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2023 ViruSure and Planova Korea Seminar0f| ZCH8tL L},
ViruSure/Asahi Kasei Bioprocess At &7 HIO|22|2FE Mt Z&ofl Cist Hio[2{A XA 2 S HItof cist LHBOE AO|LIE
ZH|SIEELICE O M|o|Ltofl M= 20224 10”0 2 HEI AH22 ICH Q5A(R2) Draft versiondl| Lt LHE 8! 0|2 &#HESH Virus clearance
study ZI&Ho]| cHot LHE2 CHE G- QJILICE 3 HIO| 2 FE 0| MAMME IHME o = HESH(Continuous process) X CGT(Cell &
Gene Therapy) ‘d4F ZH0i| M 2| Virus filtration 28 3! Heof| Ciot LIS M 2EY o YL|C B2 2talah 7of HREfL|Ct.

2™ LHE | ViruSure

Dr. Andy Bailey | CEO, Operations Director
Mr. Jiirgen Ebner | Business Development Manager

= ¢ GMP Contamination Events: Lessons for the Future and ICH Q5A(R2)
* ICH Q5A(R2): Potential Impact on Virus Clearance Requirements

D=3 LI 11 AsahiKASEI

Mr. Naoto Watanabe | Manager of Scientific Affairs Group, Global Marketing,
Bioprocess Division

+ Introducing Planova™ S20N, a Novel Superior Regenerated Cellulose
Virus Removal Filter
« Advancing Continuous Virus Filtration: Considerations for Implementation
and Validation
+ The Role of Virus Filtration in Achieving Pathogen Safety of Gene Therapy
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[] Virus clearance study
[] Prion clearance study
2l 20k [] Cell bankingand cell bank characterization
(S Ao
H A =HR) [] In-vivo testing (Tumorigenicity or Oncogenicity)
[] Nanofiltration (Virus Filter)
[] Others( )
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