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Regenerative Medicine

Background

Regenerative Medicine Advance Therapy (RMAT) Designation granted by

FDA serves to expedite development of beneficial regenerative medicine therapies.
Sponsors of certain cell therapies, therapeutic tissue engineering products, human
cell and tissue products, and certain combination products may obtain the RMAT
designation if there is preliminary clinical evidence indicating that the drug has the
potential to address unmet medical needs for certain diseases or conditions with the
submission of an investigational new drug application.

RMAT of the above sponsors may not fall into classical categories or in the form of
Pharmaceutical (small molecule drugs), Biologics or Medical Devices, thus being
excluded.

Proposal

As RMAT can very much improve quality of life as well as prolong life expectance, it
would be beneficial if HKEX can consider an expansion of Point 75, to include RMAT,
per following comment:




Regenerative Medicine Advance Therapy (RMAT) Designation

In case of a Core Product that is a new regenerative medicine product, the applicant
must demonstrate that it has at least completed one clinical trial conducted on
human subject and the relevant Competent Authority has no objection for it to
commence Regenerative Medicine Advance Therapy (RMAT) Designation.

If you need further information, please do not hesitate to contact me. You can seek
for more information from FDA websites (or others):
https://blogs.fda.gov/fdavoice/index.php/2017/03/this-is-not-a-test-rmat-designation-

goes-live/

Thanks for considering the above comment and congratulate every success of HKEX

Best regards,
Simon, YEUNG Sze Man
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