
Public Consultation on Regulation of Advanced Therapy Products 

 

Introduction 

Living Tissues is a biotechnology company which aim as using mesenchymal stem cells to produce 

regenerated cartilage and bone tissues for autologous use. According to the latest consultation 

document on regulation of advanced therapy products on 3rd April, 2018, which will be significantly 

affected our researches direction, clinical trial application and products/services registration and 

authorization. Therefore, we would like to take this chance to express our views and suggestions on the 

suggested framework of the regulation of advanced therapy products in Hong Kong. 

Regulation covering clinical researches and clinical trials 

Basically, the cell industry is still in its infancy, so there is no real urgency to define very strict regulations 

to regulate those products under developing or that is still in the research status. 

In Japan, the path to regulate cell or tissue therapy is divided into two, the act on the safety of 

regenerative medicine (RM Safety Act) and the act of pharmaceutical and medical devices (PMD Act). In 

which all medical technologies using processed cells or cells that undergo more than minimal 

manipulation that safety and efficacy have not yet been established will fall into the RM Safety Act’s 

path, while production and marketing of regenerative and cellular therapeutic products by companies 

will fall into the latter path. 

In the case of RM Safety Act, hospital can process cells in their in house cell processing centre, which 

notification to District Health and Welfare Bureau the facilities and equipment of the cell processing 

centre that follow the guideline for human stem cell clinical trials. This give medical practitioner and 

researchers more flexible to investigate the safety and efficacy of their technologies which will not be 

hindered from promoting regenerative medicines through a dauntingly pharmaceutical law track as the 

nature of regenerative medicine cannot be fitted into that framework. 

Therefore, we suggested that the proposed regulation should exclude clinical research on human and 

the system in Japan will be a good reference we can adopt and follow. In which for outsourced cell 

processing centre authorities require a license for cell production no matter it is for market approved 

products or for handling cells sent from hospitals for clinical researches or trials purposes, but for 

institutional initiated clinical researches or small scale safety intervention trials and all the process to be 

completed within the facilities in hospitals, a separate criteria and the approval of the trials or studies 

should be decided by the IRB of university affiliated hospitals so that it can really promote the research 

activities and the movement of regenerative medicine innovation in Hong Kong. Committee of cell 

therapy can be formed and oversee all these trials in university affiliated hospitals, they can make 

recommendations to the Department of Health for any improvements, or actions to take, report 

adverse effects of all these trials. 

Improvements and extra measurements of current facilities to meet the standard 

In Hong Kong, currently there is no any cell production facilities are fully comply with the GMP standard 

while in the past few clinical trials have been conducting in these facilities. All these facilities are either 



inside universities, hospitals or a few SMEs. It will be beneficial for the industry once they have a 

guideline to follow when constructing cell facilities in the future, however, for those already built and 

existed before the enact of the proposed regulation. It is recommended an “upgrade” scheme should be 

implemented for those existing facilities. Department of Health can form a team to inspect all these 

existing facilities, this will be a beneficial action not only for the industry but also for Department of 

Health as it is expected that they can have hand-on experience to inspect “unqualified” facilities and can 

be a good way to train the team to do facility inspection in the future. Once the unqualified items are 

identified, and after evaluation, they can consider to issue conditional licenses to those facilities and 

suggest what extra safety measurements should be done to fulfil the release criteria of product for 

clinical trials. Or issue a list of suggested improving works to facilities so that they can renovate and 

rebuilt part of their facilities to fulfil the requirement of Department of Health and issue full licenses if 

all these improvements are satisfactory.   
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