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TIME TITLE SHORT DESCRIPTION SPEAKER 

9:30 – 
9:45 

Registration    

9.45 – 
10.00 

Welcome and Introduction   

10:00 –  
10:40 

Manufacturing challenges for 
the commercialization of Cell 
and Gene Therapy Products 
 

Achieving and meeting the requirements of 
manufacturing control for Cell and Gene 
therapy product at commercial scale prior to 
licensure necessitates intensive focus and 
resources throughout the product 
development lifecycle. In my talk, I will 
attempt to highlight key challenges in 
consistent manufacturing of Cell and Gene 
Therapy products at commercial scale and 
provide possible solutions to some of these 
challenges particularly as it related to the 
collection of biological starting materials, 
manufacturability of viral vectors, and dealing 
with manufacturing changes during the 
product development lifecycle 

Mo Heidaran, 
Vice President,  
Technical, Parexel 
 

10:40 – 
11:20 

Risk based Approach for Clinical 
Trials of ATMPs 

This presentation will discuss the strategy to 
determine the extent of quality, non-clinical 
and clinical data to be included in the 
Marketing Authorisation Application (MAA) for 
an ATMP. Profiling risks inherent to the 
product, patient, disease and administration 
procedure and then mapping risk factors to 
identified risks will demonstrate that at MAA 
the applicant has considered all factors and 
can justify the sufficiency of the data package 
for MAA.  Examples of CHMP decisions on 
ATMP MAAs will also be presented. 

Bridget Heelan, 
Vice President,  
Technical, Parexel 
 

11:20 – 
11:40 

Coffee break   

11:40 – 
12:20 

FDA regulation on biologics, 
including cell and gene therapy 
products and clinical 
consideration on treatment of 
serious conditions with unmet 
medical needs   

FDA regulatory frame-work and regulatory 
flexibility 
 
Clinical considerations: 

- Types of cell and gene therapies 
- Special issues with C/G products 
- Special safety concerns and risk-

mitigation plans 
- Innovative approach to study designs 
- Structured benefit-risk assessment 

 

Changting 
Haudenschild, 
Vice President,  
Technical, Parexel  
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12:20 – 
13:00 

Update on NMPA Regulation 
Reform—Focus on Cell and 
Gene Therapy 

As a follow up to 2018 EU China service 
roadshow, more details will be provided 
regarding the NMPA regulation reform with 
focus on the Cell and Gene Therapy Aspects 

• The brief history of cell and gene 
therapy regulations in China 

• Current regulatory status of China for 
cell and gene therapy products 

• Regulatory pathways and associated 
timelines 

• Challenges and the Future 

Yuexia Li, 
Vice President,  
Technical, Parexel  
 

13:00 – 
14:00 

Lunch   

14:00 – 
14:40 

Logistics challenges and 
solutions for cell & gene therapy 
trials 

 

Time pressure – deep freeze logistics – 
traceability – environmental risk – real-world 
examples 

 

Andrea Zobel, 
Senior Director,  
Parexel Academy 

14:40 – 
15:20 

Innovative reimbursement 
models for CAR-T and gene 
therapies to translate 
regulatory approval into 
reimbursement  

Reimbursement bodies face significant 
challenges paying for cell and gene therapies: 
their curative potential from a single treatment 
means they can justify very high prices. 
However, the lack of follow-up in trials places 
huge uncertainty on these curative benefits. 
This has driven a range of innovative 
reimbursement arrangements to be explored, 
including performance-based reimbursement, 
dynamic pricing, leasing and licensing, which 

will be discussed in detail during this 
presentation 

 

Richard Macaulay,  
Senior Director  
Access Consulting,  
Parexel 

15:20 – 
15:40 

Coffee break   

15:40 – 
16:20 

How to overcome the bottle-
neck in Cell and Gene Therapy 
with integrative and forward-
looking operating models 

Novel cell and gene therapeutics will enable 
the healing of many diseases that are still 
incurable today. New business models and 
company forms will quickly complement or 
replace established industry and healthcare 
providers. A key position will be taken by 
companies that enable standardized and 
quality assured GxP processes for 
manufacturing and application of personalized 
therapeutics under one roof. 
In the near future, well-equipped medical 
centers with such state-of-the art units for 
manufacturing, application, and monitoring of 
cell and gene therapies could help to 
overcome the current bottle-necks in Cell and 
Gene Therapy. 

Lutz Uharek, 
Professor and 
senior physician at 
Charité 

16:20  Closing remarks, networking & 
cocktail reception 

  


