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10:50 11:25 K lity | in the Revi fR tive Medical Product

ey Quality Issues in the Review of Regenerative Medical Products N T T N p—
11:25 12:25 7772ITTUORER (meEmsmaomamics | 3BT RROSA LTREL) 11335 - 11550 (15min) 4 bs5— v v BARH
12:95  13:15 Draft Revision of the Japanese Standards for Biological Raw ik 158
) ) Materials: Proposals from the AMED Working Group EiIEESBREENER BIFR
13:15  13:50 An Overview of the Advanced Regenerative Medicine Regulation Dr. So-Ra PARK
) ) and Industry in Korea BEBLEEREVE BER CHAPEPLDBHRIT

Dr. David Ch

13:50 14:25 Taiwan ATMP ecosystem and enabling CDMO” r_ avnd.C ang . )
Taiwan Bio-Manufacturing Corporation (TBMC) CEO

14:25 15:10 Coffee Break

Session 2 <PDAFERICH T 3 SoinEEEZRMBEDI Y 4>

Friedrich Wintzi d

15:10 15:45 “PDA Headquarters” Initiatives Regarding "ATMP" riedrich von IT‘ zingeroce
PhD Roche, Chair of ATMP AB at PDA Headquarters

15:45  16:20 Points to Consider for the Use of Plasmids and Viral Vectors in Dr. Darius Pillsbury

ATMP Production ValSource
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16:20 16:55 PDA Points to Consider No.13 Materials in ATMP Manufacturing  Alloy Therapeutics Japan ¥ % 5<% — +— / Alloy Cell
Therapies mE&ETE PDAEER ATMP IG #£REER

17:00 18:30 Social gathering (standing)
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[ATMPsOERRERICH 1T 2MEHRERERZ (RMM) oWz L A
10:20 10:55 The Use of Rapid Microbiological Methods (RMM) for Sterility BAPDAREFLEFURCGMPEER RER ELAFEEAKRKEX
Testing in ATMPs Manufacturing FRIFMER BAVERR
10:55  11:30 gon:delre:\;clio:slf(:r‘Asgpth (j\le:ning B;a:;c\in;n :\Jnuantfific:tif)n of ﬁiifﬂﬁi% EENEGMPERS
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11:30 12:30 Lunch
Session 5 <EX{ERET RV B EIRERE>
L - . Richard Denk
12:30  13:05 A training on the Facility Design for ATMPs SKAN, Senior Consultant Aseptic Processing & Containment
13:05  13:40 Set-up of a Contamination Control Strategy using the Hazard Dr. Ruben van der Galien
) ) Analysis Critical Control Point (HACCP) methodology GE Healthcare
Session 6 <Issues surrounding containers>
13:40  14:15 The Critical Role of Container Closure Integrity in Cell & Gene Mr. Noba Ebaid
’ ) Therapy and Biologic Packaging PTI, afeguarding Pharmaceuticals
. . . IR BRI
14:15  14:50 :,Iro(r; Fell(:or;/ totPatlent: Packaging and Transport of Regenerative BRI /s - F 4y aTyImP Yy (TEC)
edical Products WO S BME
14:50 15:20 Coffee Break
Aligned Control Strategy Proportions and Staging Opportunities -
. . Stephan O. Krause, PhD
15:20 16:10 Special Lecture Concept and Execution Roadmap for an Enhanced and Integrated o . .
. . Executive Director Analytical Strategy, BMS Cell Therapies
Analytical Control Strategy for Autologous Cell Therapies
#2/ @ EiF
16:10 17:00 Special Lecture QbD77R—FICE-D< BV HRIEISICHAIT7-ERY fHH ARAFAZRIFARVENIFER £EMTO LRV R T LTHHES
FHREE
Summary &Closin
17:00 17:10 Y & Richard Denk
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