
 

 

 

By email and by mail 

01 June 2018        Your Ref:  DH DO/7-15/84 

 

 

Drug Office,  

Department of Health,  

Room 1856, 18/F, Wu Chung House,  

213 Queen’s Road East, Wan Chai,  

Hong Kong 

 

 

Dear Sirs, 

Public Consultation on Regulation of Advanced Therapy products  

 

Your letter dated 3 April 2018 on the captioned matter refers. Thank you for the opportunity 

to provide our views on the proposed regulatory framework. 

 

Overall The Li Ka Shing Faculty of Medicine, The University of Hong Kong, supports the 

proposal for Regulation of Advanced Therapy Products (ATP) to properly recognise and 

control their research and therapeutic use as it is important to safeguard such practices and 

can help to enhance safety for patients. 

 

The attachment contains our views and suggestions on the proposed regulatory framework 

as documented in the consultation document. 

 

If you have any questions on our views or suggestions, please do not hesitate to contact  Mr 

Dennis Fullgrabe on 3917-9414 or by email at: fulldenn@hku.hk.  

 

 

Yours sincerely 

 

 
Professor SY Leung 

Associate Dean (Research) 

mailto:fulldenn@hku.hk


Attachment 
 

- 1 - 
 

Public Consultation on Regulation of Advanced Therapy products (ATPs) 

 
General views 

Overall The Li Ka Shing Faculty of Medicine, The University of Hong Kong, supports the 
proposal for Regulation of Advanced Therapy Products (ATP) to properly recognise and 
control their research and therapeutic use as it is important to safeguard such practices and 
can help to enhance safety for patients. 
 
The proposed adoption of a risk-based approach, as has already been successfully 
implemented in other noted jurisdictions, and the designation of high-risk cell and tissue-
based products (as determined by the extent of manipulation and the intended use) as ATPs 
is supported.  
 
We also note that regulation of low-risk cells and tissues would be the next stage of work of 
the Government in this regard and look forward to a similar opportunity to comment on such 
proposals in due course. 
 
Regulation of ATPs as pharmaceutical products 

The proposal (para 4.1) to regulate ATPs as pharmaceutical products under the PPO, which 
would be amended to cater for the unique nature of ATPs, is supported. 
 
As noted (para 3.3), a precise definition for ATPs is required to clearly define the scope for 
regulation.  The ideal would be a global standard that facilitates a worldwide approach to 
licensing that saves on costs that could instead go toward research and development of new 
treatments.  However, as the consultation document notes, the definitions of ATPs varies 
across different jurisdictions. Under these circumstances, the proposal to adopt the EU 
definition for ATP will sufficiently enable the regulations to be in line with international 
practice.  The EU definition for ATP is both suitable and provides a comprehensive and precise 
scope for ATP. 
 
All facilities that produce ATPs to … comply with prescribed standards 
 
It is proposed (para 4.7) to amend the definition of ‘manufacture’ in the current PPR to ensure 
that anyone who manipulates and prepares ATPs for the purpose of clinical trials or for the 
purpose of treatment of a particular patient requires a licence and must fully comply with 
GMP guide and other standards as set by the regulatory authority. This includes 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 trial. 
 
We understand and support the basic principle for setting this ATP regulatory framework is 
to safeguard the safety and benefit of the public.  However, such regulatory measures should 
not become a barrier for new technological advancement which would also be for the benefit 
of the patients. How to balance this conflict requires careful differentiation between non-
profit experimental usages and those intended for commercial use. Under this principle, we 
believe that there should be some exemptions for the facilities within institutes under the 
governance of public hospitals or non-private academic institutions.  For instance, in many 
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countries, including UK and USA, most cell therapy or gene therapy facilities of prestigious 
Universities did not meet the full GMP standard when they started their programs for clinical 
trials. 
 
There are many examples in Hong Kong that might not come under the category of ATP but 
can be used as references in this regard. One of them is the bone marrow transplantation 
(BMT) lab inside our public hospitals. The first local BMT lab was built in early 90’s and has 
already saved hundreds of lives. However, it is still not accredited up to now due to practice 
limitations such as space restrain.  
 
Consideration should be given to provide exemptions for the facilities within institutes under 
the governance of public hospitals or non-private academic institutions. Without such 
exemptions, relevant innovation (with onward benefits to patients) within our academic 
institutions will likely be greatly reduced. 
 
Clinical trials 

As noted under para 2.10, ATPs used in the clinical trials must be manufactured under Good 
Manufacturing Practice (GMP). The sponsors and investigators must also comply with Good 
Clinical Practice (GCP) and other applicable good practice guidelines, such as Good Tissue 
Practice (GTP), Good Distribution Practice (GDP) and Good Pharmacovigilance Practice (GVP), 
if specified.  
 
Unlike sponsors for marketing authorisation, academic investigators and their institutions 
may not be able to maintain their own GMP facility. Therefore the issue of clinical trial 
certificate, we believe, should not be linked to a “GMP” grade facility otherwise clinical trials 
initiated by academic investigators on their own ATPs may be prohibited entirely in Hong 
Kong.  
 
For our first-in human trials, a clear path to apply for clinical trial certificate similar to the UK 
scenario with exemptions for several categories should be adopted e.g. IRB approval, method 
to apply clinical trial certificate based on GMP and GCP, etc. However, we are concerned 
about the possible requirement for GDP and GVP which are not required in UK for ATP.  
Additionally, as in the UK, special and hospital exemption for those ATPs should be considered.  
Such special and hospital exemption, as well as a scheme for phase I trial will be essential 
otherwise Universities in Hong Kong will no longer be able to create their own innovation but 
will be largely restricted to working with outside sponsors.  
 
Separate HK GMP Guide 

As noted in para 3.11 of the consultation document, some overseas jurisdictions promulgate 
separate GMP guidance for the production of ATPs. It is proposed that the regulatory 
authority will review these standards and provide appropriate guidelines for local trade. 
 
GMP is a set of quality requirements that may be enforced differently by different regulatory 
authorities. A Hong Kong GMP guideline should therefore be developed and made publicly 
available for regulating ATPs manufactured in Hong Kong. For products manufactured outside 
Hong Kong, a guideline defining the acceptable GMP evidence (e.g. GMP inspection reports 
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by recognized regulatory authorities) should be made available.  In case of products for clinical 
trial use, clinical trial approvals by recognized regulatory authorities (e.g. US FDA IND) should 
be accepted in lieu of separate GMP evidence, as such approvals should have been granted 
by taking into consideration the products' manufacturing standards. 
 
Particular (named) patient 

We note (para 4.4) and support that, as with all other pharmaceutical products, the current 
exemption under the Pharmacy and Poisons Regulations (PPR) (Cap. 138A) for the possession 
and use of pharmaceutical product for the purpose of treatment by a registered medical 
practitioner or a registered dentist of a particular (named) patient will also apply to ATPs. This 
will help protect patients, where there are clinical needs, so that they will not be deprived of 
access to required treatments that are not marketed due to marketing or commercial 
considerations, etc. 
 
Official processes associated with gaining this exemption should be streamlined and 
expedited as far as possible. 
 
Records retention 

As there is little information on the safety and efficacy of ATPs and they are evolving rapidly, 
the consultation document rightly highlights the need for longer record keeping to ensure 
sufficient monitoring and traceability. Accordingly, manufacturers and distributors of ATPs 
will be required to keep additional information and it is proposed that these records should 
be kept for at least 30 years (para 3.17).  
 
This requirement to keep such records for 30 years may be unnecessarily long for patients 
such as cancer patients.  An alternate, ‘lessor of’ requirement could be considered, such as to 
keep these records for a certain period after a patient’s death, e.g. 7 years, after death. As 
noted, special provisions on handling of these records during situations such as licence 
transfer or insolvency must be included. 
 
A specific exemption for ATPs, which are prepared on a non-routine basis, such as those 
prepared and used within a hospital for the treatment of an individual named patient, should 
be considered under the general concept of hospital exemption as the requirement for 
traceability and risk would be less. 
 
We also suggest that elaborations should be made to clarify whether this requirement will 

apply to clinical trials and to manufacturers and/or clinical trial institutions / hospitals; and if 

electronic records will be acceptable. 

Local considerations  

It is important that we do not simply directly copy all requirements from those implemented 

for ATP regulation in relevant overseas jurisdictions. The local environment must also be 

examined further and fully considered before finalising the proposed Hong Kong regulations. 

This is especially the case when considering the availability and suitability of required 

‘software’ in Hong Kong to support the implementation of these new requirements. As an 
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example, in the early phase of implementation, some related expertise (e.g. pharmacist with 

regulatory background in cellular therapy, etc.) may not be available locally or in sufficient 

numbers. Some flexibility in the specific requirements should therefore be exercised (e.g. for 

the example given, pharmacist with regulatory background in drugs instead). 


