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How It Works?

MANUFACTURING PROCESS

LEUKAPHERESIS

Collect patient’s while
blood calis
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activate T cells Enginaer T cails
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numberof T cells
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https://www.cusabio.com/car-t-cell-therapy.html 4
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https://chemometec.jp/clinical-manufacturing-car-t-cells-adoptive-immu



Where It Works?

http://www.bidwipershare.com/more/article-3001089959.html
https://hlm.tzuchi.com.tw/tbc/index.php/team-introduction/gtp-lab/gtp-introduction
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Tier 1 — Low-Risk, Highly Qualified Materials with Intended
Use as Therapeutic Drug or Biologic, Medical Device, or
Implantable Material

Tier 2 — Low-Risk, Well Characterized Materials with
Intended Use as AMs, Produced in Compliance with GMPs

Tier 3 — Moderate-Risk Materials Not Intended for Use as
AMs (frequently produced for in vitro diagnostic use or
reagent grade materials)

Tier 4 — High-Risk Materials, Materials Not Produced in
Compliance with cGMPs, and Materials Not Intended to be
Used in Cell Manufacturing

USP <1043>
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Chemistry, Manufacturing & Controls (CMC)

 Source material, reagent qualification
« Manufacturing process & controls

* In-process controls
* Lot release controls

« Safety Control

« Sterility

« Mycoplasma
 Endotoxin

» Characters Control

 Functional / Potency Assays
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https://www.cpcworldwide.com/Biopharma-Campaigns/CGT
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Control: BEHEZS « BT et R Control: Quality by Design

Long-term Patient Design
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https://www.masterchain.media/details/bdA8Z48Q5.html
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