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BARRIERS 
• EU Legal Barriers 

 RoHS and the MDD make impossible to import used medical devices for refurbishment 
 Recovered spare parts cannot be used after 2021 unless they are compliant with the new ban of 4 phthalates 
 REACH article 33 requires information on chemicals contained in refurbished equipment  
 REACH Annex XVII restrictions and Annex XIV authorizations do not recognize the “repaired as produced” principle 
 REACH and RoHS forbid the use of recovered parts in the manufacturing of new products 

• International “technical” trade barriers 
 Eurasian Custom Union RoHS 
 China RoHS and WEEE 
 Korea RoHS and REACH 
 United Arab Emirates RoHS 
 USA chemical policy 
 Canada chemical policy 
 Brazil, Mexico, Peru WEEE-like legislation 
 The Basel Convention Technical Guidance  on TBM of e-waste 

• Global market fragmentation 
 China 
 Argentina 
 Brazil 
 India 
 Turkey 
 Malaysia 
 Thailand 
 Vietnam 

 

 

 



COCIR STUDY  
with EDIF ERA 

IMPACT OF THE ROHS  DIRECTIVE 

ON THE MEDICAL IMAGING SECTOR 

 



BENEFITS 



ROHS BUSINESS IMPACT 



ROHS BUSINESS IMPACT 



ROHS IMPACT ON REFURBISHMENT 



ROHS SIDE EFFECTS: CIRCULAR ECONOMY NOW 
BROKEN 

After having been common practices for 20 years or more, on 22 July 2014: 

1. The reuse of recovered spare parts have been halted by RoHS. Industry 
found a temporary solution by submitting an exemption request in 2013 
that has not yet been approved and published. 

2. The reuse of recovered spare parts for the manufacturing of new medical 
devices has been halted by RoHS. 

3. The import of medical equipment for refurbishment has been halted by 
RoHS cutting down the market almost 30% 

UNLIKE OTHER SECTORS WHERE LEGISLATION COULD BE AMENDED TO 
PROMOTE CIRCULAR ECONOMY, IN THE MEDICAL IMAGING SECTOR ROHS 
HALTED ALREADY ESTABLISHED PRACTICES! 



RESTORING CIRCULAR ECONOMY PRACTICES 

Actions to be taken to restore circular economy halted by RoHS: 

1. Set once and for all in RoHS legal text that reuse of recovered spare parts for repair and 
refurbishment has positive environmental benefits and is allowed. 
• Exemption 31a, once approved, only offers a temporary solution. As suggested by the EC consultant, Oeko 

Institute, a definitive solution has to be developed. 

2. Allow the use of recovered spare parts in the manufacturing of new products 
• This is the best form of reuse. It has been applied successfully by many sector but it is not forbidden to the 

medical imaging sector. 
• As shown, there is a 2,4% difference between new RoHS parts and old non-RoHS parts, therefore the 

environmental benefits overwhelm the possible impacts (if any at all). 

3. Exclude CE marked refurbished medical imaging devices from article 4 paragraph 1 of the 
RoHS Directive 
• RoHS will keep changing every few years blocking de facto reuse. 
• In the framework of circular economy medical devices should be given a “passport” for at least 2 life cycles 

(new and refurbished). 
• Excluding refurbished medical imaging devices is the easiest and definitive solution to allow and promote the 

reuse of medical imaging devices. There is not a single reason why this exclusion should not be included in 
RoHS. 

 



GUIDING PRINCIPLES FOR ACTUAL AND 
FUTURE EU LEGISLATION 

MAKING CIRCULAR ECONOMY A REALITY 



PRINCIPLES 

Principle 1: The global approach 
• The medical device market is a global market. MDs are produced in order to comply 

will all global applicable regulations and requirements so that they can be sold in any 
country. Circular economy can be successful only when implemented on a global 
scale. Regional policies are destined to fail as the economic system cannot be circular 
as long as input and output are un-accounted for, due to import/export (e.g. RoHS). 

Principle 2: Cost effectiveness of reuse 
• Refurbished products are less expensive for hospitals and healthcare providers while 

they deliver top quality service and benefits for patients. A refurbished equipment 
which cannot be at least 20-30% cheaper  than a new equipment has virtually no 
market. Unnecessary requirements, barriers or restrictions which are going to have 
an economic impact on refurbishment may result in making refurbishment un-
economical (e.g. shipment of used equipment under waste regime). 

 

 


