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Regenerative Medicinal Products (RMP)
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— Human cells, tissues and cellular and tissues-based products (HCT/Ps)
— Regenerative Medicine Advanced Therapy (RMAT)

B

— Advanced therapy medicinal product (ATMP)

HZR

— Regenerative medicine
e [

— Cell and gene therapy products (Biologics)

— Tissue engineered products (Biologics or Medical Device)
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Chondrocelect (2009) -

*  MACI(2012)

* Glybera(2013)

* Provenge, DC (2013)

* Holoclar (2015)

* Imlygic, T-Vec (2015)

* Strimvelis (2016)

* Zalmoxis(2016)

* Spherox (2017)

* Alofisel (2018)

In black: autologous
In green: allogeneic
In orange: gene therapy

726 (16) HZ (4)
Chondron (2001) » JACE (2007)
* Holoderm (2002) « JACC(2012)
« Kaloderm (2005) e TEMCELL, MSC (2015)
* Keraheal (2006) * HeartSheet (2015)

CreaVax-RCC (2007)
Immuncell-LC (2007)

RMS Ossron (2009)
QueencCell (2010)
CureSkin (2011)
Hearticellgram-AMI (2011)

Cartistem, MSC (2012) 2R i3 (3)

Cupistem (2012) e Chondrotransplant
Neuronata-R (2014) »  ReCell/CellSpray

Keraheal-allo (2015) . Cartogen
Rosmir (2017) Sp S
B (2)

Invossa-K (2017)
* ReCell/CellSpray
* (Cartogen

#APaEE (2)
*  Prochymal, MSC
* ReCell/CellSpray

M=EX (1)

*  Prochymal, MSC(2012)

=[] (15)
Carticel (1997)
* Provenge, DC (2010)
* Laviy, fibrocell (2011)
*  Hemacord (2011)
* Gintuit (2012)
* HPC, Cord Blood (2012)
* HPC, Cord Blood (2013)
*  Ducord (2012)
* Allocord (2013)
* Imlygic, T-Vec (2015)
* Clevecord (2016)
* MACI(2016)
* Kymriah(CAR-T)(2017)
* Luxturna(2017)
* Yescarta(CAR-T)(2017)
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Burn injured: 484 -
Burn surface>40%: over 200 ’ .
Burn surface>80%: 24 M

Deceased: 15
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First clinical use of cell
therapy product in Taiwan
JACE ( autologous cultured
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Cell/ Gene therapy IND Statistics

(2010~2019.7)
® Cell therapy B Gene therapy
< 20
.9
)
® 15
Tg-_ Cell types (case number)
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OECs, 1 \yte, 5 /_Others, 2
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5 \
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2010 2011 2012 2013 2014 2015 2016 2017 2018 2019
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Pharmaceutical Products: Management of inventory with different handoffs and locations

Wholesaler Hospital

Cell Therapy Products: A single point of control offers a more direct path to patients

ki it

Labeling and
Packaging

Multiple
API/DS Sites

Coordination/Inventory Management Across Network

' - Manufacturing site _
Multi ple apheresns sites (Drug substance/Drug product/packaging/QC release) Hospltals

https://knect365.com/next-generation-therapeutics/article/3184c16c-528e-4204-aed6-c490d0f0a07a/kite- 3
pharmas-cell-therapy-challenges Q\/O ® & w® A
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The Role of Pharmacy in the Successful Delivery of ATMPs

Information for Chief Pharmacist (2017)
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The Role of Pharmacy in the
Successful Delivery of
Advanced Therapy Medicinal Products (ATMPs)

Information for Chief Pharmacists

Edition 1

February 2017
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CAR-T cells-A briefing document for chief pharmacists
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ATMP Working Party) T -
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Issued by: The ATMP Working Party — a
subgroup of the Pharmaceutical QA Committee

December 2017
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CAR-T cells-A briefing document for chief pharmacists
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CAR-T cells-A briefing document for chief pharmacists
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