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Activin A GDNF IL-4 M-CSF Thrombopoietin t
Betacellulin t GM-CSF t IL-6t Noggin Fc Tag TNF-at
BMP-2 HGF IL-7 1 PDGF-AA Wnt-3a
BMP-4 + IFN-y + IL-10 t PDGF-BB t VEGF 1
EGFt IGF-I + IL-15 t SCF/c-kit Ligand
FGF basic (145 aa) t IL-13 IL-21t Shh N-Term +
Flt-3 Ligand/FLT3L t IL-2 KGF/FGF-7 Shh (C2411) N-Term +
GDF-8/Myostatin IL-31 LR3 IGF-I T TGF-B1

t+ EAIE protein§2 animal-free GMP protein &ILICt

GMP vs. RUO xlo|H

Test GMP 3{V]0)

Regulation of
manufacturing

1SO 9001:2015, ISO 13485:2016-certified facility

USP Chapter <1043>, Ancillary Materials for Cell, Gene, and Tissue-Engi-

neered Products

Ph. Eur. General Chapter 5.2.12, Raw Materials of Biological Origin for
the Production of Cell-based and Gene Therapy Medicinal Products

USP Chapter <71>, Sterility testing guideline

1SO 9001:2015, ISO 13485:2016

Animal-free o [=EC1 ST
Drug Master File,
Quality Management Yes No
System
Traceability
documentation Yes Yes
(COO0, COA, SDS, Insert)
CoA contents GMP vs. RUO
Test GMP RUO
Protein mass SDS-PAGE, Mass spectrometry SDS-PAGE

Protein identity

N-terminal 10 amino acid

N-terminal 1~3 amino acid

Activity Cell based assay Cell based assay

Purity SDS-PAGE SDS-PAGE

Endotoxin level LAL method LAL method
Host cell protein ELISA X
Host cell DNA PCR X
Mycoplasma Ribosomal RNA hybridization assay X
Sterility Tested per USP <71> guidelines X
A2zt D& testofl CHEt 2otz MS X
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. GMP ProDots Protein in a BAG

o 4% ZHHSE Reconstitution & Recovery gpiMsl
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* R&D systemsZt H&5H= High Purity =

- 2t GMP Proteindt AS38ts &2 Bioactivity W

* USP<71>guideline2 == package ) J | 12" weldable tubing

(3/32”1.D.x5/32” 0.D)

e IL-2,1L-7,1L-15

Standard Process Size
80 | mDays GMPProDots | 1 mg vialed 25 ug vialed
- ! & protein protein
.% 70 Day7 Exact amount for process | Aliquot E;?;é:s?ount for dpse tge entirs vialtor
é 60 [ | Day9 i usu p i
E 50 Clean room time @ @@@ @ @
3 40
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T Optimal for culture
% 30 - performance \/ \/ x
c 20
g Automatable and
= 10 ; ; standardized \/ X J
’ Standard GMP IL-2 ProDots GMP IL-2 Risk o i I
(handling/error) 'n' f:::::f lnl 'nl
R&D GMP IL-22} ProDot GMP IL-29]|
CD4+ T cell expansion level H| ! data. Cost
£ RZ] activity7h 72l RAIEE & 4 ULLIC, {time/risk reduction) $3 $ $333
. GMP Small Molecules for Stem Cell Therapy
* The First GMP Small Molecules of the World
* Animal-Free Product
e Lot-to-Lot Consistent Tocris Product Quality Attributes
° SB 43 1542/ Y_27632/ Standard Catalog Ancillary Material Grade GMP
1S 9001 O O O
HIR 21/ XAV
c 930 / 939 QC Testing O O O
Controlled Manufacturing Zone O O
I1SO-7 Cleanroom O @)
Endotoxin/Bioburden Testing O O
TSE and BSE Certification O O
Risk-based Approach to 0
Manufacturing
ICH Q7 O
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