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28th May 2018 

Drug Office, Department of Health, 
Room 1856, 18/F, Wu Chung House, 
213 Queen's Road Ea泣，

Wanchai, Hong Kong 

To Whom It May Concern, 

RE: Public Consultation on Regulation of Advanced Therapy Products (ATPs) 

In respons巴 to the public consultation on regulation of ATPs by Departm巴nt of Health, 
Dendreon HK is pleased to send our views on the consultation paper. 

Dendreon welcome the proposal as an appreciated recognition of the status of 
advanced therapies. Dendreon supports and comments th巴 following elements: 

• Dendreon agrees with the current issues facing the industry as defined in the 
consultation paper. With curr巴 nt practic笛， significant risk is being presented to 
the public which allows commercial exploitation without adequate risk/benefit 
analysis of the procedures being p巴rformed as well as the unknown true risks 
currently present in the industry; 

• D巴ndreon welcom巴s the marketing authorization for advanced therapy products; 

﹒ Dendr巴on supports manufacture licensing to be harmonizing with international 
standards and as such agrees and welcomes the new definition of ATPs under the 
definition of pharmaceutical products in the PPO and GMP standards in 
procureme肘， storage and lab巴lI ing of cellular products; 

Nevertheless, we have some reservations and would like to express our concern 

mainly on the following 巴lements:

• Personnel Qualification: AII ATP production require strict adherence to good 
aseptic technique and good cell culture practices. Cell Therapy (CT) Personnel 
need knowledge in cell biology, cell banking and preservation. A common 
phenomenon in HK now is that most skilled personnel works in research 
institutions; while heads of production and QC in GM科facility with GMP 
exp巴riences but may not be familiar with cell-based therapeutics 

On the other hand, Pharmacists are trained for safe disp巴 nsin臣， use of medicines 
in providing healthcare services. Processing of c巴 IIs or tissues requires different 
sets of core competency and knowledge of cell bi口 logy which is not included in 
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training of Pharmacists. As such, the requirement of B.Pharm. with >2 years of 
GMP experience for heads of production and QC may seem unrealistic and is a 
significant barrier to establishment of CT facility. As a result, CT facility in Hong 
Kong is forced to take long time to train workers from pharmaceutical settings or 
to recruit expensive foreign expe代ise; while the group of right personnel 一 lab

personnel specialized in handling cell culture and skilled scientists - are not fully 
utilized. This greatly affect the development of CT industry in Hong Kong. 

Hong Kong has high-quality scientific research institutions, however, the inability 
to allocate expertise for the development of cell therapy, is the first and perhaps 
the most important barrier to establishing CT as a discipline in Hong Kong. It is 
therefore essential to provide conditions for skilled personnel that will encourage 
them to work in the relevant biotech sector. Hong Kong should implement a 
policy that aims to mobilize highly qualified laboratory professionals into the CT 
sector to overcome these shortcomings. This also avoids stifling innovation and 
promotes new biotech job development which would ultimately benefit Hong 
Kong. . Transition oeriod~ There is need for advanced therapies as treatment modalities 
at the cutting edge of innovation, in particular, for treating rare diseases. We are 
worried that the future proposed legislation may generate too many regulatory 
constraints, thereby discouraging the necessary research in the field of advanced 
therapies. We strongly recommend a transition period and clear guidelines to 
allow providers time to align with the new regulatory requirements. It might also 
help to have transitional registration of premises processing cells, tissues and 
health products for advanced therapies for human application so that the 
Government could have information on their numbers in the market before the 
new legislation is introduced. . 豆工旦旦且y_: Although the Hong Kong Government has identified the biotechnology 
sector as an important contributor to economic growth and the well-being of 
Hong Kong, no initiative has yet been undertaken to develop cell therapy in Hong 
Kong. A carefully structured strategy must be put in place to overcome the 
identified barriers. This type of venture needs to be a government initiative in 
order to be successfu l. A cell therapy initiative is recommended to be comprised 

of higher education institutions, research councils, industry, and a specialized 
research ethics committee. 

Further responsibilities include the establishment of public-private partnerships 
and coordinating bodies to support research, and the development of a program 
of public dialogue. If such a strategy can be implemented it will support the 
potential ability of Hong Kong to establish a successful biotechnology sector and 
to attract foreign investment. 
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Thank you very much for the opportunity to comment on this important topic. We 

sincerely hope that future legislation would protect patient care and safety without 

hindering the patient access to quality care and development of advanced therapies 

in Hong Kong. We are willing to contribute to and comment on anγdiscussion on 

formulation of the regulatory framework for ATPs and related matters. Should you 
have any questions, please feel free to contact me (Email: Jovian.ip@dendreon.hk) or 

Tracey Chow at 3596-7099 (Email: Tracey.chow@dendreon.hk). 

Yours sincerelγ， 

Chief TechnologγOfficer 
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