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How to manufacture Research—grade iPSCs

15t Gen R-g iPSCs
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Sponsor/Investigator iPS cell line Cell type Disease indications Current stage

Retinal pigment epithelium Clinical Research :

Age-related macular degeneration

Masayo Takahashi

(cell suspension)

Completed

(RIKEN) QrJI01s04 Photoreceptor cells Retinitis piamentosa Clinical Research :
(Neural retinal sheet) P9 Completed
. Retinal pigment epithelium RPE impaired disease Cllnlc'al Research:
Masayo Takahashi (cell suspension) Terminated
: . QHJI01s04 . : T -
(Kobe City Eye Hospital ) Retinal pigment epithelium . . . Clinical Research :
. RPE impaired disease "
(cell strips) Recruiting
Yasuhiko Hirami . D Clinical Research :
(Kobe City Eye Hospital QHJI01s04 retinal sheets Retinitis pigmentosa Active, not recruiting
Jun Takahashi Dopaminergic progenitor cells . o Clinical Trial :
(Kyoto University) QHJI01s04 (cell aggregate) Parkinson's disease Active, not recruiting
Yoshiki Sawa Cardiomyocytes . . Clinical Trial :
(Osaka University Graduate School of Medicine) QHJIT4s04 (Cell patch) Ischemic Cardiomyopathy Recruiting
Hideyuki Okano neural stem/progenitor cells . - Clinical Research :
(Keio University School of Medicine ) YZWIs513 (cell suspension) Spinal cord injury at subacute stage Recruiting
Kohji Nishida VZWJs524 Corneal epithelium Corneal opacity due to limbal stem cell Clinical Research :
(Osaka University Graduate School of Medicine) (allogeneic, cell sheet) deficiency Completed
Noriyuki Tsumaki Chondrocytes . . Clinical Research :
(Kyoto University) QHJI0Ts04 (Cartilage tissue) Knee articular cartilage damage Active, not recruiting
Keiichi Fukuda QHJI14504 Ventricular cardiomyocytes Heart failure Clinical Research :
(Keio University School of Medicine) (Spheres) (Dilated cardiomyopathy) Recruiting
Ventricular cardiomyocytes Heart failure Clinical Trial :
Heartseed Inc. QHJIT4504 (Spheres) (Ischemich heart disease) Recruiting
Shin Kaneko Innate lymphoid cells . Clinical Trial :
(Kyoto University) QHJI0Ts04 (Natural Killer Cells) Ovarian cancer Recruiting
. Clinical Trial :
Megakaryon Co. YZWJs513 Platelets Thrombocytopenia "
Recruiting
Shigeto Shimmura Corneal endothelial cell Clinical Research :
(Keio University School of Medicine) QHJI0Ts04 (cell suspension) Bullous keratopathy Recruiting

Modified Table.3 in a paper by Yoshida et al., Med (2022) DOI : 10.1016/j.medj.2022.10.003
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Table 3. Progress in iPSC stock-based cell therapy

Sponsor/investigator iPSC line Cell type Disease indications Current stage Reference
Masayo Takahashi (RIKEN) QHJI01s04 retinal pigment age-related macular clinical research™: Sugita et al *%?7
epithelium (cell degeneration completed
M d suspension)
e é (;.:ﬁ!PrefS Masayo Takahashi (Kobe QHJI01s04 retinal pigment RPE impaired disease clinical research: Maeda et al.*”
SR e City Eye Hospital) epithelium terminated
(cell suspension)
retinal pigment RPE impaired clinical research: Nishida et al.*
epithelium (cell strips) disease recruiting
Yasuhiko Hirami (Kobe QHJI01s04 retinal sheets” retinitis pigmentosa” clinical research® Tu et al;**
.. City Eye Hospital) (retinal tissue active, Kuwahara et al.*
A clinical-grade HLA haplobank of human containing not reciting
photoreceptors)
| ﬂd uced pl LIF| pote r'"l't Ste m Cel |S m atChI N g Julj Takahashi [Kyoto QHJI01s04 dopam?nergic Parkinson's disease” clinical tri_a.l":: active, Kikuchi et .E!I._..;:"
University) progenitor not recruiting Takahashi;”
M 0, cells” (cell Doietal.™
approximately 40% of the Japanese el
: Yoshiki Sawa (Osaka QHJI14s04 cardiomyocytes ischemic clinical trial: Kawamura et al;*’
po p ul atlo n University Graduate (Cell patch) cardiomyopathy recruiting” Kashiyama et al;™”
School of Medicine) o etal.™
Hideyuki Okano (Keio YZWJs513 neural sterm/progenitor spinal cord injury clinical research: Nakamura and
Shinsuke Yoshida. Tomoaki M. University - cells (cell suspension) at subacute stage recruiting Okan_o;:ﬂ .
. School of Medicine) Sugai et al.™
et Yok sate, Kohji Nishida (Osak YZWJs524 I epitheli | opacity d linical h Hayashi and
M oshi Teukshara, Maok onj Mishida ELE] corneal epithelium comeal opacity due chnical researcn: yashi a L
" . T:Y SI-Il' = . . k:D . University Graduate (allogeneic, cell sheet) to limbal stem cell completed Nishida et al.** #*
HLA-hGmEyaous doncs FIT B S LU L Schoaol of Medicine) deficiency
el Pracasaing Carier T | Py lr 5 ol Traray mam etk ahara@icra foundation. Noriyuki Tsumaki (Kyoto QHJIO1s04 chondrocytes knee articular clinical research: Takei et al;*®
— orjp M.T) University) (cartilage tissue) cartilage damage active, not Chen et al ;*”
— .m.!..,.. & J e Sl recruiting Yamashita et al.*
LT, e s s Highlights Keiichi Fukuda (Keio QHJI14s04 ventricular heart failure (dilated clinical research: Hattori etal ;"
S =] A clinical-grade iPSC haplobank University School cardiomyocytes cardiomyopathy) recruiting Tohyama et al.*"*'
was established from seven HLA- of Medicing) (spheres)
T - I homozygous donors Heartseed QHJI14s04 ventricular heart failure (ischemnic clinical trial: Hattori et al.;*
—— ) cardiomyocytes heart disease) recruiting” Tohyama et al. """
HLA homozygous PSCs = o—— After screening and relesse tests, (spheres)
e e e 27 iPSC lines were selected for P e
o M A . et s e —— clinical usage Shin Kaneko QHJI01s04 innate lymphoid cells ovarian cancer clinical trial: Ueda et al.™
L, /| (e Em—— ) (Kyoto University) (natural killer cells) recruiting
D 0 !D O+ L_;—-;:l..r......;.l' .'J o ——1 Pluripotency of iPSC lines was Megakaryon YZWJs513 platelets Thrombocytopenia clinical trial: lto and _
T & R | oo confirmed in witro recruiting Nakamura et al.~
ol o i ——— . ) Shigeto Shimmura (Keio QHJI01s04 corneal endothelial bullous keratopathy clinical research: Hatou et al.**
0090 L — jih= esimis eciFC hinplotank University School cell (cell suspension) recruiting
has been used in more than 10 of Medicine)
clinical trials E— .

Yoshida et al., Med (2022)
Yoshida et al. construct a clinical-grade haplobank of 27 iPSC lines matching 40% DOI : 10 (] 10 16/j L] medj L[] 2022 ] 1 O ] 003

aof the Japanese population, which have already been used in more than 10<linical
ik CiRA Foundation / Confidential w

Praducing haplobanks of human iPSC lines from HLA-homozygous donors is a
potentially cost- and time-effective strategy to match large populations. Here,
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JL—R BRER TR TR
QHJIO1s04 Ff-101s04
HHRRAK QHJI14s03 Ff-114s03
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=P ERRAEM (BB ART> T 7 RF—E3K)
ERE AL IEYV-ILTIZZR
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JL—R SRR TAEAWEELZN
YZW)Js513 Ff-WJs513
YZWJs516 Ff-WJs516
FHRERK YZWJs524 Ff-WJs524
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YZW)Js531 Ff-WJs531 R
==E iR EMERIN (8 AN T47 RF—R2K)
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HLA: Homozygous
(HLA-A-B-DRBT1)
Reprogramming Vector:
Episomal Plasmid

Donor: QHJI
(24:02-52:01-15:02)

Donor;: RWMH
(33:03-44:03-13:02)

Donor; DRXT
(24:02-07:02-01:01)

Donor: RJWI
(24:02-54:01-04:05)

ERER R

QHJI01s01
*ZOIPSHIRZHRIIBCORBLUBRDIBIZ F 0T/ AERMAHENE U,

QHJI01s04
QHJI14s03
QHJI14s04
RWMHO09s01
RWMH15s01
RWMH15s02
RWMH23s01
DRXT18s02
DRXT18s03
DRXT28s04
DRXT28s05
DRXT28s17

RJWIs03

Rz Bk

Ff-101s01

Ff-101504

Ff-114s03

Ff-114504
Ff-MH09s01
Ff-MH15s01
Ff-MH15s02
Ff-MH23s01
Ff-XT18s02
Ff-XT18s03
Ff-XT28504
Ff-XT28s05
Ff-XT28517

Ff-WIs03

CIRAF

CiRA Foundation

-D



| SATERMth MRk

fEw IR

HLA: Homozygous
(HLA-A-B-DRB1)
Reprogramming Vector:
Episomal Plasmid

Donor: YZWJ
(24:02-52:01-15:02)

Donor: ILCL
(24:02-52:01-15:02)

Donor; GLKV
(33:03-44:03-13:02)

ERER AR

YZWJs513
YZWJs516

YZWJs524

YZWJs527
YZWJs531
ILCLs14
ILCLs21
ILCLs23
ILCLs31
GLKVs09
GLKVs13
GLKVs16
GLKVs31

Rtk

Ff-WJs513
Ff-WJs516
Ff-WJs524
Ff-WJs527
Ff-WJs531
Ff-CLs14
Ff-CLs21
Ff-CLs23
Ff-CLs31
Ff-KVs09
Ff-KVs13
Ff-KVs16
Ff-KVs31
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Reprogramming Vector: B PR YR gL S
Sendai Virus
KTRHO5
Donor: KTRH

ERPR AR & CTERVWVEIZIE T .
KTRH26
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H(LA:&‘JME%)
CRISPR-Cas9 JC
Reprogramming Vector: Eﬁﬁmﬁ ﬁﬂ:"bm**

Episomal Plasmid
QHJI14s04/AB II -KO-03

Derived from QHJI14s04 QHJI14504/AB I -KO-11 ERPR AR Z AT ARIR CTERVIEIEY,
QHJI14s04/AB II -KO-12

HLA:Y ) hiwsR
Réf)?!)sgliaR rfri?r?; Vector: ﬁﬁ ’*{Jmﬁ
Episomal Plasmid
Ff-101s04-AB 1I-KO-16
Derived from Ff-101s04 Ff-101504-AB 11-KO-50
Ff-101s04-AB 1I-KO-54
Ff-114s04-AB II-KO-7
Derived from Ff-114s04 Ff-114504-AB 11-KO-13
Ff-114s04-AB 1I-KO-24

. Ff-XT28s05-cont
Dfenvzd from S OMETS NO— VBT th. ) MR R HEL TN A
Ff-XT28s05 Ff-XT28s05-ABo_To

i FT=(CTRIAZ A
*CiRA/SEBAFEEE(C T “DRXT K — EESROBEF Y LR OBIE . ISR T EL TENE A,
Kitano et al., Molecular Therapy - Methods & Clinical Development 26 15-25 (2022): https://doi.org/10.1016/j.omtm.2022.05.010 ation / Confidential w
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TERESE TV A MNIEMITEIER N BLEREVUET,
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提供を受けた細胞の管理体制について

（西暦）　　　年　　月　　日

（機関名）●●●●

（氏名）○○　○○



【使用するiPS細胞名】

（様式1）iPS細胞ストックの使用に関する申請書の「使用を希望するiPS細胞の番号」と同じ細胞名を記載してください。



【iPS細胞の用途】

（様式1）iPS細胞ストックの使用に関する申請書の「iPS細胞の使用目的」を記載してください。



【課題名】

（受付番号：H○○-□□□）

（様式1）iPS細胞ストックの使用に関する申請書の「課題名」を記載してください。



【提供を受けたiPS細胞の管理体制】

下記に関する事項などをご記載ください。

＊iPS細胞や分化細胞の管理者

＊提供されたiPS細胞の保管場所

＊作製したMCB,WCBの保管場所

＊作製した非臨床用分化細胞の保管場所

＊臨床グレードの細胞を使用して、非臨床研究を実施する場合は、臨床用、非臨床用のiPS細胞・分化細胞の取り違えが発生しないようにするためにどのように管理するのか、具体的な管理体制についてご記載をお願いいたします。

（例：保管場所を分ける、ラベルを変える、等）



-----------------------　以下【提供を受けたiPS細胞の管理体制】の記載例です　-----------------------



【提供を受けたiPS細胞の管理体制】

研究用グレードと臨床グレードのiPS細胞・分化細胞の取り違え防止方策



方策1）保管場所を分ける

方策2）製造場所を分ける

方策3）ナンバリングを区別する

詳細

		株名

		



		方策1）

保管場所を分ける

		



		方策2）

製造場所を分ける

		



		方策3）

ナンバリングを区別する

		









【使用する容器及びラベルなどについて】

		

		研究用（区分A）

		臨床用（区分D）



		容器

		

		



		ラベル表記法

		

		



		ラベル表示内容

		1）クローン名

2）分化誘導週数

3）梱包日

4）必要に応じて継代数など

		1）品目名称：iPS細胞由来○○組織 

2）ロット番号：XXXXXXX

3）梱包日：YYYY. MM. DD

4）貯蔵方法：○℃保存

5）有効期間：梱包後○日

6）製造施設：京都大学iPS細胞研究所
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