
       

Submission of Comments on Consultation Document on the Regulation of Advanced 

Therapy Products 

Comments from: 

Name of Organization: Mononuclear Therapeutics 

Mononuclear Therapeutics is Hong Kong cellular therapeutic company.  We collect the 

donated umbilical cord blood and process it with the regulatory cleared close-system to 

isolate the cells.  The process of cell is minimal manipulated through centrifugation, cell 

separation and cryopreservation.  The cells are cryopreserved and banked in the liquid 

nitrogen for therapeutic product development and research.    We built a clean room facility 

in the Hong Kong Science Park for the cell production.                

 

1. General Comments 

A regulation framework and the licensing system for the ATPs is welcomed and truly 

needed to guard the safe of patients and enable the well development of the industry.  

Current proposal on risk-based approach for this very diverse and complex group of 

products is appropriate.  However, the ATP as product development is very different from 

traditional pharmaceuticals such as chemical or biological drugs and it needs very different 

expertise that Hong Kong does not have at present.   A gradual and flexible approach should 

be introduced.    

2. Specific Comments 

Chapter Page  Comment and Rationale; proposed changes (if any) 

3.8  

4.6 

14 

19 

This session proposes to set standard for donation, procurement, 

testing processing, preservation, storage and distribution of cells.   

 

Recommendation: 

Adopt AABB standard and requirements.    

 

3.10 

4.7 

15 

19 

“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 trial” 

 

Current GMP requires key personnel include the Authorized Person 

(AP), a registered pharmacist to certify each batch of production, 

the Head of Production Manager and Head of Quality Control.  This 

requirement does not fit for the current international cellular therapy 

standards (e.g. AABB, FACT).  Besides, Hong Kong does not have 

qualified AP and person with production and quality control 

experiences.      

 



Recognizing the complexity and difference of advanced therapy 

medicinal products (ATMP) from the chemical and biological 

pharmaceutical products, EC proposed a guideline on GMP for the 

ATMP in 2016 and suggested the key personnel include the 

Qualified Person (QP) instead of AP with qualification as registered 

pharmacist.   

 

AABB and FACT requires that the Medical Director, who is a 

licensed physician qualified by training and/or experience in 

activities performed by the facility, shall have responsibility and 

authority for medical activities related to the procurement, 

processing and provision of cellular therapy products.  Laboratory 

Director with doctoral degree who is qualified by training and/or 

experience is responsible for all technical aspects of the facility that 

related to cellular therapy products.         

 

Recommendation:  

Change the requirement of key personnel from AP to QP.  Revise 

the qualification requirement from pharmacist to qualified 

professionals with academic qualification and further qualified by 

training and/or experience that related to the ATPs that facility 

manufactures.  Physicians, biologist, biochemist, medical 

laboratory technologists, biotechnologist etc. should be considered 

as qualified professionals.   

  

3.15 16 Recommendation: 

Adopt ISBT 128 the global information standard for medical 

product of human origin.   

3.16 & 3.17 

4.9 

16 

20 

“Record should be kept for at least 30 years after the expiry date of 

the product” 

 

Recommended change: 

Store the record for 10 years after batch is released. 

   

   

 


