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Facilitating SaMD Software Changes

• A new pathway for manufacturers to implement SaMD software changes, including AI related
software changes, in a timely manner after device registration

• To establish confidence through good quality management practices, by demonstrating excellent
capabilities in SaMD development, verification/validation, post-market surveillance/vigilance. Thus,
proactively maintaining and improving the safety, efficacy and cybersecurity of their SaMDs

• Allow manufacturers to have better transparency and predictability in regulatory clearance for future 
software changes and facilitate faster implementation of significant software changes

• This initiative will be optional and can be enrolled through premarket registration process

• MDC will conduct industry consultation and focus group discussion to seek inputs and refine the 
approach



Line Extension Pathway

• A new pathway for line extension models to avoid duplicate review of previously 
reviewed data by HSA

• Previous model must be registered with HSA
• Line extension models are required to leverage on the same dataset as the 

previous model due to product similarity

• Potential to enhance the efficiency of the review process for line extension models

• This initiative is optional and can be enrolled through premarket registration 
process

• MDC will communicate to industry stakeholders on the details of the qualifying 
criteria at a later date



Cybersecurity Labelling Scheme for 
Medical Devices – CLS(MD)

Dr Alvin Lee 
Deputy Director (Analytics & Capacity Building),
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Labelling schemes are not new…
IT

• US Cyber Trust Mark
• Australia’s Smart Devices Cybersecurity 

Labelling Scheme
• Singapore’s Cybersecurity Labelling Scheme

Non-IT
• Singapore

• Water Efficiency Labelling Scheme (WELS)
• Mandatory Energy Labelling Scheme (MELS)
• Green Labelling Scheme

• Australia’s Water Efficiency Labelling and 
Standards (WELS) Scheme

• Australia’s and New Zealand’s Equipment 
Energy Efficiency (E3) program



Burning platform 
– Patient safety at 
stake
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Stakeholders
Benefits

Consumers

ManufacturersRegulators

1. Improve standards of 
devices

2. Shared responsibilities

1. Improve consumer safety
2. Empowered through transparency
3. Nudged towards important goals 

1. Clear standards to 
uphold and enforce

Main Objectives



Scope of CLS(MD)



CLS(MD) framework – a 
collaboration among 4 agencies
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Sandbox
• Started since October 2023 for nine months

• Finalise scheme requirements
• Test operational workflow

• 36 devices committed with 19 applications 
submitted

• Provide labels at the end of the sandbox for 
successful devices



Follow-up
• Keen to work with IMDRF, or other 

regulators

• Share our experience and knowledge

• Improve cybersecurity standards for 
connected medical devices

• Discussion on how to adopt the standards 
within CLS(MD) into an equivalent ISO 
standard for MDs

• More details of CLS(MD) at 
www.csa.gov.sg/our-
programmes/certification-and-labelling-
schemes/cls-md

http://www.csa.gov.sg/our-programmes/certification-and-labelling-schemes/cls-md
http://www.csa.gov.sg/our-programmes/certification-and-labelling-schemes/cls-md
http://www.csa.gov.sg/our-programmes/certification-and-labelling-schemes/cls-md


Questions
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