
Possible Japan Approval/Listing of Regenerative Medicine Products in 2019
Product name/ code Company Type Indication Status

Stemirac Nipro Mesenchymal stem cell Spinal cord injury Approved in Dec. 2018
*Sakigake

AMG0001 AnGes Gene therapy Critical limb ischemia Filed in Jan. 2018
Kymriah 
(tisagenlecleucel) Novartis CAR-T therapy Acute lymphocytic leukemia/

diffuse large B-cell lymphoma Filed in April 2018

FSI2007 Fujisoft Autologous cultured 
cartilage

Nasal deformity associated with 
cleft lip and palate Filed in June 2018

AVXS-101 Novartis Gene therapy Spinal muscular atrophy Filed in Nov. 2018
*Sakigake

G47Δ Daiichi Sankyo Oncolytic virus Malignant brain tumors PII
*Sakigake

TBI-1301 Takara Bio/Otsuka Gene therapy Synovial sarcoma PI/II
*Sakigake

CLS2702C/D CellSeed Oral mucosa-derived 
esophageal cell sheet Esophageal cancer -

*Sakigake
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