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Project Summary 1. 479 AZER

. . Promoting translational and clinical research of cell therapeutics
Title of Project
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Key Words GMP, Biomedicine, Clinical trial, Translational research HetAlE o] QB ook olPFAT B dFATE FA
Project Leader Beom-Kyu Choi

Associated Company

(2) A2 51 5 u&
O Epitope screening of cancer patients to select the subjects for the clinical trials of adoptive (29 AY)
T cell th
cell therapy 7 =y ug 2 us) Q]
- Epitope screening of EBV+ cancer patients and HLA-A genotyping _
o AEsISFEANAS o FAAAAANHN L BARIEY &
. A A o &9/ Egste] YBOGFEANLY BT
O Pilot production of autologous T cell therapeutics for IND application ° ! = °°
. A A o . A FAR) A AT 53
- Epitope screening of glioblastoma pateints with WT1 peptides and HLA-A genotyping 139 =
. . . . o JAAE AEFE (@ 1 AT duREl A Ax/TH 80,000
- Pilot productions of WT1 T cell therapeutics and preparation of batch record (2012) y
ANz S5
- Design of stability test for WT1 T cell therapeutics and preparation of its report °n
. - o AN FTANY A o i T AMEXZAL JFAAE Aol
- Issuing of product-related documents for IND application
dad AAAN 2 AHIANE 3

O Maintenance of GMP facility and production of T cell therapeutics
- Maintenance of GMP facility

+ Performance requalification (PRQ) of Biomedicine production branch (2012.07) LT AEA A A8

+ Daily, weekly, and monthly hygiene management [J GMP (Good Manufacturing Practice) -]

- Quality Assurance and Quality Control

- QC: endotoxin test, mycoplasma test, viral test, sterility Tes AN AE R ClofE FEe] EBV T AZARAS Aibetr] fsis AEAs

A A AAE A P EE kGMP 7]Eel AEeA A E kg o] & $18iA = HVAC
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- Operation manualsA| X=X EA4] Yrka G2 A 3 =
aPd 2E 99 age 7ew V1ES F5A717] 98 HVAC 2 AxzdA4ad s 3.

- Monthly environmental monitoring

- Revision of SOPs and Records

- Production of EBVINT Cell for the phase I clinical trial.
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Epitope screening> Fig. 1°] 22 ® 3AHS T3 3. w3z dHozriE PBMC
(peripheral blood mononuclear cells)& #3283 ¥, ZtZt EBV peptideE< #7Fste] 1447 vl <.
gty 32, 7,9, 11, 1340l vixE mAste] F, 144 ZF Fre AEE F=AsY wg
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Figure 1. Epitope screening procedure to select HLA-A subtype-restricted CD8 T cell epitopes.
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Screening start: 2012-01-12

Date of analysis: 2012-01-27
Patient code: LBS
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Figure 2. Raw data of EBV epitope screening.
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EBV A02-6 JBR- 5759 % | 472 % | O = W eme
AL EBV A24-1 120919 3129 % 476 % | O =g Wy
EBV A24-2 1583 % | 6202 % | W o[ sme
EBV A24-3 5010 % | 1028 % | [ = M sxe
EBV A24-4 2861 % | 1544 % | M=y (1 sHu
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2012 7€ o|%F 4719 EBV epitope screeingg FdstR o, A 2

HIHE] Al A 25 2012. 10. 08 % 2012. 10. 1758 & Z.

1

AulhE] A Lot # JBR-CT-121008
- HL, F/66

- HLA-A type :HLA-A#24/A*26
@Al E] Al Lot # HPS-CT-121017
- NKT lymphoma, F/69

- HLA-A type ‘HLA-A*11/A%24
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22 WTL T AXAZA] d4Nd5 A4 Ao g 5 HIS-120214
- 33126859 (M/59)
- F87]%F 2012.02.14 - 2012.02.29
- HLA-A type ‘HLA-A*01/A%24
- WT1 2=zgld A3 WT1 peptide mixtureE AFg3te] WT1 T M EAZA AZ7}F &

7bs 3t

O WTL T AZEAZN A3 g@d2 Adg 9@ Abdddzadar g a2 A4
WTI T AEAEA QIEAE D) ALY AJAEAL $A0HS 9% WTL T AEA
234 M 2 AFANS A8 o ARBuFEAe] Ae AR&3te] WTI epitope screening&
obgfell WAIE 137del wis] FAsR o, olF AN FHAte] AW

-9,

6) ABS-120215
- 31134558 (M/37)

1) HIS-120117 - $87]7k 2012.02.15 - 2012.03.01

- 33126859 (M/59)

- 3717k 2012.01.17 - 2012.02.01

- HLA-A type ‘HLA-A*01/A*24

- WT1 2==32d 23 WT1 peptidedl] ik wkg-Ade] vjnlgte], WT1 T AEAZA Al

27} B8

2) CHY-120120

- 33150478 (M/45)

- 8 7]%F 2012.01.20 - 2012.02.04

- HLA-A type ‘HLA-A#02/A*33

- WT1 =gl A3 WT1 peptide mixtureE AF&3te] WT1 T MEAZA AZ7F 7}
3.

3) WDH-120202

- 33163233 (M/8)

- 377k 2012.02.02 - 2012.02.17

- HLA-A type :HLA-A*11/A*31

- WT1 22=z8ld Z¥: WT1 peptideo] wigt wh&Ade] mu)ste], WT1 T MAEXEA A

27 $Fs .

4) JYS-120213

- 31555706 (F/61)

- #3717k 2012.02.13 - 2012.02.28

- HLA-A type :HLA-A*02/A*24

- WT1 2=38d A3 WT1 peptide mixtureZ AF&3te] WT1 T AEXFEA A7t 7+
3}

-3
o .

- HLA-A type :HLA-A#??/A%??
- WT1 2229 A3 WTI peptide mixtureS Ag3le] WT1 T AZX &4 Az} 7}

3]
1=

S

olr

7) LY]J-120326

- 33165536 (M/67)

- 7)1k 2012.03.26 - 2012.04.10

- HLA-A type 5% 2355 oA

- WT1 2=38d A3 WTI peptide mixtureE AF&3Fe] WT1 T AEXFEA A7t 7+

5}

.

off

8) SBS-120326

- 33164799 (M/73)

- 8 7]%F 2012.03.26 ~ 2012.04.10

- HLA-A type 5% ZA¥}51n A

- WT1 2==32d A3 WTI peptide mixtureE AH&3e] WT1 T AEX &4 AZx7) &

s,

9) PJB-120412

- 33141894 (M/36)

- #3717k 2012.04.12 - 2012.04.27

- HLA-A type ‘HLA-A#24/A*33

- WT1 2=3gd 23 WTI peptide mixtureE AF&3te] WT1 T A EXFEA] A =71 7}

off
%

10) JJS-120507
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- 33118959 (M/52) - 87]7k 2012.09.17 - 2012.10.02
- 717k 2012.05.07 - 2012.05.22 - HLA-A type HLA-A%02/A%30
- HLA-A type HLA-A*02/A*33 - WT1 2=8Y Z3: WT1 peptide mixtureZ Ab-&3to] WT1 T A EX &4 Az7F &
- WT1 2=g]d 23 WT1 peptide mixtureZ AFg38to] WT1 T A EX &4 Ax7F 7} 7}
=%
11) LJH-120717 0 WT1 T A2XSA(HEMEA) 2] AFAYLHS T3 ARV E5A A4
- SI8I3% (M/6) 20124% WT1 epitope screening®l 4 A% 7Hs #4& Wwe obgAFas 4475 788
- %97]7k 2012.07.17 - 2012.08.01 WAros W1 T AZAEA SElE ] A8 ass o,

- HLA-A type ‘HLA-A*02/A%33
- WT1 23ed @3k WTI peptide mixture® AH&3te] WT1 T AEA8A Ax7} 2 AEAdd AHdEAde) Lot #=  YSB-ECT-120214,  KYA-ECT-120214,
o OJH-ECT-120214, LYH-ECT-120220, CHY-ECT-120313, JYS-ECT-120313, ABS-ECT-120313
2 Fig. 30 224 319479 MigdAgdSs T3 e d SAFS Ak

12) RLYH-120806 At A% 9 AGWEe wekd 4% gAE f9FdosA Ax g SEAE o
- 33138241 (M/19) ARG L otEowA ARPA BAdAoH, AxTA 9 A7 AE D AGuel g 2
- HLA-A type: HLA-A11/A%30 HUTNEE Az B0 FRate] waAFonH (Fig. 4), SEAE A A1 QA EA Y
- 12 WT1 2==gd 23} (¢]d): WTI1 peptide mixtures AF&3ste] WT1 T A EXE ANA Bas AFAL 4RSS 23S

A Azx7F 7bed Mz A BA).
- 22 WT1 2==gd 23 (d4)): WT1 peptide mixtureZ AF&3lo] WT1 T AEXE
A Azx7F B (Ax FATE B3).
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Figure 3. 4-1BB-based isolation and expansion of WT1-specific CD8 T cells from glioblastoma patients Figure 4. WT1 T MEAEN MZEZ I8t ATFIE U ABHT NZAA O SN BA|,
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