62/SC 62D/MT 19 Defibrillators 
TC 62/SC 62D TC 62/SC 62D/MT 20 Haemodialysis equipment 
TC 62/SC 62D TC 62/SC 62D/MT 21 Paediatric equipment 
TC 62/SC 62D TC 62/SC 62D/MT 22 Electromedical diagnostic and patient monitoring equipment 
TC 62/SC 62D TC 62/SC 62D/MT 23 Infusion pumps 
TC 62/SC 62D TC 62/SC 62D/MT 24 Extra-corporeal lithotripsy equipment 
TC 62/SC 62D TC 62/SC 62D/MT 26 Electromyographs and evoked response equipment 
TC 62/SC 62D TC 62/SC 62D/MT 27 Luminaires for surgery and diagnosis 
TC 62/SC 62D TC 62/SC 62D/MT 28 Operating tables 
TC 62/SC 62D TC 62/SC 62D/PT 60601-2-62 High intensity therapeutic ultrasound (HITU) systems 



TC 62/SC 62D Electromedical 
equipment 

TC 62/SC 62D TC 62/SC 62D/JWG 1 

Medical electrical equipment -: 
Particular requirements for basic 
safety and essential performance of 
critical care ventilators 

TC 62/SC 62D TC 62/SC 62D/JWG 2 

Medical electrical equipment -  
Particular requirements  for basic 
safety and essential performance of an 
anaesthetic workstation 

TC 62/SC 62D TC 62/SC 62D/JWG 3 Cardiac Pacemakers and Implantable 
Defibrillators 

TC 62/SC 62D TC 62/SC 62D/JWG 4 Medical Beds 

TC 62/SC 62D TC 62/SC 62D/JWG 5 Pulse Oximeters 

TC 62/SC 62D TC 62/SC 62D/JWG 6 Respiratory Gas Monitors 



The secretary arranged my talk in 
IEC meeting, Nuremberg 2011 

• An IEC TC62/SC62D meeting was 
held from Sep 20 to 23 in Nuremberg. 

• I proposed our NWIP in the last 
“other business” session. 

• 5 min talk. 



Objection to NIRS proposal 
Nuremberg 2011 

• Two men opposed strongly to my 
talk. 

• They said ISO already started 
NIRS standardization discussion a 
few years before. 

 



Resolution of  
Nuremberg meeting 2011 



Circulation on Nov 25 2011 
• New Work Item proposal on 62D/966/NP: Medical electrical 

equipment - Part 2-xx: Particular requirements for the basic 
safety and essential performance of functional oximeter 
equipment 

• We were so surprised at the 
circulated file. 

• ISO proposal also was attached. 
• These are different. 





IEC proposal of NIRS equipment 







Many bosses… 

• I am an IEC project leader of the PT. 
 

• IEC/TC62/SC62D/JWG5/Project Team 
 

• ISO/TC121/SC3/JWG10/Project Team 



NWIP to CD 

• 2011/11/25  Date of circulation 
• 2012/3/2  Closing date for voting 

• Project started!!  IEC (3 countries) + ISO (2) 

• 2012/6/12~15  ISO Kyoto meeting 
• Agreement to separate the NWIP into two NW. 
• One is IEC-lead (fNIRS), the other is ISO-lead (Tissue 

Oximeter). 
• No Minutes from Mr.B. 

• 2012/12/6 Tokyo meeting 
• 2013/2/22 CD date of circulation 







1st meeting to CDV 

• 2012/6/12~15 ISO Kyoto meeting 
• No Minutes from Mr.B, after 3 months 
• We planed to have another meeting to complete the 

comment work. 

• 2012/12/6 Tokyo meeting 
 

• 2013/6/18-20 ISO Shanghai meeting 
• Minutes was delayed. 

• 2014/4/18 CDV date of circulation 



We have an ISO meeting in Incheon, 
Korea, next month. 

Voting (with comments) closes on 2014-7-18. 
Incheon meeting is held from 2014-6-16 to 6-20. 



We have to care about; 
• Who needs the standard? 
• Why do we need the standard? 
• We have to nominate experts and attend the 

IEC/ISO meeting all over the world. 
• IEC: 1 meeting/year. 
• ISO: 3~4 meetings/year 

• At an IEC / ISO meeting, it is difficult to have 
scientific discussion. 

• Comment work and comments work. 

• IEC Experts are not NIRS experts. 
• Do you know BC? 
• No. Who is Britton Chance!! 



Standard can be used as a protection 

• For Users 
• For Manufacturers 
• For Government 
 
• From Medical lawsuit 
• From Medical approval 

 
• Science discussion is needed, but we must know 

other aspect of the IEC / ISO proposal. 
 



Conclusion 

• IEC proposal of fNIRS is now on CDV stage. 
 

• There are three kinds of person; researchers, 
manufactures, standardization. 

• It is important to manage meetings, 
politically. 

• We have to consider; who needs standard? 
• Target date is set at 3 years. We cannot enjoy 

discussion. 
 



For proposal, please 
refer ISO/IEC 

Directives 1, 2 
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