M. 22l R nR A A & (2 d1)
LomENEOm e
NSRRI, WRRUIBL, /I
(TN N UE QPN 1 54

2. GTP {Z454¢F % Minimum Consensus Package (MCP) )45 5+ e

BRI,
MR OBE RO - B - e

Lo

PR TR, F5ER
JEER MR IC B AMC P e e e

[aN

o2}

- JERRRAT E (POC) BBRMICP e e e e

MEtE 5L, FH 28R

98



¥R 2 6 FEEATBRFEHELREER
EXLERGHAM - FMAEEFE

M7 A R 3 AL INEE O 72 ) D Rl D 55 ER R B R A I S AR PR
LBOLEMEM - EBICETHHE]

RSB R G ()
— R HI & D fi
i

Bl #R  EBRFEFREMNET TR - FEEER

FH BAZ  MHPEREREREZFER PSHCAEFSE  RraBiR

M2 5L ESREEENGE R X — A - MRERTREELEERY X —
W 2 —&

NE O H RRKFERFEIEDR MERE. SRmERFT T ¥ —RRE - iR

T Bie EVERRELEEMET B4 - MRERELE BE

Iy KIRKZE REREZRAER SARFHE B

A B3 (R) EIREBEIERT OER - REEIFERFEE  SatREIRRERE -
XEE HELE

K ez  HERATFERKZEERE SREMERTR - BAETEHER ¥iF

MAEEE

A0 A S FR SR A G AR R IR RR AL - LB OB - BB IZ BT 2 —RRBNC oW T,
U TOEREMN - LEHB 22, TOEELE L O, BEEREH LEOEMAIC
B4 EEHE . BREARGBHEOFMAR A M o TBEREATXENELOH
Wry . TEROREEARORE) |\ TREBRFE, BRGE. BELOMOTINES] . £
7o, WIRHEE B T, MREEED TIT< L ToRE, MERREICS VT, T X
=327 %17, BEEEFE L, £, 2P R RNy b—y + F—2X
BEREFREOa T b, THr—FRHER LA TRIMEINS 2, OWTETHR
DB T 7 —F D —2 2t IS boEanw oAb, WHO &k
%, PMDA 44 BT 5 EEFSICBWTHADEL N, 2ORREAR L, EERE
L7,

i

99




A. HIEBR

A 05 S M & 72 SRR AR 4
WEFEPAAE O HEE & HLT BREE O i 75 HE.od
W Tl %, = E TORE R OB
T oY, 2R AR WA CRUE L

25D HEME AN TE H L)
RENIZbDOTH D, L 2AT, i
Eh O WFFEIH 38 AR AL B 72 o T,

D K OVEE VR A S DD BRI
WZHfeffed 5 7ol 25 B O RSO R

W DR 70 & Sk A B oD ) A
(2L < U e iR D T — & DFE
M7 SN D& ThHY | Bl e iliiR-<e
T A PRD BN DHANE TR, L
. BUTORREHE TR I TV DR
PO G | E B O 5 OV 4
PE A HEARd 5 7= DN B> 45 7R T H
OB VT — & ORI % Bl 765 B & C©
W95 2 LA S TR <L RO
BLip->Tnd,
F 2 CAIFFE T, & 5w DI IR
FRLAZE - 30 0D BRSO B YE - BEAIEL AR (2
ayirtAe Ny bsb—T M
CP) #i#5 L. BUTHEE b TE
25l a R el S/ BN /R S 621 N5 RSO
BRI B A RE L, BEERE
AleotfElcw 552 L2 BNET S,

b VN

MCPIE, Zhzdi@ED77 v bl—»A
L. ZHICBATOMRIIEE E 225

(A L O RS A B E 2 T B R A
EBRLTCLERET D, LWV OEHENT
T —F &AL DGR OMAIN

b O THY . EIME TS A B B
il 70> & (IR (A 2 e PR 5
FRETH LD, Ao Harecrk, Lm A
PR RO —fiE I & U TR 5 X
b DI DWW LTz,

o6

B. #WFsth ik

AWFIED FEEE, & 5 L REIT IR AR IR
WA - M O BRSO SEE - R (M C
P) Z4EE L, ZHUSHRE ORI IR
WHEE SFE 2o —200 B E2 35
TR LY | AP R R O G LD
HEVEE DO GBI HESR L. P/ERE
FREREIEAN S = & CTh D, EDTD
T e N EREWICHEET L ¥
AR D HEHE o A e S U7 hy & JE

%o MC P HIED T2 0O T4 FRELT 0 B 7
KB, IEOERL, B - Hilfodtss [EH
BEEhm S 2 BB LN, FOEEAYF L

W 5o ARGy PFFE TR s AT D
—fRIFRIE LT D _&E S DIZONTHH
B Lz, Fio. WHEHERE 2B T, W a i
D TAT < L TOBUE, BB R EZo0n T,
TUA VA M= T RITV, EEIE
L7,

C. MEEmE
-1 — Al

B AREG EEO—KFA L LT
ToRELEZIZLDELTIINET D,

C-1-1 SeBEAREMF - BROBEMICHET

100



LEREHE
el AR B BRI RIKIR O M8 - dl
DEMARIAE, FHMBANTZDS, — A X
BETEZEEETE TN, ZROE
HE R LRI ESE, F—
R e NA o = ATERISHIET D &,

C-1-2  ERIKIE F BH R B O FRAf A 1 >
k
PRIE A BR AR OFFM AR A o Mk, X
LR MEROREMNE ORI REED
FEOHE, BEMRE OBGRELZEAT
E DREDOMERFEDOITE & —EHEOE
BHEORERTH D,

C-1-3 BEREBEATANZXIENOHME
BRIRE T N X B OHIBTICE L T,

BEENODBA &3/ U 27 OHERIZYSKRE LT,

BRI -  HIRO U R BBEINDGE
b, FNERIFY A7 DORNEBEL,
ETCOFERERR L ECREOBORE
MIZERD WO R EZ AN TS 2 2
LEBETD, 2B, IBRROEITL L HIC
RICMERER 2 REEET 2LEND
Do

C-1-4 BB OHWMARUCREE

ER O R OFRE X, BSomsk, %t
SRR, MBREE, BRAEM, EHER
CIMLIHFEFEIZLDRRD,

C-1-5 RBREHE, L6 RBRHFHE, E¥Zo0
i D B 4y E

REBREIH, RBRTIE, AEZ O OB
BT, TN BRICE O WA L RE
b EICEE ER B RURHET 5,

C-2 HMELEZWHMLZEEESCET
BTVA VA=Y

ARUFFRIREN D& M R ATEGE RIS H 72 &
Bl LTREERIBRYV EXRS LD LTS
TENEEND, Eio, BRESCEANK
neh, ho, BEN v I/REENT v
7 (B BRRPFZEROIRBR 72 &) L B2 DHIE
DHETBELTERTELIHDETHZ &
PWEEND, TOLIREBEOL LIZ, K
FEIL2 ERESELAE, HRLED
TIT< ECofME, MBERREIZ20T,
TVAVAN—I VT EToT, LTFIZE
I ENTZFEEIC OV THZET 5,

1) FRERINA—THHEOFHEE L D
50 (RESORMEER RS
MEWDSENR © Flh bR
ARy, L —2 Y — T, M
O MCPZEMLIHERE LT, Z
TETHN—HERDENWIEXETET
EWVWOTTa—F bbb, EEREIZITAT
STV RIEVDFNLRHTS B &
D3 HALAR N,

(2) BAEEERMGLONE - Z2M. Aok
ML, 76D T~ LR CERE
TZRFET D2 & TIHREY . TRER
Bl THzEshTW LT Fr—
FTIIARL . YUNLERSEL LT

101



(3)

(4)

(5)

OO THLE -6, LB L Ty <
SREMMTH D, OF 0 EFEECE
W BT E 958 o0 P MO I L e A7

LN ENL A STE LT
TS F N TCH D 2
Sy &g &) BT E D,

& DRRR D

UAY = AT T a—F L, Hlllea
TN TChHY, ERFETHD, L
ML, Y A7 A PRV
LAY RLH BBk
RS A AR CIXOK T, Wk
FERERLEL S 0 MM & 2 0% il )
T HICIE, R RO B ORI
L) KA HELY LTeb D TH D
W %,

(A28 WD L) FmE%

MCP &9 %52 JFAIMIZIEZ S L
e MCP & ignwz vy, Lo,

e L LT > Th Wi uniga
MWHDDT, EDEIRr—21FE S
T 50, BEBRGIRE L>o, QA,
i, MESEowR T, 25 BERE
MNILBOFEIEFFO L 2T DD,

KEFDARETIE, HEHETH-TH
BETHO, BLEIITBEETEETD
HEHES LV BIRIESNLTND, —
FHFOMRENL, fFEEHESTRE SR, T
—ANA G — AT T a—F O, HH
ECTIEE IR DDy TIIETAR,
I —RIRL, THATHAI END

(6)

(7

(8

(9)

—DEZPMEER TS (B2 b
NTWD) ZEAiic, BV
fREBICEDE B A D T 5k
FfEREO P CAEEN T D 2 & A nift
WLz ETo7 Ta—FThAHIET,
EDOZ L ESEZTRETNHRS XD
IR LD,

P

T AR RS O SV ET AR T E A
BEE D 70, BB F AV
VA, 2t & B ST H AL D
BIFEYE (Critical quality attributes :
CQA) IR % L,
BHEZRMIIAREVED S CQA A 8IRT 2
DRHEEZR GG NN &b giE,
Ji. CQA ThnboTh, HIYRE o
F1 N R TN e 0 SR I O

TEHE O v TR 28 B D i B & AR08
TEOANRERTHD Z L bHEET
% (process makes products),

BMEDT O BRIER CHOIER LS
BT %,

i B OR 7 SR R IR IR 2 72 PR S 3R
HbiLDH, EBSEEREDOLE
MO ER & OFFPRENTEX D, 18
HAfiseETEx, 7S —FTH L
DT,

DIPNA B,

(10) AEHFRBRCOLLE (MIH : JEF/F)

102

E1OOEMETHY | TN DALE
DTICH LR, RBRANE OB TFE
Bl LToOZYEEIMbNEGE&RH
D, WIZED XD R FETHIL, B



(12) EEBEEOEZR., MBELTHER,

xS 2 R H S REIVERIAT S Z
ERTE D,

(11) iPS #HfE<> iPS MG H R &Iz BT

FetE TR SR LThH, 25 KT
—M 5D H DT identity & LTRHRIL &
T LR, MR RREREATIC S BT L R
ABnbHY. LELFEIEESATY
HERTEZR, PL—HEUT 1 DR
BEELTHRAILTESL,

=
BEROMEDTZRARICT 5, EE
TERLEEIL S & L 0 MR (BB
7)) BN, REBRRE RO AR AR
DONFEMEZ E O Z D H ; Mtk
Bl « BERE, B EXIZROREE, B
BOREE, AT, MR RE,R
EHERK BT ORI
BERTHLN, ZNHETATEASL
7o ETONEMZFED OITHFRTE
DOTHETH D,

(13) EREERBRT & = F THEN 2 (KiEE

AR SRS CIEEM 2 AV 23R
RECIE?2BWEO GEFE ORI,
fEINEERE, AERER 2 B % D EEHER) O
HTEEER 2 E A DHEETH Z L TR
D TR D (B R R DSRRE)
ZREMEBR M OB ST L UL T
KolbMlaoEFNETREEN, 2
L, 0 HxT. KRobHiBEE
DB FHRE L BEEL PCR THH

i

(14)

(15)

(16)

amn

103

THHERSL (WD) EHEEBL DL
FIFIZ K 5 HIRETEREE, K\ TEWY
BB, (PSME%FHREERL T, &
HEOBETRERELGLEE, HDHV
FANTT T P HBEEDR S
EDRFEBEHAA S M B AT, Sk
BEFREEZBRFT20IXERD 5 A
HEALRVY) o AR ITIREE DR,

BOBEHEIIR L bAROMERES
LB HL, BART DD, TA R
AL LT R EWEIE (—f& T
WAL EIE) L QA. W& O
LEFRBWEERD D, %EIIIE
B D LREESIZED 5 FHER S
W (BIRT D),

FEHRR BRI BT 2 BT T LR &
ETNVEMOMA, Akor MG L
Bl s8R EEE L iuide b en
FR & R OFZ Y E O ICHE
BT D EOMBEREE LS, )
WE 7 N EL A I RBRIC OV T
—EOZUMNREZ SNDHN, etk
REBRIZOWTIE, EH?

Wb B MR LV b — R IR
B2 DD FBZEMEILE OO T,

& HBBEOMEREK T — 212G U
SRRRBEAD DD, ER, BRA%EEZ
FRBRe, ATLNORTARL, Hilk
TE58912F 5,



C-3 MCP aytv7 FDEHEHERE
AAFGENE, B 5w DR ARIRE2AT -

SO B I - AR (S = -

At A . Ayl—r MCP)
EREE L. L0 B B BRI

7R RS A e UL FREIE R SE L o
T D L2 HME LTnD,
MCPIL, Zhadio 77 v Fil—2Aa
L, ZAUC KR ORISR 2 B A0
Bl s A s U C LR 5, Ln
DEBNY T e — T A R D R A
FrOMAlY e b O Th Y . dSE T
A gt B 2 O [E BRI BENL P 2 i £
THIZODOSHHETHD, €O—)T, =
9 LI IR L~ TR S D 2
&L OV TR ORRAER T 7 e — i
mhE. ZHICHES b Oy, BY L
t.20154F 2 H 18-19 HICHEUZIB VT,
International Alliance for Biological
Standardization, PMDA, JST, NIBIO, WHO {Z
£ D “International Regulatory
Endeavor towards Sound Development of
L E#FTo
ERgE s ROy LSERME S e, AREER
SHOEEEZBRITIT, ABFEIREO
B (FER) offi. FIF, R, Lk,
A, RFEIBEEA o —& LTEHE L
TBY MPZEAL T —vD—D&L LT
RE LIz, TITMCP FF A7 —RG|E
FEFROa AT FROEF K (R
JNEER) | BUE R OB T (R)IZER) .
iPS fifia (FH&EZ). ES ML - FERRIRA

Human Cell Therapy Products”

e (ESEWIGL) | JERRIAR 2 4t (Rl 5
30 ENEE (PEREMTR) . PHEERO
Bk &R KRk - B %) . GXP
(P R AE) L B4 b Sl pA k- Gl b R
Z DN DN T E I A E B LR E A
Al UL EBEREAE Lz, 29 B Mep
T A= AR LR O m N K
O —fix (RJFER) OATA R 1 —
66 Z i hhi S TS (AT A R

1-66),

D. &%

w3 A0 e A5 A Rt A L AR 2 -
WD - FEREIC 5400 B —fRIEINC -
W, BUTF O SRS - LRI H 2281, €
DEIE A E &, WA JEHED
B9 S 8y | TR DR 46
REDFEAMA A 2 - ) 7 ST Eh AN /R
75O | CEERE O RIPH B OFREE )
(RRBRGIE, ST IE, FEEZ O fth o Hifl
iR, ZABEWTREMC P AR,
AL TS BRo—FRIE 8D LB X5
no, Filo. BHRIIE2E T, R a D
TIT ETofE, 8RR EIZon T,
TVUA VA M=V T BT, BRI
L7ce THBIIANELZED TIT< L TO
BHERUE, MERE R EEILND,
RECERICZ LS, £, TR EORMD
DEHY., BEITEZANFELNRNE DD
KETHDLIN, T ORBEE RN EEE
LT—2—=2fffR L TN Z &8, RIMIZ
B OBEEREROERHEECHFET DD
DEEZBIND, 0B, FBEREEDOR

i

104



BThL, BEANETOR TR, W
HTABOBELEZDND, Sbiz, =
vEUH R NRyb—Y + F—2BLE
JEFEOaET N, TTo—F R
LAULTCREEND Z &, OWTIEHHERD
BERT 7'n—FO—2\Zid, 2l
B2 boidnofmint, WHO s
., PMDA % b HET 2EBEFRITRENT
BEDE N, TOMREEAEL, EHEEH
BLER, %00 EALEGFIN
Do

%
1]

M@ EAREG BEOHEAICET
BHHE | HEREAREROFMA 1
ML TERIRER T & & 0% |
FERtOEFA L ORE) . HBREH R/
Borik, EYEZOMOEMEL] 3T
HMC P ZfER, EFL T EO—KR
HlempreEL2 bbb, £, 7LA A
=7 CEFON-EE, ML
WZDOWT, ATV REZIEH Lz, £z,
ayiUY R Rolr— 4+ F— Rl
EFEREFROa T N, T u—F it
R TRIMINDZ &, OWTIEHSR
DIEWRT T a—FD—2Z UL, i
WCBED B DI E OBE L, WHO %
4, PMDA % H &+ 5 EREFRICH W
THIRBEE DZ L 3, EDOMREAFL,
EFEE LT,

=

E 2

F.

G-1
1)

2)

3)

4)

105

BELAKRER
BAYYP

. BrFERE

MXRER

Takao Hayakawa, Takashi Aoi,
Akihiro Umezawa, Keiya Ozawa,
Yoji Sato, Yoshiki Sawa, Akifumi
Matsuyama, Shinya Yamanaka, and
Masayuki  Yamato. Study on
Ensuring the Quality and Safety of
Medical
Devices Derived from the Processing

Pharmaceuticals and
of Autologous Human Somatic Stem
Cells. Regenerative Therapy 2015 in
press.

Takao Havakawa, Takashi Aoi,
Akihiro Umezawa, Keiya Ozawa,
Yoji Sato, Yoshiki Sawa, Akifumi
Matsuyama, Shinya Yamanaka, and
Masayuki  Yamato. Study
Ensuring the Quality and Safety of
Medical
Devices Derived from the Processing
of Allogenic Human Somatic Stem
Cells. Regenerative Therapy 2015 in
press.

Takao Hayvakawa, Takashi Aoi,
Akihiro Umezawa, Keiya Ozawa,
Yoji Sato, Yoshiki Sawa, Akifumi
Matsuyama, Shinya Yamanaka, and
Masayuki  Yamato. Study
Ensuring the Quality and Safety of
Pharmaceuticals and Medical
Devices Derived from Processing of
Autologous Human Induced
Pluripotent Stem Cell (-Like Cells).
Regenerative Therapy 2015 in press.
Takao Hayakawa, Takashi Aoi,
Akihiro Umezawa, Keiya Ozawa,
Yoji Sato, Yoshiki Sawa, Akifumi
Matsuyama, Shinya Yamanaka, and
Masayuki  Yamato. Study on
Ensuring the Quality and Safety of

on

Pharmaceuticals and

on




5)

6)

7)

8)

9)

Pharmaceuticals and Medical
Devices Derived from Processing of
Allogenic Human Induced
Pluripotent Stem Cell (-Like Cells).
Regenerative Therapy 2015 in press.
Takao Hayvakawa, Takashi Ao,
Akihiro Umezawa, Keiya Ozawa,
Yoji Sato, Yoshiki Sawa, Akifumi
Matsuyama, Shinya Yamanaka, and
Masayuki  Yamato. Study on
Ensuring the Safety and Quality of
Pharmaceuticals and Medical
Devices Derived from the Processing
of Human Embryonic Stem Cells.
Regenerative Therapy 2015 in press.
Moriyama H, Moriyama M, Isshi H,
Ishihara S, Okura H, Ichinose A,
Ozawa T ,Matsuyama A, Hayakawa
T. Role of notch signaling in the
maintenance of humanmesenchymal
stem cells under hypoxic conditions.
Stem Cells Dev. 2014
Sep15;23(18):2211-24.

Moriyama M, Moriyama H, Uda J,
Matsuyama A, Osawa M, Hayakawa
T. BNIP3 plays crucial roles in the
differentiation and maintenance of
epidermal keratinocytes. J Invest
Dermatol. 2014 Jun;134(6):1627-35.
Takayama K, Kawabata K,
Nagamoto Y, Inamura M, Ohashi K,
Okuno H, Yamaguchi T, Tashiro K,
Sakurai F, Hayakawa T, Okano T,
Furue MK, Mizuguchi H.
CCAAT/enhancer binding
protein-mediated regulation of TGF
B receptor 2 expression determines
the hepatoblast fate
Development.
Jan;141(1):91-100.

Yagi Y, Kakehi K, Hayakawa T,
Suzuki S. Application of microchip
dodecyl
sulfate for the evaluation of change
of degradation species of therapeutic
antibodies in stability testing. Anal

decision.
2014

electrophoresis  sodium

10)

11)

12)

13)

14)

106

Sci. 2014;30(4):483-8.

Toshio Morikawa, Kiyofumi
Ninomiya, Katsuya Imura, Takahiro
Yamaguchi, Yoshinori Akagi,
Masayuki Yoshikawa, Takao
Havakawa, Osamu Muraoka,
Hepatoprotective triterpenes from
traditional Tibetan medicine
Potentilla anserina. Phytochemistry,
102, 169—181 (2014).

Toshio Morikawa, Yusuke Nakanishi,
Kiyofumi Ninomiya, Hisashi
Matsuda, Souichi Nakashima,
Hisako Miki, Yu Miyashita,
Masayuki Yoshikawa, Takao
Hayakawa, Osamu Muraoka,
Dimeric pyrrolidinoindoline-type
alkaloids with melanogenesis
inhibitory activity in flower buds of
Chimonanthus praecox. J. Nat. Med.,
68, 539—549 (2014).

Takao Hayakawa, Takashi Aoi,
Akihiro Umezawa, Keiya Ozawa,
Yoji Sato, Yoshiki Sawa, Akifumi
Matsuyama, Shinya Yamanaka, and
Masayuki Yamato. A Study on
Ensuring the Quality and Safety of
and Medical
Devices Derived from the Processing
of Autologous Human Somatic Stem
Cells. Regenerative Therapy 2015 in
press.

Takao Hayakawa, Takashi Aoi,
Akihiro Umezawa, Keiya Ozawa,
Yoji Sato, Yoshiki Sawa, Akifumi
Matsuyama, Shinya Yamanaka, and
Masayuki Yamato. A Study on
Ensuring the Quality and Safety of
Pharmaceuticals and Medical
Devices Derived from the Processing
of Allogenic Human Somatic Stem
Cells. Regenerative Therapy 2015 in
press.

Takao Hayakawa, Takashi
Akihiro Umezawa, Keiya Ozawa,
Yoji Sato, Yoshiki Sawa, Akifumi

Pharmaceuticals

Aoi,



15)

16)

17)

18)

19)

Matsuyama, Shinya Yamanaka, and
Masayuki Yamato. A Study on
Ensuring the Quality and Safety of
Pharmaceuticals Medical
Devices Derived from Processing of
Autologous Human Induced
Pluripotent Stem Cell (-Like Cells).
Regenerative Therapy 2015 in press.
Takao Hayakawa, Aoi,

and

Takashi Aoi
Akihiro Umezawa, Keiya Ozawa,
Yoji Sato, Yoshiki Sawa, Akifumi
Matsuyama, Shinya Yamanaka, and
Masayuki A Study on
Ensuring the Quality and Safety of
Pharmaceuticals and Medical
Devices Derived from Processing of
Allogenic Human Induced
Pluripotent Stem Cell (-Like Cells).
Regenerative Therapy 2015 in press.
Takao Hayakawa, Takashi Aoi,
Akihiro Umezawa, Keiya Ozawa,
Yoji Sato, Yoshiki Sawa, Akifumi
Matsuyama, Shinya Yamanaka, and
Masayuki Yamato. A Study on
Ensuring the Safety and Quality of
Pharmaceuticals and Medical
Devices Derived from the Processing
of Human Embryonic Stem Cells.
Regenerative Therapy 2015 in press..
Oshima N, Yamada Y, Nagayama S,
Kawada K, Hasegawa S, Okabe H,
Sakai Y, Aoi T. Induction of cancer
stem cell properties in colon cancer
cells by defined factors. PLoS One.
2014 Jul 9;9(7):e101735.

Oshima N, Yamada Y, Nagayama S,
Kawada K, Hasegawa S, Okabe H,
Sakai Y, Aoi T. Induction of cancer
stem cell properties in colon cancer
cells by defined factors. PLoS One.
2014 Jul 9;9(7):e101735.

Takao Hayakawa, Takashi Aoi,
Akihiro Umezawa, Keiya Ozawa,
Yoji Sato, Yoshiki Sawa, Akifumi
Matsuyama, Shinya Yamanaka, and
Masayuki Yamato. A Study on

Yamato.

20)

21)

22)

23)

107

Ensuring the Quality and Safety of
Pharmaceuticals and Medical
Devices Derived from the Processing
of Autologous Human Somatic Stem
Cells. Regenerative Therapy 2015 in
press.

Takao Hayakawa, Takashi Ao,
Akihiro Umezawa, Keiya Ozawa,
Yoji Sato, Yoshiki Sawa, Akifumi
Matsuyama, Shinya Yamanaka, and
Masayuki Yamato. A Study on
Ensuring the Quality and Safety of
Pharmaceuticals Medical
Devices Derived from the Processing
of Allogenic Human Somatic Stem
Cells. Regenerative Therapy 2015 in
press.

Takao Hayakawa, Takashi Aoi,
Akihiro Umezawa, Keiya Ozawa,
Yoji Sato, Yoshiki Sawa, Akifumi
Matsuyama, Shinya Yamanaka, and
Masayuki A Study on
Ensuring the Quality and Safety of
Pharmaceuticals and Medical
Devices Derived from Processing of
Autologous Human Induced
Pluripotent Stem Cell (-Like Cells).
Regenerative Therapy 2015 in press.
Takao Hayakawa, Takashi Aoi,
Akihiro Umezawa, Keiya Ozawa,
Yoji Sato, Yoshiki Sawa, Akifumi
Matsuyama, Shinya Yamanaka, and
Masayuki Yamato. A Study on
Ensuring the Quality and Safety of
Pharmaceuticals and Medical
Devices Derived from Processing of
Allogenic Human Induced
Pluripotent Stem Cell (-Like Cells).
Regenerative Therapy 2015 in press.
Takao Hayakawa, Takashi Aoi,
Akihiro Umezawa, Keiya Ozawa,
Yoji Sato, Yoshiki Sawa, Akifumi
Matsuyama, Shinya Yamanaka, and

and

Yamato.

Masayuki Yamato. A Study on
Ensuring the Safety and Quality of
Pharmaceuticals and Medical



24)

25)

26)

27)

28)

Devices Derived from the Processing
of Human Embryonic Stem Cells.
Regenerative Therapy 2015 in press.

Inoue T, Umezawa A, Takenaka T,
Suzuki H, Okada H. The
contribution of

epithelial-mesenchymal transition to
renal fibrosis differs among kidney
disease models. Kidney Int. 2015
Jan;87(1):233-8.

Lu S, Kanekura K, Hara T,
Mahadevan J, Spears LD, Oslowski
CM, Martinez R, Yamazaki-Inoue M,
Toyoda M, Neilson A, Blanner P,
Brown CM, Semenkovich CF,
Marshall BA, Hershey T, Umezawa
A, Greer PA, Urano F. A
calcium-dependent protease as a
potential therapeutic target for
Wolfram syndrome. Proc Natl Acad
Sci U S A. 2014 Dec
9;111(49):E5292-301.

Mizutani T, Kawabe S, Ishikane S,
Imamichi Y, Umezawa A, Miyamoto
K. Identification of novel
steroidogenic factor 1 (SF-1)-target
genes and components of the SF-1

nuclear complex. Mol Cell
Endocrinol. 2014 Nov 25. pit
S0303-7207(14)00384-0. doi:
10.1016/j.mce.2014.11.019.  [Epub

ahead of print] Review. PubMed
PMID: 25463758.
Thara N, Umezawa A, Onami N,
Tsumura H, Inoue E, Hayashi S,
Sago H, Mizutani S. "Partial rescue
of Mucopolysaccharidosis Type VII
mice with a lifelong engraftment of
allogeneic stem cells in utero".
Congenit Anom (Kyoto). 2014 Nov
24,
Fukuda A, Tomikawa J, Miura T,
Hata K, Nakabayashi K, Eggan K,
Akutsu H, Umezawa A. The role of
H3K9me3
establishing

maternal-specific

modification in

29)

30)

31)

32)

33)

108

imprinted X-chromosome
inactivation and embryogenesis in
mice. Nat Commun. 2014 Nov
14:5:5464.

Izumi Y, Suzuki E, Kanzaki S,
Yatsuga S, Kinjo S, Igarashi M,
Maruyama T, Sano S, Horikawa R,
Sato N, Nakabayashi K, Hata K,
Umezawa A, Ogata T, Yoshimura Y,
Fukami M. Genome-wide copy
number analysis and systematic
mutation screening in 58 patients
with hypogonadotropic
hypogonadism. Fertil Steril. 2014
Oct;102(4):1130-1136.e3.

Nishi M, Akutsu H, Kudoh A,
Kimura H, Yamamoto N, Umezawa
A, Lee SW, Ryo A. Induced cancer
stem-like cells as a model for
biological screening and discovery
of agents targeting phenotypic traits
of cancer stem cell. Oncotarget. 2014
Sep 30;5(18):8665-80.

Igawa K, Kokubu C, Yusa K, Horie K,
Yoshimura Y, Yamauchi K, Suemori
H, Yokozeki H, Toyoda M, Kiyokawa
N, Okita H, Miyagawa Y, Akutsu H,
Umezawa A, Katayama I, Takeda J.

Removal of reprogramming
transgenes 1improves the tissue
reconstitution potential of

keratinocytes generated from human
induced pluripotent stem cells. Stem
Cells Transl Med. 2014
Sep;3(9):992-1001.

Kami D, Kitani T, Kishida T, Mazda
O, Toyoda M, Tomitaka A, Ota S,
Ishii R, Takemura Y, Watanabe M,
Umezawa A, Gojo S. Pleiotropic
functions of magnetic nanoparticles
for ex gene  transfer.
Nanomedicine. 2014
Aug;10(6):1165-74.

Ichida JK, TCW J, Williams LA,
Carter AC, Shi Y, Moura MT, Ziller
M, Singh S, Amabile G, Bock C,

vivo



34)

35)

36)

37)

38)

Umezawa A, Rubin LL, Bradner JE,
Akutsu H, Meissner A, Eggan K.
Notch inhibition allows
oncogene-independent generation of
iPS cells. Nat Chem Biol. 2014
Aug;10(8):632-9.

Fukawatase Y, Toyoda M, Okamura
K, Nakamura K, Nakabayashi K,
Takada S, Yamazaki-Inoue M,
Masuda A, Nasu M, Hata K,
Hanaoka K, Higuchi A, Takubo K,
Umezawa A. Ataxia telangiectasia
derived iPS cells show preserved
x-ray sensitivity and decreased
chromosomal instability. Sci Rep.
2014 Jun 27;4:5421.

Migita O, Maehara K, Kamura H,
Miyakoshi K, Tanaka M, Morokuma
S, Fukushima K, Shimamoto T,
Saito S, Sago H, Nishihama K, Abe
K, Nakabayashi K, Umezawa A,
Okamura K, Hata K. Compilation of
copy number variants identified in
phenotypically normal and parous
Japanese women. J Hum Genet.
2014 Jun;59(6):326-31.

Kawano N, Miyado K, Yoshii N,
Kanai S, Saito H, Miyado M, Inagaki
N, Odawara Y, Hamatani T,
Umezawa A. Absence of CD9 reduces
endometrial VEGF secretion and

impairs  uterine  repair  after
parturition. Sci Rep. 2014 Apr
16;4:4701.

Sugawara K, Hamatani T, Yamada
M, Ogawa S, Kamijo S, Kuji N,
Akutsu H, Miyado K, Yoshimura Y,
Umezawa A. Derivation of human
decidua-like cells from amnion and
menstrual blood. Sci Rep. 2014 Apr
8;4:4599. doi: 10.1038/srep04599.

Seko Y, Azuma N, Ishii T, Komuta Y,
Miyamoto K, Miyagawa Y, Kaneda
M, Umezawa A. Derivation of
human differential photoreceptor
cells from adult human dermal

39)

40)

41)

42)

43)

44)

109

fibroblasts by defined combinations
of CRX, RAX, OTX2 and NEUROD.

Genes Cells. 2014
Mar;19(3):198-208.
Nishi M, Sakai Y, Akutsu H,

Nagashima Y, Quinn G, Masui S,
Kimura H, Perrem K, Umezawa A,
Yamamoto N, Lee SW, Ryo A.
Induction of cells with cancer stem
cell properties from nontumorigenic
human mammary epithelial cells by

defined reprogramming factors.
Oncogene. 2014 Jan 30;33(5):643-52.
Kaneko S, Bonasio R,

Saldafia-Meyer R, Yoshida T, Son J,
Nishino K, Umezawa A, Reinberg D.
Interactions between JARID2 and
noncoding RNAs regulate PRC2
recruitment to chromatin. Mol Cell.
2014 Jan 23;53(2):290-300.

Suzuki E, Yatsuga S, Igarashi M,
Miyado M, Nakabayashi K, Hayashi
K, Hata K, Umezawa A, Yamada G,
Ogata T, Fukami M. De novo
frameshift mutation in fibroblast
growth factor 8 in a male patient
with gonadotropin deficiency. Horm
Res Paediatr. 2014;81(2):139-44.
Tano K, Yasuda S, Kuroda T, Saito
H, Umezawa A, Sato Y. A novel in
method for detecting
undifferentiated human pluripotent
stem cells as in cell

vitro

impurities
therapy products using a highly
efficient culture system. PLoS One.
2014 Oct 27;9(10):¢110496.
Ninomiya E, Hattori T, Toyoda M,
Umezawa A, Hamazaki T, Shintaku
H. Glucocorticoids promote neural
progenitor cell proliferation derived
from human induced pluripotent
stem cells. Springerplus. 2014 Sep
15:3:527.

Akihiro Umezawa, Keiya Ozawa,
Yoji Sato, Yoshiki Sawa, Akifumi
Matsuyama, Shinya Yamanaka, and




45)

46)

47)

48)

Masayuki Yamato. A Study on
Ensuring the Quality and Safety of
Pharmaceuticals and Medical
Devices Derived from the Processing
of Autologous Human Somatic Stem
Cells. Regenerative Therapy 2015 in
press.

Takao Hayakawa, Takashi Ao,
Akihiro Umezawa, Keiya Ozawa,
Yoji Sato, Yoshiki Sawa, Akifumi
Matsuyama, Shinya Yamanaka, and
Masayuki Yamato. A Study on
Ensuring the Quality and Safety of
Pharmaceuticals and Medical
Devices Derived from the Processing
of Allogenic Human Somatic Stem
Cells. Regenerative Therapy 2015 in
press.

Takao Hayakawa, Takashi Aoi,
Akihiro Umezawa, Keiya Ozawa,
Yoji Sato, Yoshiki Sawa, Akifumi
Matsuyama, Shinya Yamanaka, and
Masayuki Yamato. A Study on
Ensuring the Quality and Safety of
Pharmaceuticals and Medical
Devices Derived from Processing of
Autologous Human Induced
Pluripotent Stem Cell (-Like Cells).
Regenerative Therapy 2015 in press.
Takao Hayakawa, Takashi Aoi,
Akihiro Umezawa, Keiya Ozawa,
Yoji Sato, Yoshiki Sawa, Akifumi
Matsuyama, Shinya Yamanaka, and
Masayuki Yamato. A Study on
Ensuring the Quality and Safety of
Pharmaceuticals Medical
Devices Derived from Processing of
Allogenic Human Induced
Pluripotent Stem Cell (-Like Cells).
Regenerative Therapy 2015 in press.
Takao Hayakawa, Takashi Aoi,
Akihiro Umezawa, Keiya Ozawa,
Yoji Sato, Yoshiki Sawa, Akifumi
Matsuyama, Shinya Yamanaka, and
Masayuki Yamato. A Study on
Ensuring the Safety and Quality of

and

49)

50)

51)

52)

53)

110

Pharmaceuticals and Medical
Devices Derived from the Processing
of Human Embryonic Stem Cells.
Regenerative Therapy 2015 in press.
Hatano K, Nagai T, Matsuyama T,
Sakaguchi Y, Fujiwara S, Oh I,
Muroi K, Ozawa K. Leukemia Cells
Directly Phagocytose Blood Cells in
AML-Associated Hemophagocytic
Lymphohistiocytosis: A Case Report
and Review of the Literature. Acta
Haematol. 2015;133(1):98-100.

Cu1 W, Mizukami H, Yanagisawa M,
Aida T, Nomura M, Isomura Y,
Takayanagi R, Ozawa K, Tanaka K,
Aizawa H. Glial dysfunction in the
mouse habenula causes
depressive-like behaviors and sleep
disturbance. J Neurosci. 2014 Dec
3;34(49):16273-85.

Tsukahara T, Iwase N, Kawakami K,

Iwasaki M, Yamamoto C, Ohmine K,
Uchibori R, Teruya T, Ido H, Saga Y,
Urabe M, Mizukami H, Kume A,

Nakamura M, Brentjens R, Ozawa K.

The Tol2  transposon  system
mediates the genetic engineering of
T-cells with CD19-specific chimeric
antigen  receptors  for  B-cell
malignancies. Gene Ther. 2014 Nov
27.

Suzuki T, Oh I, Ohmine K, Meguro A
Mori M, Fujiwara SI, Yamamoto C,
Nagai T, Ozawa K. Distribution of

serum erythropoietin levels in
Japanese patients with
myelodysplastic syndromes. Int J

Hematol. 2014 Nov 6.

Mimuro J, Mizukami H, Shima M,
Matsushita T, Taki M, Muto S,
Higasa S, Sakai M, Ohmori T,
Madoiwa S, Ozawa K, Sakata Y. The
prevalence of neutralizing antibodies
against  adeno-associated  virus
capsids is reduced in young
Japanese individuals. J Med Virol.

Y



54)

55)

56)

57)

58)

59)

60)

61)

2014 Nov;86(11):1990-7.

Watakabe A, Ohtsuka M, Kinoshita
M, Takaji M, Isa K, Mizukami H,
Ozawa K, Isa T, Yamamori T.
Comparative of
adeno-associated vector
serotypes 1,2, 5, 8 and 9 in marmoset,
mouse and macaque cerebral cortex.
Neurosci Res. 2014 Sep 18. pii:
S0168-0102(14)00213-2.

Okabe H, Suzuki T, Uehara E, Ueda
M, Nagai T, Ozawa K. The bone
hematopoietic
microenvironment impaired in
iron-overloaded  mice. Eur J
Haematol. 2014 Aug;93(2):118-28.
Sripayap P, Nagai T, Uesawa M,
Kobayashi H, Tsukahara T, Ohmine
K, Muroi K, Ozawa K. Mechanisms
of resistance to azacitidine in human
leukemia cell lines. Exp Hematol.
2014 Apr;42(4):294-306.e2.
Ozawa K. Guest editorial:
progress in gene therapy. Int J
Hematol. 2014 Apr;99(4):359-60.
Uchibori R, Tsukahara T, Ohmine K,
Ozawa K. Cancer gene therapy using
mesenchymal stem cells. Int J
Hematol. 2014 Apr;99(4):377-82.
Sripayap P, Nagai T, Hatano K,
Kikuchi J, Furukawa Y, Ozawa K.
Romidepsin overcomes cell
adhesion-mediated drug resistance
in multiple myeloma cells. Acta
Haematol. 2014;132(1):1-4.

Uehara T, Kanazawa T, Mizukami H,
Uchibori R, Tsukahara T, Urabe M,
Kume A, Misawa K, Carey TE,
Suzuki M, Ichimura K, Ozawa K.
Novel anti-tumor mechanism of
galanin receptor type 2 in head and
neck squamous cell carcinoma cells.
Cancer Sci. 2014 Jan;105(1):72-80.
Fujiwara S, Muroi K, Tatara R,
Ohmine K, Matsuyama T, Mori M,
Nagai T, Ozawa K. Intrathecal

analyses
viral

marrow
18

recent

62)

63)

64)

65)

66)

67)

111

administration of high-titer
cytomegalovirus immunoglobulin for
cytomegalovirus meningitis. Case
Rep Hematol. 2014;2014:272458.

Watakabe A, Takaji M, Kato S,
Kobayashi K, Mizukami H, Ozawa K,
Ohsawa S,Matsui R, Watanabe D,

Yamamori T. Simultaneous
visualization of extrinsic and
intrinsic  axon  collaterals in
Golgi-like detail for mouse

corticothalamic and corticocortical
cells: a double viral infection method.
Front Neural Circuits. 2014 Sep
17:8:110.

Kashiwakura Y, Ohmori T, Mimuro
J, Madoiwa S, Inoue M, Hasegawa M,
Ozawa K, Sakata Y. Production of
functional coagulation factor VIII
from 1PSCs using a lentiviral vector.
Haemophilia. 2014 Jan;20(1):e40-4.
Tatara R, Sato M, Fujiwara S, Oh I,
Muroi K, Ozawa K, Nagai T.
Hemoperfusion for Hodgkin
lymphoma-associated
hemophagocytic lymphohistiocytosis.
Intern Med. 2014;53(20):2365-8.
Muroi K, Fujiwara S, Tatara R, Sato
K, Oh I, Ohmine K, Suzuki T, Nagai
T, Ozawa K, Kanda Y. Two
granulocytic regions in bone marrow
with eosinophilia evaluated by flow
cytometry. J Clin Exp Hematop.
2014;54(3):243-5.

Akihiro Umezawa, Keiya Ozawa,
Yoji Sato, Yoshiki Sawa, Akifumi
Matsuyama, Shinya Yamanaka, and
Masayuki  Yamato. Study on
Ensuring the Quality and Safety of
Pharmaceuticals Medical
Devices Derived from the Processing
of Autologous Human Somatic Stem
Cells. Regenerative Therapy 2015 in
press.

Takao Havakawa,
Akihiro Umezawa,

and

Takashi Aoi,
Keiya Ozawa,




68)

69)

70)

71)

Yoji Sato, Yoshiki Sawa, Akifumi
Matsuyama, Shinya Yamanaka, and
Masayuki  Yamato. Study on
Ensuring the Quality and Safety of
Pharmaceuticals and Medical
Devices Derived from the Processing
of Allogenic Human Somatic Stem
Cells. Regenerative Therapy 2015 1n
press.

Takao Havakawa, Takashi Aoi,
Akihiro Umezawa, Keiya Ozawa,
Yoji Sato, Yoshiki Sawa, Akifumi
Matsuyama, Shinya Yamanaka, and
Masayuki  Yamato. Study on
Ensuring the Quality and Safety of
Pharmaceuticals and Medical
Devices Derived from Processing of
Autologous Human Induced
Pluripotent Stem Cell (-Like Cells).
Regenerative Therapy 2015 in press.
Takao Hayakawa, Takashi Aoi,
Akihiro Umezawa, Keiya Ozawa,
Yoji Sato, Yoshiki Sawa, Akifumi
Matsuyama, Shinya Yamanaka, and
Masayuki  Yamato. Study on
Ensuring the Quality and Safety of
Pharmaceuticals Medical
Devices Derived from Processing of
Allogenic Human Induced
Pluripotent Stem Cell (-Like Cells).
Regenerative Therapy 2015 in press.
Takao Hayakawa, Takashi Aoi,
Akihiro Umezawa, Keiya Ozawa,
Yoji Sato, Yoshiki Sawa, Akifumi
Matsuyama, Shinya Yamanaka, and
Masayuki  Yamato. Study on
Ensuring the Safety and Quality of
Pharmaceuticals and Medical
Devices Derived from the Processing
of Human Embryonic Stem Cells.
Regenerative Therapy 2015 in press.
Kusakawa S, Machida K, Yasuda S,
Takada N, Kuroda T, Sawada R,
Okura H, Tsutsumi H, Kawamata S,
Sato Y. Characterization of in vivo
tumorigenicity tests using severe

and

immunodeficient NOD/Shi-scid
IL2Rynull mice for detection of
tumorigenic cellular impurities in
human cell-processed therapeutic
products. Regen Ther., in press,

72) Kono K, Takada N, Yasuda S,
Sawada R, Niimi S, Matsuyama A,
Sato Y. Characterization of the cell
growth analysis for detection of
immortal cellular impurities in
human mesenchymal stem cells.
Biologicals., in press.

73) Tano K, Yasuda S, Kuroda T, Saito
H, Umezawa A, Sato Y. A novel in
vitro method for detecting
undifferentiated human pluripotent
stem cells as impurities in cell
therapy products using a highly
efficient culture system. PLoS One.
2014;9:€110496.

74) VEEBIR  PREENE &SR
V7 2014;50:1213-5.

7y IV

75) EERE v b REEER NG N TR,
V%A D AR 2 HEPE R R 0D i) Jk

JE OB B o B O%g
2014;13:432-5.

76) AONE A, ERERRTE  FARERE -
NERE O EE & V2T Y —
A =% DDS. 2014;29:207-16.

T7) WPESEAT, VeEE MEEEMOE &
EEFE SRR E 2 - mE
R AR O 77— L AT
—3 2014;10:1-5.

78) =IHTH, VEREME  H/AEEE - Maih
FICE AT A HM T o RNE - 4
PR O R R & EEBEOB 2 A
AERmEEMAE  2014;16:1-10.

79) ERESE  FAEER IR ISR
LRSI T A M TEEERR
DS REINE R LS AR (B
& 42/ MERE) sty —= oy
— iR, HR (2014), pp. 27-36.

80) EJIZ&L, LA BAEREHLO
SRR REFIET 2014:69(3)
T 51745-765.

81) HERERIE, LA

W E

HIBEE [/

112



82)

83)

84)

85)

86)

87)

AERAFEE] (BRI
MO &, EiEEie BHAEER - M
VBB DR G ERLE TOE
DY Geriatric Medicine (EHES)
2014;52(3):237-239.

ERESTE  & b iPS AIiE SR
IR AT 2 &SR, oo b
@ @ in vitro & {5  Cytometry
Research 2014;24(1): 7 -11.

ZHE, EEGE BEERRRLOR
BEERE EISOEES e
faks2 O FE & MRSt - HBEARR - M
MR AR I 280 ] (TR« BIRE
W) BEmERBS, 3O (2014),
pp. 517-22.

Takao Hayakawa, Takashi Aoi,
Akihiro Umezawa, Keiya Ozawa,
Yoji Sato, Yoshiki Sawa, Akifumi
Matsuyama, Shinya Yamanaka, and
Masayuki Yamato. A Study on
Ensuring the Quality and Safety of
Pharmaceuticals and Medical
Devices Derived from the Processing
of Autologous Human Somatic Stem
Cells. Regenerative Therapy 2015 in
press.

Takao Hayakawa, Takashi Aoz,
Akihiro Umezawa, Keiya Ozawa,
Yoji Sato, Yoshiki Sawa, Akifumi
Matsuyama, Shinya Yamanaka, and
Masayuki A Study on
Ensuring the Quality and Safety of
Pharmaceuticals and Medical
Devices Derived from the Processing
of Allogenic Human Somatic Stem
Cells. Regenerative Therapy 2015 in
press.

Takao Hayakawa, Takashi Aoz,
Akihiro Umezawa, Keiya Ozawa,
Yoji Sato, Yoshiki Sawa, Akifumi
Matsuyama, Shinya Yamanaka, and
Masayuki A Study on
Ensuring the Quality and Safety of
Pharmaceuticals and Medical
Devices Derived from Processing of
Induced

Yamato.

Yamato.

Autologous Human

88)

89)

90)

91)

92)

93)

113

Pluripotent Stem Cell (-Like Cells).
Regenerative Therapy 2015 in press.
Takao Hayakawa, Takashi Aoi,
Akihiro Umezawa, Keiya Ozawa,
Yoji Sato, Yoshiki Sawa, Akifumi
Matsuyama, Shinya Yamanaka, and
Masayuki Yamato. A Study on
Ensuring the Quality and Safety of
Medical
Devices Derived from Processing of
Allogenic Human Induced
Pluripotent Stem Cell (-Like Cells).
Regenerative Therapy 2015 in press.
Takao Hayakawa, Takashi Aoi,
Akihiro Umezawa, Keiya Ozawa,
Yoji Sato, Yoshiki Sawa, Akifumi
Matsuyama, Shinya Yamanaka, and

Pharmaceuticals and

Masayuki Yamato. A Study on
Ensuring the Safety and Quality of
Pharmaceuticals and Medical

Devices Derived from the Processing
of Human Embryonic Stem Cells.
Regenerative Therapy 2015 in press.
Toda K, Sawa Y. Clinical
management for  complications
related to implantable LVAD use.
Gen Thorac Cardiovasc Surg. 2015
Jan;63(1):1-7.

Yunoki J, Kuratani T, Shirakawa Y,
Torikai K, Shimamura K, Kin K,
Sawa Y. Mid-term of
endovascular treatment with the
Gore TAG device for degenerative
descending thoracic aortic
aneurysms. Gen Thorac Cardiovasc
Surg. 2015 Jan;63(1):38-42.

Sawa Y, Takayama M, Mitsudo K,
Nanto S, Takanashi S, Komiya T,
Kuratani T, Tobaru T, Goto T.
Clinical efficacy of transcatheter
aortic valve replacement for severe
aortic stenosis in high-risk patients:
the PREVAIL JAPAN trial. Surg
Today. 2015 Jan;45(1):34-43.

Nishi H, Toda K, Miyagawa S,
Yoshikawa Y, S,

results

Fukushima



94)

95)

96)

97)

98)

Kawamura M, Saito T, Yoshioka D,
Daimon T, Sawa Y. Novel Method of
Evaluating Liver Stiffness Using
Transient Elastography to Evaluate
Perioperative Status in Severe Heart
Failure. Circ J. 2014 Dec 10.
Yoshioka D, Toda K, Yoshikawa Y,
Sawa Y. Over 1200-day support with
dual Jarvik 2000 biventricular assist
device. Interact Cardiovasc Thorac
Surg. 2014 Dec;19(6):1083-4.
Kashiyama N, Toda K, Miyagawa S,
Nishi H, Yoshikawa Y, Fukushima S,
Yoshioka D, Saito T, Sawa Y. Initial
experience of EVAHEART
explantation after continuous-flow
LVAD off test with percutaneous
occlusion balloon. J Artif Organs.
2014 Dec;17(4):366-9.

Yoshioka D, Matsumiya G, Toda K,
Sakaguchi T, Yoshikawa Y, Saito S,
Matsuda H, Sawa Y. Clinical results
with dJarvik 2000 axial flow left
assist device: Osaka
University  Experience. J  Artif
Organs. 2014 Dec;17(4):308-14.
Yunoki J, Kuratani T, Shirakawa Y,
Torikai K, Shimamura K, Kin K,
Sawa Y. Clinical experience with the
RELAY NBS PLUS stent-graft for
aortic arch pathology. Surg Today.
2014 Dec;44(12):2263-8.

Kainuma S, Miyagawa S,
Fukushima S, Pearson J, Chen YC,
Saito A, Harada A, Shiozaki M,
Iseoka H, Watabe T, Watabe H,
Horitsugi G, Ishibashi M, Tkeda H,
Tsuchimochi H, Sonobe T, Fujii Y,
Naito H, Umetani K, Shimizu T,
Okano T, Kobayashi E, Daimon T,
Ueno T, Kuratani T, Toda K,
Takakura N, Hatazawa J, Shirai M,
Sawa Y. Cell-sheet Therapy with
Omentopexy Promotes
Arteriogenesis and Improves
Coronary Circulation Physiology in

ventricular

99)

100)

101)

102)

103)

114

Failing Heart. Mol Ther. 2014 Nov
25.

Kamata S, Miyagawa 5, Fukushima
S, Imanishi Y, Saito A, Maeda N,
Shimomura I, Sawa Y. Targeted
Delivery of Adipocytokines Into the
Heart by  Induced  Adipocyte
Cell-Sheet Transplantation Yields
Immune Tolerance and Functional
Recovery in Autoimmune-Associated
Myocarditis in Rats. Circ J. 2014
Nov 5.

Saito S, Toda K, Miyagawa S,
Yoshikawa Y, Fukushima S, Sakata
Y, Mizote I, Daimon T, Sawa Y.
Hemodynamic changes during left
ventricular assist device-off test
correlate with the degree of cardiac
fibrosis and predict the outcome
after device explantation. J Artif
Organs. 2014 Nov 5. [Epub ahead of
print] PubMed

Watanabe Y, Miyagawa S,
Fukushima S, Daimon T, Shirakawa
Y, Kuratani T, Sawa Y. Development
of a prostacyclin-agonist-eluting
aortic  stent graft enhancing
biological attachment to the aortic
wall. J Thorac Cardiovasc Surg.
2014 Nov;148(5):2325-2334.e1.

Uchinaka A, Kawaguchi N, Mori
S, Hamada Y, Miyagawa S, Saito A,
Sawa Y, Matsuura N. Tissue
inhibitor of metalloproteinase-1 and
-3 improves cardiac function in an
ischemic cardiomyopathy model rat.

Tissue Eng Part A. 2014
Nov;20(21-22):3073-84.

Kashiyama N, Kuratani T,
Torikai K, Maeda K, Toda K,

Miyagawa S, Nishi H, Yoshikawa Y,
Fukushima S, Yoshioka D, Saito T,
Sawa Y. Urgent transcatheter aortic
valve replacement for severe aortic
valve stenosis with acute
decompensated heart failure: report



104)

105)

106)

of a case. Surg Today. 2014 Oct 31.

Kashiyama N, Toda K,
Miyagawa S, Nishi H, Yoshikawa Y,
Fukushima S, Yoshioka D, Masashi
K, Saito T, Sawa Y. Off-pump
coronary artery bypass grafting via
median sternotomy in a patient with
a history of esophagectomy with
tube
reconstruction: report of a case. Surg
Today. 2014 Oct 29.

Maeda K, Nishi H, Sakaguchi T,
Miyagawa S, Ueno T, Kuratani T,
Sawa Y. Coronary artery bypass
grafting in a patient initially
presenting with systemic lupus
erythematosus. Ann Thorac
Cardiovasc 2014 Oct
20;20(5):414-7.

Maeda K, Kuratani T, Torikai K,
Mizote I, Iritakenishi T, Takeda Y,
Nakatani S, Nanto S, Toda K,
Sawa Y. Transcatheter aortic valve
replacement for patients with aortic
valve stenosis complicated with

substernal gastric

Surg.

moyamoya disease. Ann Thorac Surg.

2014 Oct;98(4):1443-5.

Takeuchi M, Kuratani T,
Miyagawa S, Shirakawa Y,
Shimamura K, Kin K, Yoshida T,
Arai Y, Hoashi T, Teramoto N,
Hirakawa K, Kawaguchi N, Sawa Y.
Tissue-engineered stent-graft
integrates with aortic wall by
recruiting host tissue into graft
scaffold. J Thorac Cardiovasc Surg.
2014 Oct;148(4) 1719-25.

Ozawa H, Ueno T, Iwai S,
Kawata H, Nishigaki K, Kishimoto
H, Sawa Y. Contractility-afterload
mismatch in patients with
protein-losing enteropathy after the
Fontan operation. Pediatr Cardiol.
2014 Oct;35(7):1225-31.

Ishimaru K, Miyagawa S,
Fukushima S, Ide H, Hoashi T,

110)

111)

112)

113)

114)

115

Shibuya T, Ueno T, Sawa Y.
Functional and pathological
characteristics of reversible
remodeling in a canine right

in response to volume
overloading and volume unloading.
Surg Today. 2014
Oct;44(10):1935-45.

Masuda S, Miyagawa S,
Fukushima S, Kawamura T,
Kashiyama N, Saito A, Sawa Y.

ventricle

Regulating ES or induced
pluripotent stem cells by innate
lymphoid cells. Transplantation.

2014 Sep 15;98(5):e38-9.

27) Iguchi N, Uchiyama A,
Ueta K, Sawa Y, Fujino Y.
Neutrophil gelatinase-associated
lipocalin  and  liver-type fatty

acid-binding protein as biomarkers
for acute kidney injury after organ
transplantation. J Anesth. 2014 Sep
10. [

Yasui H, Lee JK, Yoshida A,
Yokoyama T, Nakanishi H, Miwa K,
Naito AT, Oka T, Akazawa H, Nakai
J, Miyagawa S, Sawa Y, Sakata Y,
Komuro I. Excitation propagation in
three-dimensional engineered hearts
using decellularized extracellular

matrix. Biomaterials. 2014
Sep;35(27):7839-50.
Masuda S, Miyagawa S,

Fukushima S, Sougawa N, Ito E,
Takeda M, Saito A, Sawa Y.
Emerging innovation towards safety
in the clinical application of ESCs
and iPSCs. Nat Rev Cardiol. 2014
Sep;11(9):553-4.

Hatta K, Otachi T, Fujita K,
Morikawa F, Ito S, Tomiyama H,
Abe T, Sudo Y, Takebayashi H,
Yamashita T, Katayama S, Nakase
R, Shirai Y, Usui C, Nakamura H,
Ito H, Hirata T, Sawa Y; JAST study

group.  Antipsychotic  switching



117)

118)

119)

versus augmentation among early
non-responders to risperidone or
olanzapine n acute-phase
schizophrenia. Schizophr Res. 2014
Sep;158(1-3):1213-22.

115) Sawa Y. Current status of

third-generation 1implantable left
ventricular assist devices in Japan,
Duraheart and HeartWare. Surg
Today. 2014 Aug 21. [Epub ahead of
print] .

116) Masuda H, Nakamura T, Mouri

N, Sawa Y. Aortic valve replacement
for quadricuspid valve: a lesson
learnt from a negative experience.
Interact Cardiovasc Thorac Surg.
2014 Aug;19(2):334-5.

Watanabe Y, Shimamura K,
Yoshida T, Daimon T, Shirakawa Y,
Torikai K, Sakamoto T, Shijo T,
Toda K, Kuratani T, Sawa Y. Aortic
remodeling as a prognostic factor for
late aortic events after thoracic
endovascular aortic repair in type B
aortic dissection with patent false
lumen. J Endovasc Ther. 2014
Aug;21(4):517-25.

Nishi H, Sakaguchi T,
Miyagawa S,  Yoshikawa Y,
Fukushima S, Yoshioka D, Ueno T,
Kuratani T, Sawa Y. Factors
affecting a dilated ascending aorta in
patients with bicuspid aortic valve:
the relevance of valve anatomy, body
size and age. Surg Today. 2014
Aug;44(8):1483-9.

Sawa Y. [Transcatheter aortic
valve replacement]. Kyobu Geka.
2014 Jul;67(8):677-85. Japanese.

Watanabe Y, Hayashida KX,
Takayama M, Mitsudo K, Nanto S,
Takanashi S, Komiya T, Kuratani T,
Tobaru T, Goto T, Lefévre T, Sawa Y,
Morice MC. First direct comparison
of clinical outcomes between
European and Asian cohorts in

transcatheter aortic valve
implantation: The Massy study
group vs. the PREVAIL JAPAN trial.
J Cardiol. 2014 Jun 10. pit
50914-5087(14)00146-4.

121)  Yoshioka D, Toda K, Sakaguchi
T, Okazaki S, Yamauchi T,
Miyagawa S, Nishi H, Yoshikawa Y,
Fukushima S, Saito T, Sawa Y
OSCAR study group. Valve surgery
in active endocarditis patients
complicated by intracranial
haemorrhage: the influence of the
timing of surgery on neurological
outcomes. Eur J Cardiothorac Surg.
2014 Jun;45(6):1082-8.

122) Nishi H, Sakaguchi T,
Miyagawa S, Yoshikawa Y,
Fukushima S, Yoshioka D, Saito T,
Toda K, Sawa Y. Optimal coronary
artery bypass grafting strategy for
acute coronary syndrome. Gen
Thorac  Cardiovasc Surg. 2014
Jun;62(6):357-63.

123) Kashiyama N, Masai T,
Yoshitatsu M, Yamauchi T,
Ogasawara Y, Matsunaga Y, Sawa Y.
A simple way to treat mitral valve
prolapse: chordal replacement using
a new mitral leaflet retractor.
Interact Cardiovasc Thorac Surg.
2014 Jun;18(6):701-5.

124) Nishi H, Toda K, Miyagawa S,
Yoshikawa Y, Fukushima S, Saito S,
Yoshioka D, Saito T, Ueno T,
Sakaguchi T, Sawa Y. Initial
experience in Japan with HeartWare
ventricular assist system. J Artif
Organs. 2014 Jun;17(2):149-56.

125) Saito S, Yamazaki K, Nishinaka
T, Ichihara Y, Ono M, Kyo S,
Nishimura T, Nakatani T, Toda K,
Sawa Y, Tominaga R, Tanoue T,
Saiki Y, Matsui Y, Takemura T,
Niinami H, Matsumiya G; J-MACS
Research  Group. Post-approval

116



126)

127)

128)

study of a  highly pulsed,
low-shear-rate, continuous-flow, left
ventricular assist device,
EVAHEART: a Japanese
multicenter study using J-MACS. J
Heart Lung Transplant.2014
Jun;33(6):599-608.

Wakasa S, Matsui Y, Isomura T,
Takanashi S, Yamaguchi A, Komiya
T, Cho Y, Kobayashi J, Yaku H,
Kokaji K, Arai H, Sawa Y. Risk
scores for predicting mortality after
surgical ventricular reconstruction
for ischemic cardiomyopathy:
results of a Japanese multicenter
study. J Thorac Cardiovasc Surg.
2014 Jun;147(6):1868-74, 1874.e1-2.

Sawa Y. Transcatheter aortic
valve implantation. Surg Today.
2014 May 20.[Epub ahead of print] .

Imai A, Gotoh K, Asano Y,
Yamada N, Motooka D, Fukushima
M, Kanzaki M, Ohtani T, Sakata Y,
Nishi H, Toda K, Sawa Y, Komuro I,
Horii T, Iida T, Nakamura S,
Takashima S. Comprehensive
metagenomic approach for detecting
causative microorganisms in
culture-negative infective
endocarditis. Int J Cardiol. 2014 Mar
15;172(2):e288-9.

Sawa Y, Tatsumi E, Tsukiya T,
Matsuda K, Fukunaga K, Kishida A,
Masuzawa T, Matsumiya G, Myoui A,
Nishimura M, Nishimura T,
Nishinaka T, Okamoto E, Tokunaga
S, Tomo T, Yagi Y, Yamaoka T;
Journal of  Artificial  Organs
Editorial Committee. dJournal of
Artificial Organs 2013: the year in
review : Journal of Artificial Organs
Editorial Committee. J Artif Organs.
2014 Mar;17(1):1-8.

Kubota Y, Miyagawa S,
Fukushima S, Saito A, Watabe H,
Daimon T, Sakai Y, Akita T, Sawa Y.

132)

Impact of cardiac support device
combined with slow-release
prostacyclin agonist in a canine
ischemic cardiomyopathy model. J
Thorac Cardiovasc Surg. 2014
Mar;147(3):1081-7.

Maeda K, Saito S, Toda T, Ueno
T, Kuratani T, Sawa Y. Transient
Constrictive Pericarditis Following
Cardiac  Surgery. Ann Thorac
Cardiovasc Surg. 2014 Feb 4.[Epub
ahead of print].

Taniguchi T, Sakata Y, Ohtani T,
Mizote I, Takeda Y, Asano Y,
Masuda M, Minamiguchi H, Kanzaki
M, Ichibori Y, Nishi H, Toda K, Sawa
Y, Komuro I. Usefulness of transient
elastography for noninvasive and
reliable estimation of right-sided
filling pressure in heart failure. Am
J Cardiol. 2014 Feb 1;113(3):552-8.

Shirakawa Y, Kuratani T,
Shimamura K, Torikai K, Sakamoto
T, Shijo T, Sawa Y. The efficacy and
short-term results of hybrid thoracic
endovascular repair into the
ascending aorta for aortic arch
pathologies. Eur J Cardiothorac
Surg. 2014  Feb;45(2):298-304;
discussion 304.

Kainuma S, Taniguchi K, Toda
K, Funatsu T, Miyagawa S, Kondoh
H, Masai T, Otake S, Yoshikawa Y,
Nishi H, Sakaguchi T, Ueno T,
Kuratani T, Daimon T, Sawa Y.
Restrictive mitral annuloplasty with
or without surgical ventricular
reconstruction n ischaemic
cardiomyopathy: impacts on
neurohormonal activation, reverse
left ventricular remodelling and
survival. FKEur J Heart Fail
2014Feb;16(2):189-200.

Shudo Y, Miyagawa S, Ohkura
H, Fukushima S, Saito A, Shiozaki
M, Kawaguchi N, Matsuura N,



