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BMRapporteur: Dr. Sau(Larry) Lee (US FDA)

BRegulatory Chair: Dr. Yoshihiro Matsuda (PMDA)

BMANVISA(Brazil). BIO. EC(Europe). EFPIA, FDA(US). Health
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*Allison G et al., J Pharm Sci. 2015 Mar;104(3):803-12

MIT : Massachusetts Institute of Technology
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Example 1: Continuous upstream (perfusion), batch downstream

Example 3: Continuous upstream + capture, batch downstream

BEAl B : é[ 2 A A BB A () ’}n

P ) 55 » Conti » » I Bimiy e

1 | ontindqus | Continuous Continuolls Continuous
== | = 1 HEHE IE =g
T O T O RE I 5 L JU
Fed-batch Capture Drug g 1o L .
: 5 Clarified iltrati Medi Perfusi Capture & Chrom 2 & 3 Filtrati D
Media gl cyltyre Harvest Harvest (Chrom 1) Chrom 2 &3 Filtration e edia Ceﬁ Cuuslﬂle ( gr;lar;;e 5 rom ittration - srtua% N
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