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https://www.elegislation.gov.hk

https://www.elegislation.gov.hk./


4

Regulation of Cells & Tissues Products

https://www.advancedtherapyinfo.gov.hk/cbb/en/doc/Guidance_for_Cell_and_Tissue_Products.pdf
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Pharmacy and Poisons (Amendment) Ordinance 2020

https://www.gld.gov.hk/egazette/pdf/20202430/es12020243019.pdf
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Scopes of ATP Regulation
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Relevant Guidance

https://www.drugoffice.gov.hk/eps/do/en/pharmaceutical_trade/atp_regulation.html


Classification 
of ATP
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Classification of ATP

To include ATP in PP Definition (S.2)

Existing Amended Version
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Classification of ATP

Definition of ATP (S.2)

New Provision
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Classification of ATP

Definition of Gene Therapy Product (S.2)

New Provision
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Classification of ATP

Definition of Somatic Cell Therapy Product (S.2)

New Provision
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Classification of ATP

Definition of Tissue Engineered Product (S.2)

New Provision
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Classification of ATP

Schedule for “Non-substantial” Manipulation

New Provision
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Definition of ATP

Guidance on Classification of ATP

https://www.drugoffice.gov.hk/eps/do/en/pharmaceutical_trade/atp_regulation.html


Record Keeping



Record 
Keeping
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Record Keeping
Guidance on Record Keeping for 

Licensed Manufacturers and Licensed Wholesale Dealers

https://www.drugoffice.gov.hk/eps/do/en/pharmaceutical_trade/atp_regulation.html
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Record Keeping

Transaction Records by WDL and ML
(Section 5 of the Guidance)



Labelling



Labelling
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Labelling

Guidance on Labelling Requirements of Product Code, UDI and URI for ATP

https://www.drugoffice.gov.hk/eps/do/en/pharmaceutical_trade/atp_regulation.html


23

Labelling

Product Code & Unique Donation Identifier
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Labelling

Unique Recipient Identifier (URI)



Manufacture



Manufacture



ADR Reporting



ADR 
Reporting
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ADR Reporting

Guidance for Pharmaceutical Industry – Adverse Drug Reaction Reporting Requirements
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ADR Reporting

Guidance for Healthcare Professionals – Adverse Drug Reaction Reporting
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ADR Reporting

Potential ADR of Concern
(Section 6.1 of the Guidance)



Import & 
Export



Import/Export
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Import/Export

Guidance on Application of Import and Export Licences

https://www.drugoffice.gov.hk/eps/do/en/pharmaceutical_trade/atp_regulation.html
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Import/Export

Scope of the Guidance
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Import/Export

Other relevant Legislation
(Section 9 of the Guidance)

https://www.dh.gov.hk/english/main/main_ph/main_ph.html
https://www.afcd.gov.hk/english/quarantine/qua_ie/qua_ie.html
https://www.afcd.gov.hk/english/conservation/con_gmo/con_gmo.html


Product 
Registration
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Product Registration

Guidance on Application of Certificate of Drug/Product Registration

https://www.drugoffice.gov.hk/eps/do/en/pharmaceutical_trade/atp_regulation.html
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Product Registration

Requirements specific to ATPs
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Product Registration

Regulated Product under HOTO

https://www.dh.gov.hk/english/useful/hot_exemption.html


Clinical Trial
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Clinical Trial

Guidance on Application of Certificate for Clinical Trial

https://www.drugoffice.gov.hk/eps/do/en/pharmaceutical_trade/atp_regulation.html
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Clinical Trial

Considerations specific to ATPs




