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 Mandatory Government Enforced 

 
 Formal Legal Requirements- Directives 

 
 Can Require Formal Recognition and 

Representation/Fees/Inspections 
 

 Not Always Accepted or Based on Harmonized 
International Standards 
 

 IEC-International Standards Can Differ from 
US/Canada: More Stringent 
 
 
 



 
 Electrical and Product Safety 

 
 Electromagnetic Compatibility/Wireless Transmitters 

 
 Medical Equipment and Accessories 

 
 Ancillary Standards 

 
 Recycling  

 
 Global vs. United States Requirements 

 
 
   

 
 



 Most Countries Have FDA type of Regulatory Body 
 

 Have a Formalized Approval Process-Type of Product 
 

 Require a Formalized ISO Quality System-ISO 13485 
 

 Most Use International IEC /ISO Harmonized Standards  
 

 Include Additional Risk Assessment-ISO 14971 
 

 Many Countries Require a Registered Recognized 
Entity/Legal Representative 
 
 
 
 
 

 
   

 
 



 
 Operational, Electrical, Fire, Shock, Hazards, Worker Safety 

 
 IEC 60601-1  3rd Edition  General Requirements 

 
 IEC 60601-  Ancillary Standards ( 51 separate additions-not all 3rd 

edition ) 
 
◦ IEC 60601-1-4  Programmable Electrical Medical Systems 
◦ IEC 60601-1-8 Alarms 
◦ IEC 60601-2-2 High Frequency Surgical Equipment/Accessories 
◦ IEC 60601-2-4 Defibulators 
◦ IEC 60601-2-10 Nerve and Muscle Stimulators 
◦ IEC 60601-2-18 Endoscopes 
◦ IEC 60601-2-24 Infusion Pumps 
◦ IEC 60601-2-25 Electrocardiographs 
◦ IEC 60601-2-31 External Pacemakers 
◦ IEC 60601-2-33 Magnetic Resonance Equipment for Diagnosis 

 
 

 
   

 
 



 Government Regulatory Requirements  IEC 60601-1-2 
 

 Emissions-Specific Limits Radiated and Conducted 
 

 Immunity – Effects of Unwanted Interference 
 
◦ Radiated Electric Fields- up to 200 V/m in 4th edition 

 
◦ Radiated Magnetic Fields 

 
◦ Induced Transients and Surges 

 
◦ Electrostatic Discharge 
 
 

 Wireless Formal Requirements: Bluetooth or Wi Fi 
 

 Includes Accessories 
 

 
 

   
 
 



 Based on the EU Directives- Loses Exemption 
 
◦ RoHS-Reduction of Hazardous Substances 

 
 Severely limits the use of Lead, Mercury , Cadmium, 

hexavalent chromium, Polybrominated Biphenyls, 
Polybrominated Biphenyl Ethers  

 
◦ REACH-Registration, Evaluation, Authorization and 

Restriction of Chemicals  
 Identify amount of restricted chemical brought in over 1 

ton per year-  
http://echa.europa.eu/web/guest/candidate-list-table 

 



 US Compliance Standards Not Readily Accepted 
 
 

 Many Countries Require In County Testing Only 
 
 

 Formal Requirements for In Country Representative 
 
 

 Require Formal Registration Body 
 
 

 Annual Factory Audits and Registration Fees 
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 Determine Market Countries 

 Know Internal Quality Requirements 

 Consider Regulatory Laws 

 Review Compliance Path-Standards  

 Review Representative Status 

 Maintaining On Going Regulatory Status 
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