
Feedback to ATP regulations 

 

From a University PI developing cell therapy in HK 

 

1. Apart from assuring the safety of the public, government should also play a role in 

providing the public with the right to receive emerging therapeutics. Therefore, 

the regulations should be balanced in a manner that it both prevents malpractice 

and encourages innovative development of these therapies, particularly when the 

government pushes for innovations and technologies. 

2. Universities and startups developing cell based therapies are unlikely to have 

sufficient funding to conduct early phased clinical trials in full commercial GMP 

licensed facility specifically on cell based product. For example, the cell facility in 

Dana Faber Institute in Boston has a GMP facility specifically on cell based products 

and the initial quote for producing bone marrow mesenchymal stem cells is 

US50,000 per patients. This is unaffordable for a University PI.  

3. In order to encourage development of innovative technologies related to ATP 

therapies, the government should employ different strategies in approving early 

phased clinical trials as these are usually emerged from Universities and R&D-

based startups, unlike the multinational corporations developing later stage 

clinical trials. Detailed approaches can be (1) case-by-case approval for clinical trial 

certificates for such technologies; (2) appropriate relaxation in the requirement for 

production of such therapies for early phase (e.g. Phase I) clinical trials: For 

examples, conditional approval for conducting early trials while the facility is 

applying for GMP license; temporary approval for conducting early phase clinical 

trials with limited number (say n<10) in a facility compliant to GTP but not yet 

obtained GMP license; flexible arrangement for a GMP facility with license to 

produce drugs or biologics to support early clinical trials of cell-based products; 

and (3) accelerated approval process if it is government approved projects such as 

those supported by ITC and RGC as these funding agents usually approve projects 

of 2 or 3 years only, so as to assure timely project completion and to be in line with 

the government policy in encouraging innovations and technologies development. 


