
 

Chapter 3 – Proposed Regulations for Advanced Therapy Products 

Extract from Consultation Document Comments from HKIB  

 

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 trial1. 

 

 

 

 

 

(1) Agree in principle. However, the regulations should try to strike a balance between the risks 

involved and patient benefit, particularly in areas of unmet medical needs. A transition period, 

still under a regulatory framework, for medical schools and teaching hospitals, should be 

allowed before complete migration to full GMP.    

 

(2) A more flexible regulatory framework should be considered for this transition, particularly 

regarding the manufacturer licensing requirements. 

 

(3) Taking reference to Section 3 (Personnel) and Section 11.2 (Qualified Person) of the EC 

Guideline on GMP for ATMPs (Nov 2017), the current qualification requirements for key 

personnel and AP on conventional pharmaceutical products would not satisfy the new 

challenges arising from the high-risk and complex characteristics of ATPs.  
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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) We agree that specific GMP guidelines and other standards are needed for ATPs but we 

should adopt a pragmatic risk-based approach, particularly in cases where conventional GMP 

cannot be fulfilled due to the nature of ATPs and the difficulties encountered in defining 

product specifications. These may include quality challenges in process standardization, raw 

material supply, sampling, stability, testing and real-time release. Therefore, early dialogue with 

academia and industry is essential.  

  

(2) Subsequent to the enactment of the proposed regulatory framework, sufficient training and 

continued education opportunities should be provided to the potential practitioners including 

inspectors, scientists and clinicians, from both academia and industry, with a view to achieve 

more harmonization and to support the development of ATPs in Hong Kong.  

 

(3) To pave a solid foundation of full GMP compliance and to overcome future challenges, 

specialized and tailor-made GMP training sessions should be provided to the key personnel of 

ATP manufacturers.  

 

(4) In view of the complex nature of ATPs, a separate qualification scheme of AP for ATPs 

should be established. This would create the needed talent pool of professionals with the 

requisite qualifications and background to safeguard patient health and product quality.  


