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Agenda

• European Union’s Medical Device 
Regulations/In Vitro Diagnostic Regulation 
(EU MDR/IVDR)

• Singapore’s Mandatory Packaging Reporting 
(MPR)



EU MDR/IVDR - Status

• The local association (SMF MTIG) has shared 
a position paper with Singapore HSA back in 
Mar 2020 to facilitate EU MDR/IVDR product 
changes. 

• There has been follow-up discussions with 
HSA on our recommendations. 

• Work is still in progress.



EU MDR/IVDR - Challenges & 
Recommendations

Challenges

• Foresee a ‘tsunami’ of applications from EU 
MDR/IVDR

• If the regulatory framework remains unchanged, it 
will overwhelm both the regulator/industry.

Recommendations

• For local health authority to partner with their local 
industry to review their regulatory framework to 
facilitate product changes from EU MDR/IVDR

• Exemption for simple changes (e.g. symbols)
• Bundling for similar changes across different 

products/licenses



Singapore’s Mandatory 
Packaging Reporting – Why?

• To bring greater awareness to companies on the 
potential benefits for packaging reduction within their 
business operations

• To spur companies to take action to reduce the amount 
of packaging used and packaging waste disposed of, 
and offer flexibility for companies to implement 
measures

• To prepare companies for the Extended Producer 
Responsibility (EPR) framework for packaging waste 
management, which will be implemented no later than 
2025

• Packaging data collected could aid in future review and 
development of policies and programmes on 
packaging waste management



Singapore’s Mandatory 
Packaging Reporting – Who?

Companies that meet all the following criteria 
are required to comply with the mandatory 
packaging reporting requirements under the 
RSA:

• Carries on a business of supplying regulated 
goods in Singapore

• Meet the prescribed threshold criteria (annual 
turnover >S$10m)

• Imports specified packaging as per S19(2)(a) 
or uses specified packaging as per S19(2)(b) 
of the RSA



Singapore’s MPR – What?

Companies that meet the prescribed threshold 
criteria will be required to:

• Submit annual reports on specified packaging 
imported/used and 3R plan for packaging in 
Singapore based on prescribed requirements

• Keep records related to reports and plans 
based on prescribed requirements and 
retention period



Singapore’s MPR – How?



Singapore’s MPR – When?



Thank you


