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Dear Valued Customer, 

19th, August 2016 Brussels 

We are pleased to release our 3rd announcement of The 2nd PLANOVATM  Seminar in Moscow with Abstracts & Program.  

 

 

Date: 6th and 7th of September 2016 

Venue: Hotel Metropol Moscow (2 Teatralniy Proezd 109012 Moscow, Russia) 

Registration Starts : 6th/Sep 12:30 in front of room Brusov 2F  

Free Lunch is offered during registration!   
 

 

For any inquiries about this seminar, please contact y.isono@akbio.eu.  

Our entire team looks forward to meeting you and your colleague in Moscow. 

Yours Sincerely,  

 

 

 

 

 

Takamitsu ESHIMA  

Managing Director 

Asahi Kasei Bioprocess Europe    

  The 2nd PLANOVA™ Seminar in Moscow 

Asahi Kasei Bioprocess Europe S.A./ N.V. 
Rue Colonel Bourg, 122, 1140 Brussels, Belgium 
Tel: +32-(0)2-526-0500, Fax: +32-(0)2-526-0510 

 
Cologne/ Köln Office 

Gottfried-Hagen-Str.20, 51105 Köln, Germany 
Tel: +49-(0)221-995007-0, Fax: +49-(0)221-9950077-10 
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Biography & Abstracts  
 

 

Dr Nataliya Zubkova, PhD. DAS, Deputy Head of R&D 

MICROGEN Scientific Industrial Company for Immunobiological Medicines of 

Ministry of Health of the Russian Federation 

Nataliya Zubkova joined FSUC <<Microgen>> MoH is Deputy Head of R&D Department. 

She is responsible for development and introduction of new analytical methods for 

biological drugs and virus safety of blood preparations and other immuno-biological 

preparations. As an expert of the industry, she actively provides training to young scientists. 

Numerous achievement and scientific publications in the field of plasma blood products 

technology.  

 

 

<Human plasma derivatives:  features of production and regulatory requirements in the Russian Federation> 

 

The list of human blood-borne infections is very extensive, but viruses remain the most dangerous agents, that are most difficult 

to be removed in the manufacturing. This overview focuses on the relative impact of different measures during manufacturing 

process on achieving safety of finished products, derived from human plasma. The safety measures include the testing of donor 

plasma for markers of the most urgent blood-borne infections, purification procedures and innovative technologies to reduce 

pathogen agents, the creation the new production capacities in order to comply Good Manufacturing Practice (GMP) 

guidelines, the validation of technological reduction stages and the quality control according to the Russian compulsory 

regulations. 
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Mr. Franz Nothelfer 

BOEHRINGER INGELHEIM PHARMA GMBH & CO.KG 

Franz Nothelfer was heading a position as associate director Protein Science  at Boehringer 

Ingelheim Pharma GmbH & Co. KG. He was responsible for the development of novel purification 

processes for therapeutic proteins and monoclonal antibodies. A major task of his team was the 

transfer, establishment and optimization of purification processes of customers to achieve robust 

and economic manufacturing processes. He was also responsible for the establishment of new 

innovative techniques in purification. 

Franz started his education as biology assistant in 1971 at Dr. Karl Thomae GmbH, a 100% 

subsidiary of Boehringer Ingelheim Pharma GmbH. In 1979 he joined the newly founded biotechnology group and he started 

his career in protein chemistry and purification development for recombinant proteins and antibodies. He was involved in the 

first process transfer of a recombinant protein to Boehringer Ingelheim in 1985. Since 1989 he was conducting viral clearance 

studies and from 2003 until 2016 he was responsible for planning and conduction  viral clearance studies for BI internal projects 

and for client projects. 

 

 

<Implementation of Planova BioEXTM in Two Market Processes for Tissue Plasminogen 

Activator> 

The tissue plasminogen activator , Actilyse, for the treatment of heart attack, was approved in Europe in 1987. The 

manufacturing process and the dedicated steps for virus inactivation / virus removal were state-of-the-art at that time. For 

virus filtration a 300 kD UF/DF membrane has been implemented. This virus filtration step was performed in cross-flow mode. 

In a feasibility study a new improved downstream process was established and up-scaled to 12,000 L scale. The introduced 

changes will be shown in the presentation. 

In 2001 a modified tissue plasminogen activator, Metalyse, was launched. For the virus filtration step a 180 kD PES membrane 

was implemented. The viral filtration was performed in cross-flow mode. In 2013 a new virus retention filter, PlanovaBioEXTM, 

was implemented and approved by the authorities worldwide. Performance data and viral clearance data will be shown. 
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Dr. Horst Ruppach, Ph.D.                                                                                                                             
GLOBAL DIRECTOR, VIRAL CLEARANCE AND VIROLOGY 

CHARLES RIVER, BIOLOGICS TESTING SOLUTIONS                         
Dr. Horst Ruppach joined Charles River Laboratories with the acquisition of NewLab BioQuality 

AG in 2008.He studied chemistry at the University of Cologne and the University of Marburg, 

Germany. He earned his PhD in Human Immunodeficiency Virus (HIV) research in the 

laboratories of Dr. Rübsamen-Waigmann at the George-Speyer-Haus in Frankfurt. From 1997 

to 2005, he and Dr. Andreas Immelmann established Analysis Biomedizinische Test GmbH, an 

internationally company supplying services in the field of viral safety studies for the 

pharmaceutical industry. With the fusion of NewLab BioQuality AG and Analysis GmbH in 2005, he developed and managed 

the two virology departments providing virus safety testing and viral clearance studies for biologics. With the acquisition of 

NewLab by Charles River he managed the expansion of the viral clearance department in Cologne and established the viral 

clearance site in King of Prussia, PA, USA. Dr. Horst Ruppach 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 the business development of Charles River’s viral safety service globally.  

 

 

< Log10 Reduction Factors in Viral Clearance Studies> 
The reduction factor is commonly used to determine the viral clearance. In fact, the number describes the capacity or the 

potential of a process step to remove or inactivate viruses. It does, however, also depend on the experimental conditions and 

even on the mode of calculation. Equally important, the reduction factor is only one out of several other aspects which will 

define a process step or the whole manufacturing process “effective” with respect to viral clearance, as it is clearly outlined in 

the ICH Q5A guideline. The presentation will demonstrate the dependencies of the reduction factor from parameters different 

than the viral inactivation or removal capacity and also give examples which other aspects contribute significantly to the 

effectiveness of viral clearance as it is outlined in the ICH Q5A guideline. 

 
 

WORKSHOP <Introduction to Viral Clearance Studies – how to design?>  
This workshop will describe the principles of viral clearance studies and detail important aspects such as: 

model virus selection, assays used to quantify viruses, crucial pre-testing required upfront to the study,  

sampling plan per step, etc. 

The principles and the aspects are universal and applicable to different biopharmaceuticals like recombinant proteins, vaccines, 

plasma derived products, and any human or animal tissue derived products which are sometimes also part of medical devices. 

The relevant guidelines defining viral clearance for the different product classed will be shortly presented and can be more 

deeply discussed in a subsequent “Question and Answer” session. 
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Mr. Ichiro KOGUMA 
Technical Director 

Asahi Kasei Bioprocess Europe Cologne Technical Center 

Ichiro Koguma joined Asahi Kasei Bioprocess Europe as Technical Director in 2016. 

He post-graduated in Material Science at the University of Chiba in Japan. There his key research 

work was focused on the improvement of protein binding capacity into Anion-Exchange membrane 

employing radio-chemistry technique useful in the manufacturing processes of biologics. His research 

work was successfully done in collaboration with Asahi Kasei Corporation. Thereafter, in 1999 he 

joined the R&D Department of Asahi Kasei Corporation for the development of the novel virus 

removal Nano-filters. Over the last 10 years at Asahi, he was intensively engaged in the development of high performance virus 

removal Nano-filter Planova BioEXTM.  

Mr. Koguma has more than 15 years of experience in the field of Bioprocess Technology. He is currently responsible for 

Management of Technical services of Planova products in the Europe, Russia, Middle East, and Africa. 

 

 
<Understanding the Critical Parameters Resulting in Robust Nanofiltration> 

 
In downstream processing of biologicals, nanofilters are commonly used as a robust step to remove viruses. Based on size 

exclusion mechanism, Planova™ allows proteins to easily pass through the hollow fiber membrane while viruses are efficiently 

captured in the membrane pores. This presentation demonstrates the critical process parameters that need to be considered 

to ensure a robust, consistent, economical and scalable operation. The resistance of PlanovaTM filters against challenging 

process parameters are shown through case studies. 
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Mr. Stefan Schrankler, Dipl.-Ing. 
Senior Product and Marketing Manager 

Asahi Kasei Bioprocess Europe Cologne Technical Center 
After obtaining his Dipl.-Ing. degree in Chemical Engineering at the University of Erlangen-

Nuremberg Stefan Schrankler worked 6 years as a Project Manager in the pharmaceutical 

water purification. Since 2002 he focused more on sterile technologies in the pharmaceutical 

industry as steam sterilization, hydrogen peroxide decontamination and biosafety laboratories 

at companies Steris and Getinge. 

From 2010 he works for Asahi Kasei Bioprocess Europe as Senior Product and Marketing 

Manager. He is responsible in Europe of the technical support for Virus Removal Filtration 

using PlanovaTM technology. He is based in Cologne, Germany, where Asahi Kasei Bioprocess Europe opened a customer 

training facility in 2011. 

 

 
<Integrity testing of PlanovaTM and PlanovaTM BioEX filters – points to consider and case studies> 

As a regulatory requirement Integrity testing proves that a filter is undamaged during transport or after usage.  

Asahi Kasei Process (AKB) is offering several possibilities for integrity testing of Planova and Planova BioEX filters to 

customers. 

As all of AKB’s Virus Removal Filters are already 100% integrity tested when leaving the production facility the possibility for 

getting a damaged filter delivered is nearly negligible. 

For Post use-Integrity testing Asahi offers various solutions. One common test principle is the Visual Leakage Testing (VLT). 

For customers who would need a print out of the integrity test results methods like the PlanovaTM Leak Tester (PLT) are 

applicable. For Planova BioEXTM filters starting from a size of 1m2 the diffusion test is possible. 

Case studies will show which integrity test could be applied and which points need to be considered. 
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Mr. Edin Mezetovic, Dipl. Ing. 
Product and Marketing Manager 
Asahi Kasei Bioprocess Europe Cologne Technical Center 

Edin Mezetovic joined Asahi Kasei Bioprocess Europe in 2012 as Product and Marketing Manager 

He studied Chemical Engineering at the University of Applied Sciences in Krefeld Germany.  After 

graduation he started in the Product Safety Department at company Henkel and was involved in 

the development of the Risk Assessment methods according to the new chemical Regulation 

REACH. In his other positions he worked in the field of Specialty Chemicals, IT Consulting, Water 

Management as a Technical Product Manager and later as Director. 

 Mr. Mezetovic has a more that 10 years’ experience in the product management of complex products in the field of Chemicals, 

Water Management, Pharma, Biotech. He is currently responsible for Product and Marketing Management of PlanovaTM 

products in the Eastern Europe and former USSR countries.  

 

<PlanovaTM Filtration Technology> 

 
Asahi Kasei Bioprocess is the established global market partner in virus filtration, with PlanovaTM filter range having a more than 

20 year history of trusted use in the production of biotherapeutics. Asahi Kasei Bioprocess seeks to deliver the very best in not 

only the products we manufacture, but also in the technical support we provide through our worldwide technical support 

network of specialists. 

Launched in 1989, PlanovaTM filters are the first filters developed specifically for removing viruses from biotherapeutic drug 

products such as biopharmaceuticals and plasma derivatives. PlanovaTM filters offer an excellent combination of high protein 

yield, validated virus safety, and scalability. Virus removability is based on size exclusion and depth filtration mechanisms: viruses 

larger than the mean pore size become trapped. PlanovaTM filters are available in different pore sizes to match the virus removal 

needs of particular product applications. The same format housing, combined with the scaled number of hollow fibers in each 

size filter, results in a reliable scalability from development work on to large scale manufacturing. PlanovaTM 15N, 20N and 35N 

filters made from regenerated cellulose are offered in 0.001 m2, 0.01 m2, 0.12 m2, 0.3 m2, 1.0 m2 and 4.0 m2 sizes. The PVDF 

media Planova BioEXTM filters made from hydrophilically modified polyvinylidene fluoride are offered in 0.0003 m2, 0.001 m2, 

0.1 m2, 1.0 m2 and 4.0 m2 sizes. 

 


