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Chapter 3 – Proposed Regulations for Advanced Therapy Products 

Extract from Consultation Document Comments from the Institution 

Risk-based Approach 
 
3.1 Having studied the regulatory frameworks for advanced therapies in 
various overseas jurisdictions, the Government proposes to adopt a similar 
approach to designate high-risk cell and tissue-based products as ATPs and be 
regulated as pharmaceutical products under the Pharmacy and Poisons 
Ordinance (PPO) (Cap. 138). Low-risk cells and tissues therapies will be 
regulated under a separate regulatory framework. Chapters 3 and 4 lay out the 
proposed regulations and way forward. 
 

 
 
Agree in principle for the introduction of risk classification on Advanced 
Therapy Products (ATPs). 

Regulatory framework for ATPs 
 
3.2 To protect the public health and to be in line with international practice, 
the following elements would be included in the proposed regulatory 
framework: 
 

 
 
Nil. 

Area 1 - To provide a definition for “Advanced Therapy Product” 
 
3.3 Due to the complexity of ATPs and the differentiation in the nature and 
uses between low-risk and high-risk cells and tissues therapies, a precise 
definition for ATPs is required to clearly define the scope for regulation. 
 

 
 
Agree in principle. 
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3.4 It is noted that the definitions of ATPs varies across different 
jurisdictions. To be in line with international practice, it is proposed to adopt the 
EU definition for ATP, which provides a comprehensive and precise scope for 
ATP (known as advanced therapy medicinal products (ATMP) in EU 
Legislation). The reason for adopting the EU definition is because the definition 
of medicinal products in EU Legislation has also been adopted in defining 
pharmaceutical product in PPO. 
 

Agree in principle on adopting the European Union’s (EU) definition for ATPs. 

3.5 Based on the EU definition, ATP refers to any of the following 
products intended for human use: 

- a gene therapy product 
- a somatic cell therapy product 
- a tissue engineered product 

 

Agree in principle. 
 

3.6 In addition, „combined advanced therapy product‟, i.e. an ATP 
incorporate one or more medical devices, is also regulated as pharmaceutical 
product because whatever the role of the medical device, the principle mode of 
action of the combination product rests with the pharmacological, 
immunological or metabolic action of the cells or tissues. 
 

Agree in principle. 
 

3.7 The proposed definition for ATP and some related definitions are set 
out in Annex D. One should note that the current proposal covers advanced 
therapy products intended for use in human but not animal, as ATP for animal 
use are yet to be regulated in overseas jurisdictions. 
 

Agree in principle. 
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Area 2 - To ensure the quality and safety of cells and tissues that used for 
the production of ATPs 
 
3.8 The quality and safety of the source cells or tissues are very crucial for 
ensuring the quality and safety of ATP. Quality and safety standards for the 
donation, procurement, testing, processing, preservation, storage and 
distribution of human tissues and cells would be set. 
 

 
 
 
(1) The quality and safety of the ATPs shall be subject to the source and 

application. It would be difficult to have a universal standard to assess the 
quality, safety, efficacy, processing and storage of different ATPs. 
 

(2) An advisory board/council consisted of expertise in the related field is 
necessary to assess on a case by case basis. 

 

3.9 In addition, when donation of human cells or tissues is involved, the 
donation should be voluntary and unpaid. Anonymity of both donor and 
recipient, and altruism of the donor and solidarity between donor and recipient 
should be observed. 
 

Agree in principle. 
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Area 3 - To require all facilities that produce ATPs to obtain a licence and 
comply with prescribed standards 
 
3.10 Due to the high-risk and complex nature of ATPs, the facilities that 
produce ATPs should be regulated through a licensing system. They should fully 
comply with GMP and other standards as set by the regulatory authority, 
including those facilities (even facilities within the hospital) that produce ATPs 
on a non-routine basis for the treatment of an individual patient or for the 
purpose of conducting clinical trial8. 
 

 
 
 
(1) A more flexible assessment scheme is required for academic institutions and 

public hospital to enhance the development of ATPs targeting unmet 
medical needs. (in particular for those important pilot studies on very 
limited scale trials that was approved by appropriate Ethical Committees 
and under strict supervisions) 
 

(2) ATPs are cell-based therapy which is different from drugs which are 
chemical-based. As such, pharmacist may not be the most suitable person to 
be the qualified person (QP). 

 
(3) A clearer guideline on the qualification, roles and responsibilities of QP in 

the production of ATPs is required to facilitate local development of ATPs, 
for example, whether the Department of Health or designated institute will 
provide training to QP and other professionals such as quality control and 
product managers. 

 

3.11 It is noted that some overseas jurisdictions promulgate separate GMP 
guide for the production of ATPs. The regulatory authority will review these 
standards and provide appropriate guidelines for local trade. 
 

(1) The regulatory environment for ATPs is complex and evolving rapidly in 
different regions. It is appreciated that Department of Health is working to 
provide appropriate guidelines for local manufacturing and application of 
ATPs.  
 

(2) Before such guidelines are established, the Department of Health as 
regulatory authority and inspector is expected to have frequent and early 
interaction with academic institutions and industry. It is essential to ensure 
collaborative discussions and to set the GMP standards for the development 
of ATPs targeting different purposes.  
 

                                                           
8 Manufacturing of other pharmaceutical products for the purpose of conducting clinical trial should also be licensed. 
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Area 4 – To require ATPs to obtain approval prior to import/export, 
marketing and clinical trial 
 
3.12 Currently, the Pharmacy and Poisons Regulations (PPR) (Cap. 138A) 
provides that pharmaceutical products must fulfil the criteria of safety, efficacy 
and quality, and be registered with the Pharmacy and Poisons Board of Hong 
Kong (PPB) before it could be marketed. Exemption applies to the possession 
and use of pharmaceutical product for the purpose of treatment by a registered 
medical practitioner or a registered dentist of a particular patient. 
 

Nil. 

3.13 The PPR also provides that a person must not conduct a clinical trial on 
human being except in accordance with a clinical trial certificate issued to the 
person. In addition, the Import and Export Ordinance provides that import and 
export of pharmaceutical products must under and in accordance with an import 
licence or export licence. 
 

Nil. 

3.14 As with all other pharmaceutical products, the above regulations and 
requirements should also apply to ATPs. 
 

Nil. 

Area 5 - To provide specific labelling requirements for ATPs 
 
3.15 Due to the unique nature of ATPs, an adequate system to ensure the 
traceability via record maintenance and an appropriate labelling system should 
be established. This would also make it possible to verify compliance with 
quality and safety standards if necessary and at the same time protect the 
anonymity of both the donor and patient. Information such as unique donation 
or donor identifiers and product codes should be labelled on the immediate 
packaging of ATPs. For autologous products, unique patient identifiers and a 
statement like “for autologous use only” should be labelled as well to avoid 
mixing up. 
 

Agree in principle. 
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Area 6 - To provide specific record keeping requirements for ATPs 
 
3.16 Enhanced record keeping requirement facilitates the long-term safety 
and efficacy monitoring of ATPs, product tracing and recall. Taking reference 
from the EU, the Government proposes to require the manufacturers and/or 
product registration holders to keep record on all starting and raw materials, 
production process, packaging, storage, transport, and the medical practitioner 
who is responsible for the use of the product. 
 

 
 
Agree in principle. 

3.17 ATP is a recent development and the scientific development in the field 
evolves very rapidly. There is little information on its safety and efficacy thus a 
longer record keeping requirement to ensure sufficient monitoring and tracing is 
required. The above record should be kept for at least 30 years after the expiry 
date of the product. Special provisions should also be in place to deal with 
situations like insolvency or transfer of the licence. 
 

(1) It is agreed that safety and efficacy follow-up data generated during 
development is essential to support marketing authorization application in 
future. In US, the retention time for traceable records for ATPs is at least 10 
years (21 CFR 1271.270). Such discrepancy in retention period could be due 
to many reasons, but it raises the concern that the record retention period 
should be established on a type by type basis (for example, somatic cell 
therapy vs gene therapy vs combined ATPs).  

 
(2) Record traceability without follow-up data could not contribute to 

evaluation on safety and efficacy of ATPs. For such long retention 
requirement (proposed to be 30 years), a long term follow-up system is 
required. This may not be feasible and tangible for most small-scale clinical 
trials initiated by academic institutions, which are heavily rely on funding 
support on short term basis. The continuity of record keeping for such long 
period is of concern. 
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Area 7 - To require suppliers of ATPs to report adverse events related to 
the use of ATPs 
 
3.18 As the experience of using ATPs is still very limited, it is important for 
the manufacturers and/or registration holders of ATPs to monitor the efficacy 
and adverse reactions of ATPs after use. Risk management plan should be in 
place and the suppliers should also report serious adverse reactions related to 
the use of ATPs to the regulatory authority within a specified time frame. Similar 
requirements are in place (as registration and licensing conditions) for suppliers 
of pharmaceutical products. 
 

 
 
 
Nil. 
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Chapter 4 - Proposal to Amend the Pharmacy and Poisons Ordinance 

Extract from Consultation Document Comments from the Institution 

4.1 In Hong Kong, the PPO is the key ordinance that regulates 
pharmaceutical products or medicines. The PPO and its Regulations set out the 
requirements for product registration, licensing of the manufacturing facilities, 
compliance with the GMP Guide, clinical trial authorisation, supply and 
distribution of pharmaceutical products. Based on the above rationales and to be 
in line with international practice, it is proposed that ATPs be regulated as 
pharmaceutical products under the PPO, which would be amended to cater for 
the unique nature of ATPs. 
 

Agree in principle that ATPs cannot be regulated in the identical standard as to 
traditional therapeutic drugs. 

4.2 The definition of pharmaceutical product in the PPO was mainly 
adopted from the EU Legislation (known as medicinal products). 
Pharmaceutical products or medicines means any substance or combination of 
substances – 

(a) presented as having properties for treating or preventing disease in 
human beings or animals; or 

(b) that may be used in, or administered to, human beings or animals, either 
with a view to – 
(i) restoring, correcting or modifying physiological functions by 

exerting a pharmacological, immunological or metabolic action; or 
(ii) making a medical diagnosis 

 

Nil. 
 

4.3 The above definition of pharmaceutical products did not make 
reference specifically to ATP. While ATPs developed so far fall under the 
definition of pharmaceutical products under the PPO, given the potential for 
further development, it would be prudent to examine the requirements to clarify 
in our law that pharmaceutical products cover ATP for avoidance of doubts. 
 

Nil. 
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4.4 It is proposed to amend the definition of pharmaceutical products 
under section 2 of the PPO to include ATP (i.e. those definitions presented in 
Annex D). With the amendment to the definition of pharmaceutical products, 
requirements for these products under the PPO and other relevant ordinances 
would be applied. These include registration prior to marketing, licensing of 
manufacturers and distributors, import/export control, prior approval for 
clinical trials, i.e. Areas 3 and 4 mentioned in Chapter 3. Current exemption 
under the PPR to possess and use pharmaceutical product for the purpose of 
treatment by a registered medical practitioner or a registered dentist of a 
particular patient continues to apply. 
 

Nil. 

4.5 It is also required to make modifications to provide for additional 
requirements having regard to the unique nature of ATPs as set out in Chapter 3 
above in order to provide sufficient protection to patients and to ensure the 
quality of ATPs prepared for human use. 
 

Nil. 

4.6 The control of cells and tissues for the production of ATPs (Area 2) 
involves the regulation of standards for the donation, procurement, testing, 
processing, preservation, storage and distribution of cells and tissues. It is 
proposed that such control to be implemented via licensing conditions for 
manufacturers. Guidelines and standards would be prepared and promulgated to 
local trade from time to time to ensure responsiveness to latest international 
development and practice. 
 

Nil. 
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4.7 The current PPR provides that manufacturers and distributors of 
pharmaceutical products must obtain relevant licences. Licensed manufacturers 
are also required to fully comply with GMP guide. Due to the risks and complex 
nature in the manipulation and preparation of ATP, it is proposed to amend the 
definition of manufacture to ensure that anyone who manipulate and prepare 
ATPs for the purpose of clinical trials or for the purpose of treatment of a 
particular patient requires a licence and to fully comply with GMP guide. 
 

Nil. 

4.8 To include additional labelling requirements (Area 5) for ATPs, it is 
proposed to amend section 31 of the PPR. The unique donation identifiers/ 
product codes and patient identifiers should be labeled in formats specified by 
the PPB. 
 

Nil. 

4.9 It is also proposed to amend sections 35 and 39 of the PPR to include 
additional record keeping requirements (Area 6) for manufacturers and 
distributors of ATPs. Additional information on storage, transport, and the 
medical practitioner who is responsible for the use of the product should be 
recorded. These pieces of information, together with other records required for 
manufacturing and distributing pharmaceutical products, should be kept for at 
least 30 years after the expiry date of the product. Provisions on handling of the 
records during situations like insolvency or transfer of licence would be added. 
 

Nil. 

4.10 Area 7, i.e. requirements on adverse reactions reporting, is already in 
place for pharmaceutical products as registration and licensing conditions. The 
existing regulations would also apply to ATPs upon the amendment of the 
definition of pharmaceutical products. 
 

Nil. 
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4.11 The above proposals are summarized in the following table: 
 

Regulation area Proposed action 

1. Definitions for ATPs Amend section 2 of PPO 

2. Regulation of cells and tissues for 
ATPs 

To be included as licensing 
conditions 

3. Licensure requirements for 
manufacturers of ATPs 

Amend section 2 of PPO 

4. Prior approval for import/export, 
marketing and clinical trials 

Already covered by regulations for 
pharmaceutical products. No 
amendment needed 

5. Labelling requirements for ATPs Amend section 31 of PPR 

6. Record keeping requirements for 
ATPs 

Amend sections 35 and 39 of PPR 

7. Reporting of adverse reactions Already covered by regulations for 
pharmaceutical products. No action 
needed 
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Other Opinions 

 

 


