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Pathogen Clean Asia Summit 2015  

October 21-22.2015 
Renaissance Shanghai Yu Garden Hotel 

Program Overview 

The risk of adventitious viral contamination is common to most of all biotechnology products 
derived from cell lines of human or animal origin as well as plasma/plasma-derived medicinal 
products and also such contamination could possibly elicit serious clinical consequences. 
Therefore, it is expected the viral safety of medicinal products shall be reasonably assured 
through the application of a rigorous virus testing program and robust assessment of virus 
removal and inactivation achieved through the manufacturing and purification process. And 
based on the first two years’ program, through collaborating with KOLs from the Regulatory 
Agencies, Industry and Academia, the 3rd PCA2015 forum aims to build up the progressive 
regulatory, scientific and technical communications to advocate the Safety and Quality 
profiles of bio-therapeutics in the region. 
 

2015 Key Discussions 

 Current Regulatory Perspectives on Virus Safety 
 Raw Materials and Critical Reagents Risk Assessment 
 Risk and Regulatory Consideration to Implement Novel Cell Substrates 
 Risk Mitigation Strategies for Cell Culture Process 
 Preparation and Quality Control of Virus Spike 
 Model Virus Selection 
 Viral Clearance Studies 
 Assessment on Unit Operation of which the MoA is not fully understood 
 Viral Clearance throughout Product Development 
 Viral Safety for Plasma and Plasma Derivatives 
 Quality by Design in Viral Safety 
 Issues and Strategies with HEV, PCV, TSE and Mycoplasma Contamination 
 

Who Should Attend 

More than 120 Participants are expected to attend 'Pathogen Clean Asia Summit 2015', 
attracting a strong contingent throughout the Asia Pacific, Europe and USA. The participants 
will mainly come from the Regulatory Agencies, Biological Products Research and 
Development Organizations, Blood Products Manufacturers, Contract Testing/Research 
Organizations, Contract Manufacturing Organization, Cutting-edge Purification, Filtration 
Systems and Technologies Providers with the main responsibilities of: 
 
 Regulatory and Scientific Review 
 Process Development and R&D 
 Downstream Purification and Viral Validation 
 Viral/Pathogen Safety Risk Assessment 
 Quality Assurance and Management 
 Raw Materials and Critical Reagent Characterization 
 Plasma/Blood Pathogen Safety 
 
 

Produced by                 In Association With                           Forum Partners 

For more information, please contact Wei Zhang, Program Manager at 86.21.6034.0229, E: wzhang@deliver-consulting.com 
or visit our website at www.pathogenclean.com  

 

mailto:wzhang@deliver-consulting.com
http://www.pathogenclean.com/
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WEDNESDAY, OCTOBER 21.2015 

07:50 Morning Registration 

Morning Workshop 

Workshop Starts from 08:00 AM and Finish no later than 10:00 AM 
Coffee/Tea Break will start from 09:45 

Foundational Principles of Pathogen Safety 

Workshop Summary: Approaches to address pathogen safety issues for 
biological products have evolved during the past 50 years and continue 
to be an integral part of any process and/or product development plan. 
This workshop will help participants to understand the principles of 
pathogen safety in the context of current regulatory guidance and how to 
apply these guidance for different types of biological products (e.g., 
plasma derived, vaccines and recombinant and advanced products). 
The main pathogen safety principles, sourcing, testing and validation, will 
be illustrated together with their corresponding analytical methods to 
point out the advantages and limitations of each with typical examples 
and case studies. The end goal is to demonstrate that pathogen safety is 
a multifactorial driven exercise where the different approaches 
complement each other and determine the safety profile of a biological 
product. This workshop will be a foundation to direct and ignite the 
participants for the main conference presentations which will reflect and 
expand upon the concepts of pathogen safety. 
 

Your Workshop Instructors 

Olaf Stamm, PhD, MDRA, Senior Specialist, Analytical and 
Regulatory Consulting, Charles River 

Olaf Stamm works as a Senior Specialist for analytical and regulatory 
consulting in the Biologics Testing Solutions division at Charles River. 
He received his doctoral degree in molecular parasitology and 
master’s degree in drug regulatory affairs from the University of Bonn, 
Germany. 

 
Horst Ruppach, PhD, Global Director of Viral Clearance, Charles River 

Dr. Horst Ruppach studied chemistry at the University of Cologne and 
the University of Marburg, Germany and earned his doctoral degree in 
Virology. He has 20 years of experience in the field of virology and is a 
proven expert for technical and regulatory aspects of virus safety 
testing and virus/prion clearances studies. He is currently responsible 
for Charles River’s viral clearance services worldwide. 

    

Regulatory Compliance and Bioprocess 

Strategies for Viral Safety 

10:00 Chairman Opening Remarks 

10:15 Keynote: Viral Safety Requirements and Updates 

from the USA Perspective 

Abstract: An on-going dialog between industry and regulatory 
agencies around the world has resulted in robust and effective 
measures to ensure the viral safety of biopharmaceuticals. The 
general approach has been accepted in several areas of the world 
and is described in regulatory documents: ICH Q5a and specific FDA 
and other regulatory guidance. The viral safety approach for 
biopharmaceuticals consists of multiple levels of control at different 
stages of manufacturing. Driven by the increasing size of the 
biopharmaceutical industry, advances in assay technology and 
scientific studies of biopharmaceutical manufacturing have 
accelerated in the past decade. A greater understanding of the 
properties of manufacturing unit operations and viruses that impact 
viral flow, clearance and inactivation has resulted. This has created 
opportunities for modernization of viral safety practices based on 
scientifically founded quality by design principles.  
Kurt Brorson, Lab Chief (Acting), Division of Biotechnology 
Research and Review II, Office of Biotech Products, CDER, US. 
Food and Drug Administration 

 

 

10:45 Current Regulation and Consideration on Viral 
Safety of Biologics in Taiwan 

Abstract: Biosafety (viral safety) requires rigorous controls from 
upstream (raw material, cell and/or virus seed) to downstream process 
(viral clearance). Extent of the control involves property and risk/benefit 
consideration of the product. This presentation will introduce the 
regulation and experience accumulated on the viral safety control of 
biologics (mainly vaccine and protein product) in Taiwan. 
Ywan-Feng Li, Director, Division of Pharmaceutical Science, 
Center for Drug Evaluation Taiwan 
 

11:15 Viral Safety for Cell-based Therapeutic Products 

Abstract: Virus safety for biopharmaceuticals has been regulated 
under ICH Q5A guideline for fifteen years. However it may not be 
appropriate to apply the guideline to cell-based therapeutic products, 
due to variety of products, small-scale production, and cell-based 
fragile properties. I will focus to talk how to secure virus safety for cell-
based therapeutic products. 
Keisuke Yusa, Chief, Section of Viral Safety, Division of Cell-
Based Therapeutic Products, National Institute of Health 
Sciences Japan 
 

11:45 Strategies for Viral Safety of Monoclonal 
Antibody Processing 

Joe Zhou, Chief Executive Officer, Genor Biopharm, VP and 
Head of Research Center, Walvax Bio Group 
 

12:15 Current Advances of Viral Safety in Biopharma Industry 

Jian-Guo Yang, Chief Scientific Officer and Vice President, 
Biologics, Qilu Pharmaceuticals Inc. 
 
 

12:45 Networking Lunch Break 
 

 

Adventitious Virus Detection and Upstream Viral 

Safety Strategies 

13:40 Adventitious Virus Testing and Detection 

Abstract: This session will explore an overview about the current 
assays used for the virus detection and their benefits and limitations 
as well the increasing demands to implement the novel technologies. 
Discussions will also detail more about the current available 
technologies, platforms available and the science and compliance 
considerations to be thought of when executing the new methods 
within a Quality Control laboratory 
Ivar J. Kljavin, Director, Adventitious Agent & Critical 
Reagent Management, Global Biologics QC, Genentech, 
a Member of the Roche Group 
 

14:10 Regulatory Strategy of Cell Substrates used for the 
Vaccine Production in China 

Abstract: There are several kinds cell substrates used for production of 
human-use vaccine in China, including primary cell culture, diploid cell 
strains and continuous cell lines. The regulation and qualification for 
each kind of cell substrate is dependent on the risk-based analysis. The 
presentation will be concentrated on the following topics. 
 Cell substrate used for the vaccine production and research in China 
 Risk-based analysis and qualification strategy for cell substrates 

used for vaccine production 
 Quality control tests for cell substrates used for vaccine production 

 Traditional control tests 
 Newly developed tests 
 Developing tests at present 

Shufang Meng, Deputy Director, Cell Collect and Research 
Center, Institute for Biological Product Control, China 
National Institutes for Food and Drug Control 
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14:40 Traceability: How and Why? 

 Introduction to ISIA 
 Importance of traceability to origin 
 ISIA traceability certification 
 Overview of new testing methods 
Rosemary Versteegen, Cdhief Executive Officer, International 
Serum Industry Association 
 

15:10 Afternoon Coffee/Tea Break 

 

15:40 Virus Risk Mitigation in Cell Culture Media - Trends 

and Developments 

Abstract: The contamination of bioreactors with various infective 
agents like bacteria, mycoplasma and virus is a potential risk and 
highly discussed topic within the biopharmaceutical industry. There 
are various methods to effectively prevent contaminations with 
bacteria or mycoplasma. The contamination risk of viruses, 
specifically small non-enveloped viruses which caused multiple 
contaminations during the past years is a much greater challenge to 
the biopharmaceutical industry. Due to this virus clearance 
technologies specifically effective for the small non-enveloped viruses 
become more and more important already during the upstream 
processing even if those technologies are not optimized for these 
applications. This presentation will focus on the application of virus 
retentive filtration within upstream operation. Different filters, from 
typical downstream virus filter to newly developed upstream virus 
retentive filters will be considered within their performance regarding 
to throughput and retention. These results are interpreted in their 
meaning for the application. The actual operation of virus retentive 
filters in upstream is sketched: Media preparation from powder, pre-
filtration and virus filtration are presented with underlying data for a 
newly developed upstream filter as an example. 

Anika Manzke, Product Manager, Virus Clearance, Sartorius 
Stedim Biotech GmbH, Germany 
 

16:10 Viral Safety Considerations for Cell Substrates 
and Cell Culture Processes 

Abstract: Cell substrates and cell culture raw materials could 
introduce adventitious agents into drug products. Thorough 
testing and preventive mechanisms should be in place to 
safeguard the safety of patients and the general public. In this 
talk, international and Chinese viral safety regulations would be 
discussed. General practices to ensure cell substrate and 
process safety would also be reviewed for both vaccine and bio-
therapeutic products. 
Prof. Ningning Ma, Professor, School of Life Science and 
Biopharmaceutical Development, Shenyang 
Pharmaceutical University; Director, Liaoning Cell Culture 
Engineering Center 

 

16:40 Panel Discussion: Risk Mitigation Strategies for 
Adventitious Viral Contamination: Qualification and 
Characterization of Raw Materials 

 The implementation of novel cell substrates and the 
associated regulatory challenges 

 Risk analysis and Reduction of Virus Contamination in 
Cell Bank Establishment 

 Technologies for effective virus testing during cell banks 
characterization and releasing 

 The impact of good/bad materials on quality and safety 
and assess the critical raw materials 

 Consideration for use of new technologies for virus 
detection and reduction 

Panelists to be updated 

17:10 Welcome Reception Drinks 

 

 
 
 
 
 
 
 
 
 
 
 

 

THURSDAY, OCTOBER 22.2015 

08:45 Chairman Opening Remarks 

Spiking Preparation and Viral Clearance Studies 

08:50 Safety First in Downstream Processing 

Prof. Dr. Dr. Rolf G. Werner, Professorship, Industrial Biotechnology, 
University of Tuebingen Germany 
 

09:20 The establishment and optimization of virus 
inactivation or clearance evaluation system for the biological 
products derived from animals in China 

Abstract: In China, the virus clearance evaluation has been ordered 
from 2002. Our laboratory has established the system, and has 
already completed about 200 experiments from 2008. In recent 
years, the evaluation system was improved as follows: the type of 
model virus, the quality of model virus, the detection methods of 
virus, and the improvement of control system. 
Rui Fu, Vice Senior Investigator, Division of Laboratory 
Animal Monitoring, China National Institutes for Food and 
Drug Control 
 

09:50 Formal Topic to be added on Quality by Design (QbD) 
for Virus Filtration with Viresolve® Profilter 

Speaker and abstract to be updated 
 

10:20 Morning Coffee/Tea Break 
 

Featured Panel Discussions 
 

10:50 Virus Preparation for Clearance Studies 

 Key attributes for virus spike preparations e.g. purity 
on the outcome of virus clearance studies 

 Model Virus Selection for Clearance Studies 
 The impact of laboratory-cultivated/wide virus on clearance studies 
 Other key considerations and challenges e.g. study scale 
Moderator 

Prof. Dr. Dr. Rolf G. Werner, Professorship, Industrial Biotechnology, 
University of Tuebingen Germany 
Panelists 

Jian-Guo Yang, Chief Scientific Officer and Vice President, 
Biologics, Qilu Pharmaceuticals Inc. 
Sai Su, Senior Director, Wuxi Apptec 
Horst Ruppach, Global Director, Viral Clearance, Charles River 
 

11:20 Key Considerations for the Robust Viral 
Clearance Design 

 The pros., cons. and recent development of viral 
removal and inactivation techniques 

 Key points to consider when designing and performing a viral 
clearance study e.g. design of pre-study experiments 

 Experience with robust steps and steps of which the MoA is 
not fully understood 

 Verification of the scaled-down process steps 
 Viral Clearance Strategies from Clinical to Commercial 

Development of Biologics 
Moderator 

Prof. Dr. Dr. Rolf G. Werner, Professorship, Industrial Biotechnology, 
University of Tuebingen Germany 
Panelists 

Bo Qi, Vice President, Chemistry, Manufacturing and Control, 
Generon Corporation 
Minmin Qin, SVP and Chief Technical Officer, Shanghai JMT Bio Inc. 
Dong Soo Kang, Assistant Director, Viral Clearance, Wuxi Apptec 
Horst Ruppach, Global Director, Viral Clearance, Charles River 
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12:00 Viral Safety Testing and Viral Clearance Validation Services 
for China and Global Regulatory Submissions 

 WuXi AppTec Biosafety Testing Suzhou – Introduction 
and Operations Update 

 Robust Viral Clearance Study Design and Execution – 
Best Practices and Lessons Learned 

 Industry Trailblazer – Challenges and Responsibilities 
 WuXi Biologics – Impact of in China for Global 
Paul Liu, Vice President, Wuxi Apptec 
 

12:30 Networking Lunch Break 

 
 
 

Viral Safety and Clearance for Blood Products 

Summary: The risk of viral transmission and contamination is much 
higher for the plasma-derived medicine products than other 
biotechnology products and manufacturers are acutely aware of 
the viral safety issues because of a number of transmission of HIV, 
HCV through the blood and plasma supply the early 1980s. This 
section intends to provide an interactive discussion and industry 
updates about the pathogens of greatest concerns e.g. HEV, TSE 
and the methods, manufactures are implementing to remove and 
inactivate them. 
 

13:30 Cell-based culture system to validate the 
effectiveness (efficacy) of viral inactivation 

Abstract: Viral inactivation is the last line to secure the transfusion 
safety. Various methods for Pathogen Inactivation/Reduction in 
Blood Products have been developed. The cell-based culture 
system to validate the effectiveness of viral inactivation will be 
discussed in this presentation. 
Prof. Limin Chen, Professor, Director and Chief Scientific 
Officer, Center for Transfusion Transmitted Infectious 
Diseases, CAMS/PUMC; Toronto General Research Institute; 
Institute of Blood Transfusion/CAMS/PUMC and the 
University of Toronto 
 

14:00 Hepatitis E Virus – Blood and Plasma Safety 

 The Clinical Consequences of HEV Infection 
 Detection of HEV in blood and plasma donations 
 Epidemiology of HEV in donors 
 Virus Reduction Strategies for Plasma Products 
 NAT testing for HEV for S/D Plasma – EU regulations 
 Review of the EMA workshop on Viral Safety of Plasma-derived 

medicinal products with respect to HEV 
Sally Baylis, Scientific Assessor, Division of Virology, Paul-
Ehrlich-Institut, Federal Institute for Vaccines and 
Biomedicines 

 

14:30 Establishment of culture systems for Genotypes 3 
and 4 hepatitis E virus (HEV) obtained from human 
blood and application of HEV inactivation using a 
pathogen reduction technology system 

Background: It has been demonstrated that HEV can be 
transmitted via blood transfusion. Thus, the risk of HEV 
transmission is now one of the major global concerns. An HEV 
culture system using blood-derived HEV has long been sought in 
order to obtain virological knowledge on the risks of HEV infection 
through blood products. Hence, we have attempted to establish 
an assay system of infectious titer of HEV, and to apply this 
methodology for investigating the ability of the Mirasol PRT 
system (Terumo BCT) to inactivate the live HEV in contaminated 
platelet samples.  

 

14:30 Establishment of culture systems for Genotypes 3 
and 4 hepatitis E virus (HEV) obtained from human 
blood and application of HEV inactivation using a 
pathogen reduction technology system (Continued) 

Conclusion: We successfully established two strains for HEV 
production; the JRC-HE3 strain for G3b and the UA1 strain for 
G4c. Applying this system, Mirasol PRT system was recognized to 
express more than 3 Log10 for JRC-HE3 and more than 2 Log10 
for UA1of HEV inactivation in platelet samples, and could 
therefore potentially be used to lower the risk of HEV transmission 
through the blood products. 
Takashi Owada, Deputy Director, Quality Department, Japanese 
Red Cross, Hokkaido Block Blood Center 
 

15:10 Prevalence and genetic distribution of Human 
Parvovirus B19 in Chinese Source Plasma Pools 

 Human parvovirus B19 (B19V) is a frequent contaminant of 
blood and blood products 

 Prevalence of human parvovirus B19 in Chinese plasma pools 
for manufacturing plasma derivatives 

 Existence of various human parvovirus B19 genotypes in 
Chinese plasma pools: genotype 1, genotype 3, intergenotypic 
recombinant variants and putative new genotypes 

Yuyuan Ma, Research Assistant Professor, Institute of Transfusion 
Medicine, The Academy of Military Medical Sciences  

 

15:40 Formal Topic to be added on Nano-filtration as 
Robust Virus Reduction Step for Plasma-derived 

Medicinal Products 

Randel Fang, CSL Behring Australia (Confirming) 
 

16:10 Session Topic to be added 

 

16:40 Panel Discussion: Pathogen Safety Aspects of Plasma 

derived Medicinal Products 

Abstract: Human blood and plasma are the source materials of a wide 
range of medicinal products currently used for the treatment and 
prevention of a variety of diseases. Despite stringer donor selection 
and screening methods, the implementation of effective virus removal 
and inactivation methods are crucial to assure the viral safety of these 
important products. The Panel will discuss current challenges 
resulting from emerging viral risks; it will consider current risk 
reduction methodologies and the basis and principles to produce 
plasma derivatives of high pathogen safety. Specifically the 
discussions will focus on 
 Current challenges and requirements for viral screening of 

plasma used for fractionation 
 Selection and characterization of effective virus reduction 

steps for production of plasma derivatives 
 Up-date on the selection of model viruses for performing virus 

reduction studies and their characterization 
 Short review of the TSE risk related to plasma derivatives 

Panelists 

Jun Xu, Deputy General Manager, Shanghai RAAS Blood Products 
 

17:10 Afternoon Coffee/Tea Breaks 

17:40 Conference Day Two Closure 

 

 

 

 

 

 

PCA2015 | PRESENTATION SCHEDULE 4 



PCA2015 | www.pathogenclean.com 

 

Delegate 1 Name ________________________   Job Title ______________________________ 

Company/Organization _____________________ Email _________________________________ 

Direct Tel ___________________ Mobile _______________________ Fax __________________ 

Delegate 2 Name ________________________   Job Title ______________________________ 

Company/Organization _____________________ Email _________________________________  

Direct Tel ___________________ Mobile _______________________ Fax __________________ 

Delegate 3 Name ________________________   Job Title ______________________________ 

Company/Organization _____________________ Email _________________________________ 

Direct Tel ___________________ Mobile _______________________ Fax __________________ 

Delegate 4 Name ________________________   Job Title ______________________________ 

Company/Organization _____________________ Email _________________________________ 

Direct Tel ___________________ Mobile _______________________ Fax __________________ 

Full Mailing Address ______________________________________________________________ 

City/State/Zip Code _____________________ Authorizing Manager ________________________ 

Signature ___________________________ Date _______________________________________ 

(This form is invalid without a signature) 

 

CONFERENCE REGISTRATION please check appropriate package and fee 

FEE PER DELEGATE 
Special Rate  

Before July.31. 2015 

Early Bird                      

Before Aug.31. 2015 

Late Fee                       

After Aug.31. 2015 

Pharma/Biotech □ CNY 3,750  □ USD 615 □ CNY 4,250 □ USD 695 □ CNY 5,000 □ USD 820 

Standard □ CNY 4,750 □ USD 775 □ CNY 5,250 □ USD 860 □ CNY 6,000 □ USD 985 

 

GROUP DISCOUNT 

Company can enjoy significant savings on registration fees when registering by sending teams to events. The event offers discounted rates for 
groups as small as 2 colleagues. Bring your team to make the most use of this event: 

□ Book 2-3 Delegates -Save 10% □ Book 4-5 Delegates – Save 15% □ Book 6 Delegates or above – Save 20% 

If you would like to book an option that current not available in the above packages or register a group booking and require for information, 
please call +86 21 6034 0229 or email: wzhang@deliver-consulting.com 

 

PAYMENT TERMS 

□ By T/T: When the committee completes your registration, an email and formal payment notification will be sent to the address on the 

registration form with instructions on how to complete the Bank Transfer. Payment should be made in CNY or US dollars 

 

TERMS & CONDITIONS 

PAYMENT: Full payment is required within 5 working days from the receipt of payment notification upon the receipt of signed registration form. It includes the full access 

to conference sessions, refreshments, complete conference papers, documentation and the applied tax as per government regulations 

ACCOMMODATION: Hotel accommodation and travelling costs are not included in the registration fees. The reduced room will be arranged at the conference venue for 

all attendees at this event. To take advantage of this special rate, please process the hotel room reservation form provided upon confirmation of your attendance 

PROGRAM CHANGE POLICY: Please note the speakers and topics are confirmed at the time of publishing, however, circumstances beyond the control of the 

organizers may necessitate substitutions, alternations or cancellations of the speakers and topics if necessary. Any substitutions or alternations will be updated on the 

event website and agenda as soon as possible. 

VISA: Each delegate shall be liable for the visa applications, however, if you require a letter of invitation or any assistance, please contact the committee. You will need to 

submit your nationality, job title, organization, date of birth, passport number and the contact details and take the letter of invitation to your nearest Chinese 

Embassy/Consulate for your visa to be issued. Please allow sufficient time for this process. 

SUBSTITUTIONS & CANCELLATIONS: Should you be unable to attend, a substitute is always welcomed at no extra charge. Alternatively, we will make the refund with 

15% of refund amount withheld as the administrative fee, on or before July.31.2015. Any cancellation that is received after July.31.2015 and before August.31.2015 will 

bear 50% of the full liability. Cancellations received after August.31.2015 will bear the full liability of the total conference fee. In the event Deliver Consulting cancels the 

conference for any reason, a full refund will be issued, or at company’s option, this registration fee may be transferred to another event. Other than the registration fee 

herein, Deliver Consulting is not responsible for any and all costs Company may incur whether directly or indirectly to this conference. 

 

Conference Venue: 
Renaissance Shanghai Yu 
Garden Hotel 

Tel: 86.21.2321.8888 

Address: No.159, North He 

Nan Road, Shanghai,        
PR. China 
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