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By Fast-tracking Novel Medical Devices, “Novo Lane” Ensures Citizens’
Access to Advanced Technologies
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The Department of Health’s Medical Device Division has established the “Novo Lane” to accelerate the
approval of *eligible innovative medical devices, facilitating citizens to access advanced technologies

sooner. In addition, we also continuously conduct post-market monitoring to ensure product safety and
performance, safeguarding public health.
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As at 9 July 2026, no. of innovative MD listings under MDACS:
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“f.__-}_i,,,- *Eligible Innovative Medical Devices should possess any of the following:
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Unique feature without
existing equivalence on the
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(e.g. “BlIFTsaaER” in NMPA or
“De Novo Approval” in FDA)
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For detailed requirements of listing application, please refer to the latest Guidance Documents
GN-02 and GN-06.
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