THE GOVERNMENT OF THE HONG KONG
SPECIAL ADMINISTRATIVE REGION
DEPARTMENT OF HEALTH
OFFICE FOR REGULATION OF
PRIVATE HEALTHCARE FACILITIES
6/F, GUARDIAN HOUSE,

32 Ol KWAN ROAD,

WAN CHAI, HONG KONG

EERANTHERRE
@;E =
LhEBREEBERENLE

EEEBIERE 3258
ENBFEARE61Z

KE SR Our Ref.: (1) in DH/ORPHF/18/25/22 Pt.12
TR ERHE SR Your Ref.:
B s Tel..(852) 3107 8451

B {8E Fax: (852) 2117 0436

9 September 2026

Dear Licensees of Private Healthcare Facilities and Licence Applicants,

Update on Regulatory Requirements on the Use of

Injectable and Infusible Products in Licensed Private Healthcare Facilities

This serves to inform all licensees and licence applicants of the updated
regulatory requirements governing the use of injectable and infusible products in
private healthcare facilities (“PHFs”) licensed under the Private Healthcare Facilities
Ordinance (Cap. 633). The updated requirements, endorsed by the Advisory
Committee for Regulatory Standards for Private Healthcare Facilities, cover three
product categories: pharmaceutical products, human organ / human tissue products
under the Human Organ Transplant Ordinance (Cap. 465) and medical devices.
Details are as follows.

I. Pharmaceutical products

Under the Pharmacy and Poisons Regulations (Cap. 138A), a subsidiary
legislation of the Pharmacy and Poisons Ordinance (Cap. 138), pharmaceutical
products (“PPs”) must be registered with the Pharmacy and Poisons Board of Hong
Kong (“the Board”) before they can be sold, offered for sale, distributed or possessed
for the purposes of sale, distribution or other use in Hong Kong. Import and export of
PPs are subject to the control of the Import and Export Ordinance (Cap. 60). Where
the use of an unregistered PP is necessary for the purpose of treatment by a registered
medical practitioner or a registered dentist of a particular patient, the import of such PPs
must be covered by a valid import licence issued under Cap. 60.
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Licensed PHFs must keep complete procurement records of PPs. If the
unregistered imported PPs are imported for treatment of particular patients by registered
medical practitioners or registered dentists, the relevant documentation such as import
licence must be retained.

For detailed classification of products as PPs, please refer to the updated
Guidance Notes on Classification of Products as “Pharmaceutical Products” under the
Pharmacy and Poisons Ordinance (Cap. 138) (April 2026)
(https://www.ppbhk.org.hk/eng/doc/guidelines_forms/Guide_on_PRClass_en.pdf) issued by
the Board.

II. Human organ / human tissue products under the Human Organ Transplant
Ordinance (Cap. 465)

Products containing processed human organs or tissues for transplant purposes
(e.g. skin and bone graft products) are regulated under the Human Organ Transplant
Ordinance (Cap. 465). Before clinical use, all such products must either have been
granted exemption by the Director of Health or otherwise fully comply with the statutory
requirements of Cap. 465.

Apart from the regulatory requirements under Cap. 465, please be further
reminded that transplant of any cell, tissue or organ is described in column 2 of
Schedule 3 to the Private Healthcare Facilities Ordinance (Cap. 633). Therefore,
injection or infusion of human organ / human tissue products (except for the procedures
described in column 3 of Schedule 3 to Cap. 633) cannot be conducted in clinics under
Cap. 633.

I11. Medical devices

Since 2004, the Department of Health (“DH”) has introduced the Medical
Device Administrative Control System (“MDACS”), a voluntary listing system, to
ensure that medical devices (“MDs”) supplied in Hong Kong meet the safety, quality
and performance requirements.

To further protect patient safety and to provide sufficient time for licensed PHFs
to source compliant alternatives, the requirement that all injectable and infusible MDs
used in licensed PHFs must be listed under MDACS will take effect on 1 March
2027. This requirement on MDs includes all injectable dermal fillers and injectable
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mucous membrane fillers.
PHFs are strongly advised to liaise with product suppliers promptly to verify

product compliance and ensure that all injectable and infusible MDs used in their
facilities are listed under MDACS by the effective date.

Checking product registration / exemption status

To check whether a product is a registered PP, a regulated product exempted
under Cap. 465 or a listed MD, you may consult your supplier or refer to the following
official databases:

(i) Drug Office — Drug Database:
https://www.drugoffice.gov.hk/eps/do/en/pharmaceutical _trade/search_drug
database.html;

(i) Health Technology and Advisory Division — Register of Exemptions:
https://www.dh.gov.hk/english/useful/useful _hot_exemption/useful _roe.html;
and

(ili) Medical Device Division — List of Medical Devices:
https://www.mdd.gov.hk/en/mdacs/search-database/list-md/index.html

Summary

All injectable and infusible products used in licensed PHFs must fall within
one of the following categories:

1. Pharmaceutical products registered under Cap. 138A (or pharmaceutical
products exempted from registration under Cap. 138A, for example, imported
and used for treatment of a particular patient by a registered medical practitioner
or a registered dentist covered by a valid import licence issued under Cap. 60);

2. Human organ / human tissue products in compliance with Cap. 465; or

3. Medical devices listed under MDACS.

Update to codes of practice

The codes of practice (“CoPs”) for private hospitals, day procedure centres and
clinics will be revised to incorporate the above updated requirements. The DH intends
to publish the revised CoPs in the Gazette in the fourth quarter of 2026. The revised
CoPs, except for the sections on injectable and infusible MDs, will take effect one month
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after publication in the Gazette. The requirement for using injectable and infusible
MDs listed under MDACS will take effect on 1 March 2027.

Compliance with the CoP is a condition for the issuance and renewal of licences.
Under section 47 of Cap. 633, the licensee is wholly responsible for the operation of the
PHF, including ensuring full compliance with the CoP. The Director of Health may
revise the CoPs from time to time; licensees are therefore advised to visit the website of
the Office for Regulation of Private Healthcare Facilities
(https://www.orphf.gov.hk/en/home) regularly for updates.

To facilitate a better understanding of the regulatory requirements, a set of
Frequently Asked Questions is attached at the Annex for your reference. Should you
have any enquiries, please contact the following:

Matters Telephone Email
Related to regulation of PHFs 3107 8451 orphf@dh.gov.hk
Related to regulation of PPs 2961 8857 pharmgeneral@dh.gov.hk
Related to regulation under Cap. 465 | 2961 8944 hot_rpe@dh.gov.hk
Related to listing of MDs 3107 8484 mdd@dh.gov.hk
Yours faithfully,
z‘;a/
(Dr Joanna LEUNG)
for Director of Health

cc. Chief Medical Executives of Licensed Private Healthcare Facilities
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Annex
Frequently Asked Questions

Q1 | What are the updated requirements for the use of injectable and infusible
products in licensed private healthcare facilities (“PHFs”)?

Al | The Advisory Committee for Regulatory Standards for Private Healthcare
Facilities has endorsed updated regulatory requirements governing the use of
injectable and infusible products in licensed PHFs.

All injectable and infusible products used in licensed PHFs must fall within one

of the following categories:

(i) Pharmaceutical products (“PPs”) registered under the Pharmacy and
Poisons Regulations (Cap. 138A) (or PPs exempted from registration under
Cap. 138A);

(i) Human organ / human tissue products in compliance with the Human
Organ Transplant Ordinance (Cap. 465); or

(iii) Medical devices (“MDs”) listed under the Medical Device Administrative
Control System (“MDACS”).

The codes of practice (“CoPs”) for licensed PHFs will be revised accordingly.
The Department of Health intends to publish the revised CoPs in the Gazette in
the fourth quarter of 2026. The revised CoPs, except for the sections on MDs,
will take effect one month after publication in the Gazette. The requirement for
using injectable and infusible MDs listed under MDACS will take effect on 1
March 2027.
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Q2 | What are the legal requirements governing the use of unregistered PPs?

A2 | Regulation 36(1A) of Cap. 138A stipulates circumstances or conditions under
which possession or use of PPs could be exempted from registration. Examples
are PPs possessed or to be used for treatment of a particular patient by a
registered medical practitioner or a registered dentist. The import of PPs must
be covered by a valid import licence issued under the Import and Export
Ordinance (Cap. 60).

Q2 | fiE IR &MV BRI EBEAHITEK ?

A2 | FAETEBIE 138A E5E 36(LA)RIGIHE M IFILERIE N B FHYEE
Pl ap M ER R AT o B0 - PRk M A B o B Ry B R e AT
B GRS PRI SEEIE A o SERISELSRAHE CLUVRAREE CHEEL DIRGT) (58
60 &) fEHAHVHELFTAEE -

Q3 | What are human organ / human tissue products in compliance with the
Human Organ Transplant Ordinance (Cap. 465)? Can | provide them to
patients?

A3 | Products containing processed human organs or tissues for transplant purposes
(e.g. skin and bone graft products) are regulated under Cap. 465. Before use,
registered medical practitioners and registered dentists must ensure that such
products have either been granted exemption by the Director of Health or
otherwise fully comply with the requirements of Cap. 465.

Apart from regulation under Cap. 465, please be reminded that transplant of any
cell, tissue or organ is a procedure described in column 2 of Schedule 3 to the
Private Healthcare Facilities Ordinance (Cap. 633). Therefore, injection or
infusion of human organ / human tissue products (except for the procedures
described in column 3 of Schedule 3 to Cap. 633) cannot be performed in clinics.

The above requirements regarding Cap. 465 and Cap. 633 are already in force
and must always be observed.
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Q4 | Will there be a transition period for the new requirement on the use of
injectable and infusable MDs in licensed PHFs?

A4 | To enhance patient safety and to provide sufficient time for licensed PHFs to
source compliant alternatives, the requirement that all injectable and infusible
MDs used in licensed PHFs must be listed under MDACS will take effect on 1
March 2027.

PHFs are strongly advised to liaise with product suppliers promptly to verify
product compliance and ensure that all injectable and infusible MDs (including
injectable dermal fillers and injectable mucous membrane fillers) used in
their premises are listed under MDACS by the effective date.
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