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14 Products are authorized

ALLOCORD; HPC, Cord Blood
Azficel-T; Laviv, Autologous Fibroblasts
Carticel; Autologous Cultured Chondrocytes

TheraCys; BCG Live (Intravesical)

Clevecord; HPC, Cord Blood

GINTUIT; Allogeneic Cultured Keratinocytes and Fibroblasts in Bovine
Collagen

HEMACORD; HPC, Cord Blood

Ducord; HPC, Cord Blood

HPC, Cord Blood

HPC, Cord Blood BLA 125432

HPC, Cord Blood - BLA 125585

IMLYGIC; Talimogene Laherparepvec

PROVENGE (sipuleucel-T); Autologous Cellular Immunotherapy
Sterile Cord Blood Collection Unit with Anticoagulant Citrate Phosphate
Dextrose Solution USP (CPD)

https://www.fda.gov/BiologicsBloodVaccines/CellularGeneTher
apyProducts/ApprovedProducts/default.htm
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8 Products are authorized

e MACI for cartilage repair, 2012 *(closure of EU manufacturing
site 09/2014)

e Glybera for treatment of LPL deficiency, 201| mosmuas }

[0 Holoclar for treatment of limbal stem cell deficiency, 2015

e Imlyqgic for treatment of advanced melanoma, 2015
e Strimvelis for treatment of ADA-SCID, 2016

e Zalmoxis for treatment of high-risk haematological
malignancies (adjunctive to HSCT)

'H‘l’lﬁ Pharmaceuticals and Medical Devices Agency as of Dec 2016
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14 Products are authorized

Cell & Manipulation

Products no. | Company no. Minimal
Stem cell Immune cell | Somatic cell* : . Xenogeneic cell
manipulation
14 10 4 2 7 1 0

Cell type Indication

Bone marrow-derived MSC(auto)(2) Improvement of left ventricular ejection fraction (AMI)

Articular cartilage defects (Knee)
[Umbilical cord blood-derived MSC(aIIo)(l)] Complex perianal fistula (Crohn's disease)
Adipose-derived MSC(auto)(1) Delay of amyotrophic lateral sclerosis (ALS)
progression

(EEMSC }

'H‘l’lﬁ Pharmaceuticals and Medical Devices Agency as of Feb 2016
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(Growth—controlled oncolytic herpes
simplex virus type 1)
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Pharmaceuticals and Medical Devices Agency

Please visit the PMDA website
http://www.pmda.qo.|p
http://www.pmda.qgo.|p/english/index.html
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