2016 £ FEREAS - BRASEIEDESNEZALAEEL HEMSERSE

00000000000 OO0OOOOOOOOOOOOOOOOOOOO00

oo = 5
REBERES 0000000000000 00000000000OHHE
—

H“?’ﬁfﬁ?ﬁ&% ¥EF AR (T/4AF 4A8™Y)

FEHE - 8BF - &R

FRENOOKE - KEREFHRH - iR

R - T100-0004 FRIEERFHRERKFHE 1-7-1

JAY DB [AL]: FRAEMDBFET B8, BREE
DOEBZITMAT T EEY, 285, e Rad ~DT v 7 r—

NIZAERERIRY & 0 £ 4, HRHIRIE] 20302581,
WADBRCE R bRV T I 7 — T3 <&

7 L—Ar—n, “HEFRICT D), TEEE%E

T E BEEFFHZEERLTIEIN,

A MDEDN [A2]: e-Rad DOiFFEHEF % 7tdk L T <
ZEN,

JAY PDEDN [A3]: 2016 4EE 1 IRAZEC OV TIE 2016
FEA4ANBLELTFE,

ER %k E-mail : tarou-eimedo@xxxx. xx. Xx
TEL : 03=XXXX=XXXX FAX : 03=XXXX=XXXX
e-Rad AL EES XXXXXXXX
£%A8H e T A H
- 19—F @@KFEFERFH
ﬁ__f_ﬁ R XOXXE e
(RFEZLRE) OO e s
19— XFEHREHF (EXEHOHREICER)
HRE
(ELBE L RRFAFRNS)
T E 2016 4 4 B ~2018 £ 3 |A|
FE MRFARESEEE SHEERE
2016 &£ & 130, 000, 000 M 100, 000, 000 M
FETOMEREER
2017 & 130, 000, 000 M 100, 000, 000 M
[2018 Efi"\ 130, 000, 000 A 100, 000, 000 A

1/12

A MDEDN [A4]: AZEEIE RO BEMAMICA
DETITEREZMELTRE, (1 4EM742 5 2016 XD
HOFER %)




JAY DDEHN [A5]: EWifital A 24 S D S i3y
WZAEMRERTR & TR S W

&% A - - AHREEREIC ST e
H0E - &H BT RS (%
0)
REATAS - K%
e ST » |0 0000 0 0000 0 0000 O
REF AL EE%HnﬂiﬁOOOO% 0005000065 15
- ALa XS ES
 ; e e ~ |0 0000 0 00000 0000 0
k(oo iwsgh W|0000% | 3555500008s 10
1
~ KEARE - K
2 ST ~ |0 0000 0 0000 0 0000 0
5 o0 gﬁ%ﬂnﬂ 8]0000% |3 S 00008E - B 80
b
S
t
FERT - T100-0004 HETEPFHRERAFA 1-7-1
o HEE | PHoEAKTFEIAS
7c
2§§§§§§QQE¢ &M E%&:OO0000E OOOOKE @@KEH

E-mai | : yukiko—kenki@xxxx. xx. xx
TEL : 03-XXXX=XXXX

FAX : 03-XXXX=XXXX

2/12



REES

ER/EHB: & A A

JA NI [AG]: /S5 SEH (ARE B2 AT L 72
VT EEW,

[l iR EEmE]
F— 0000000000 00000 0000000000 0000000000 O
- PR 000000000000 000000000000OHE

2. EEHAEEEEMESAE | 2016F481B~2019E3 A3 H(FH

E15E 20005HE Ey
3 [EAHEERE E2FE NOOFE FH

358 000FE FH
4 ARBERREERE | FEF AH

5 HIRFARKERE

TR - BE - B8 FRIEAKRFHRE - KEREFHRF - iR

6. BIEOH< J—

B OOKEICEVTHIFOAABRIIHT SRMEROANEZRANLZ &,

FEFRE  BAROENEEEEX X EVWS T FALATHBEITAETHY . CHERASHRFIEL.
AEEAR  2FEOXRFEERSEREZOFH I )T, ARICHMBRITETSFETH S,
-SHOBE  HOEEGAR - BHKT. @A  HiFKT. @A iR T. @8  HXILTSFE.

1. EFEOBFHEERFRAR)

JAYRDEN [A7]: [1ERk o]
CARSCEITHFER O FHRIMEICE S T B L TER
LB LTV B2ARE LTV E S, - THEEICHE
GLARVEA b HY E3, fLlkaic= A v FOft#E K
< BHEA T EW,

© FEEIAGR T O TR ICHIBR T S,

c AN E DM R Y AE RT3, X—TEND
WA T S & ZEE T S0,
CUFOREIHEEAE L TRHEHECTN, 742 ME
8LLEELTFEW,

STy BHEER/EMEE, @FFMIL, RCT, W-MAR, raavbn-VERR, HBERHR, £RFNHME %

- HREE OOKENEE, Ae>@®, (<@, ., - SR EFH=1, 000 41, - BEHM-0 - A
CIRE - MALE-L @@ERE vs 775t

s EETIMLA 2T

CHBEINSER  OOKEICEIT50@BENT It [CHT IEBEAUNTIN, TOHE.... EFEEILD,

8. ¥—TJ—F5D:00 00 00 00 00

[II AERFAELHEONE]

JAY MDENN [A8]: SE I & L CIEHAFETA D
T2 BEOEKTEHIMZ TR L TS ZIW,

A MDEDN [A9]: AFELIGHM TR L2 T 72 &
v,

[ 34> hIEIN [ALO]: 55 4 fEsEE. %5 5 4EHEIZ T I

Z 3B,

1. =

[E&]

QO OVTIEETHETO® L LS 3RE (Amed, Journal of @@ 2011)AH 51, @@ IMN->TEHELHT. @ON
RKHbN TS,

[B#]

- QONOOITKT HEMELTRT .

- Q@A KRS VEERT B,

[#iR - MEE - Eit]

QOICHT 500D\ T. HAVWDHAE LTS,

[Ai% - #EBX]

- QOKEENRLELI-BEHARICLIVOOLOODEFRETHLMNZT S
- Q@OIIOVTDYRTITAYI LE2L—%F1TS,

JAY RODENN [AL1]: WFFED K (HA% - Hritt/ mAl

| SR ETOEY - SEOTE) 2 147 (50 FLAN)

THRAYICEER L TR S,

JAY MDENN [AL12]: 5 b HERT-ZBIT 2 F/NRO
B ZFLHT S, BRRIFEIC 31 2 Rudli 2 A8 L 72 IH
HlZpo TWETA, EERLTIELRVEE, H
HZHERL, ARICRB TSV, 2056, YTEES
VB ZRD DG ERH Y T,

(BERAHHZEICIFLUTITHEALTIESLY)

JAY MDERN [AL3]: HFAEOT B, HED- b1, Fif -
HAIE, BT - BEAICRT B A, EERIC R
BFRDNL LR, KT - AR A TR S 1
B - FERBE R O N & AT AL OV T, f L
TLEEWN,

3/12




(111 ERAFELEE]

. MEEEEARORTS2—L (A—FX v )

JAY PDEN [AL4]: - L)~ A LA DU RREN IR E
NTNDZ ERRIRGHICE EN TR Y 3 (AFEZEHE
)

HREARIER ELE E1EE FoEE EIFEE

AR b= K4 (2016 4 E) (2017 £ E) (2018 4 )
10 20 30 4010 20 30 40|10 20 30 40

(1) @@FT : RERBIILHTA S

- IRE M EEO TR ®EF |

- BREZELEE ZEF <«

(2) OO : BEER EE

- 0000000 < >

(3) @@FFZ : T o0

- 0000000

(4) OOIZET BYATIT49IVE" 1~ -«

- 70 ka—)LERk XBF

- Xk L dd >

- AR RAT Al “r

(5) OO0O0000

- 0000000 *BF < >

- 0000000 L < »

(IV jE%5] FERRHE]

MERRRRE KB

REF KB (ZAAF 4207)

FTEME - 8E - RH

FRENOOKE - KEREFHER - LR

SEREFEFERER (RERD)

DOOOO0O0OOO0O00O0OO0O000OOO0O0O0OOONHE
@00000000000O0O0O000OOOOOOOO DRI
®0000000000OO0O00OOOO0OOOOOMKE

JAY MDEN [AL5]: 7S DA EHE Ot THHF7EHE 1Y
LD XS eI ZAE S A L 70 D & S ISR#E B
VB L £,

FFEBRRE o E D ABUTIE U T, HH, REBMELIT
HIFR LTS 72&8 0,

MRMARICE T HKE - HIRAE

OO ENAADESTOOLE NS REZES,

BEEICBETOMERKEERD., Y/ ILR b=V RUHERESE
®OOO0O00O0O0O00O0OOO0O0O0OOOO000OONHAE
2016 £ OOOOO0O. OOOOO0O. OOOOO0O
2017 £E OOOOO00O. OOOOOO0O

2018 FE OOOOO00O. OOOOOO0O

@00000000000O0O0O0O00OOOOOOOO NI
2016 £ OOOOO00O. OOOOO0O. OOOOO0O
2017 £ OOOOO0O. OOOOO0O
2018 EE OOOOO00O. OOOOOO0O

®00000000000O00O00OOOO00OOOOMKE
2016 £ OOOOO00O. OOOOO0O. OOOOO0O
2017 £ OOOOO0O. OOOOOO0O
2018 EE OOOOO0O. OOOOOO0O

4/12



HEARMHEED K& o0 00

PR - 8E - R O O XFEFEER - @OF - HEHUR

SEREFFERER (RERD) DOOOO0O0OO0OO0O0OO0O0OO0OOO0OO0O0O00NHE
@0000000000O000OO0OOOOOOOOOND R
®0000000OO0O0O0OOO0OO0OOO0OO0ON%KE

HREARICE T HEE - HIRAE
OO ENAADEATOOLE NS REZIES,

BEEICBTA2MEMRIEE. YA IR =V RUMREKEAE
DOOO0O0O0O0000OO000O0OO0OOO000ONAE
2016 £ OOOOO0O0O. OOOOO0O. OOOOO0O0
2017 EE OOOOO000. OOOOO0O0
2018 FEE OOOOO000. OOOOO0O0

@00000000000O0O0O00O0OOOOO0OOO MR
2016 £ OOOOO0O. OOOOO0O. OOOOO0O
2017 £ OOOOO00O. OOOOO0O
2018 £ OOOOO00O. OOOOO0O

®O0000000000OO000OOOO00OOOMKE
2016 £ OOOO0O00. OOOOOO0O0. OOOOO00
2017 &£ OOOOOO00. OOOOOOO
2018 £ OOOO0OO0O0. OOOOOOO0

HRMARSEED K& o0 00

PR - 8E - R OOKFEZH - 0OF - HiR

SEREFFERES (RERD) DOOO0O0O0OOO0O0O0O0OO000OOOO00OOONHE
@0000000000O0O0OOO0OOOOOOOOO DM
®0000000000OO0O00O0OOOO0OOOOOM%E

MRRARICE T HRE - IRAE
OOHENAADESTOOE NS> HEIZFIES,

EEEICETIARMAEE. Y/ ILR b=V RUARRKESE
D®OOOO0O0OO00O0OO0O0O0OOOOOOOOO0OOMHAE
2016 £ OOOO0O000. OOOOO000., OOOOO0O
2017 FEE OOOO0000. OOOO00O
2018 FEE OOOO0000. OOOOO00O0

5/12




@00000000000O0O0O000OOOOO0OOO MR
2016 £ OOOOO000. OOOOOO0O0. OOOOO00
2017 &£ OOOOO0O0. OOOOOOO
2018 £ OOOO0OO0O0. OOOOOOO0

®0000000000OOO00O0OOOO00OOOONEE
2016 £ OOOOO00. OOOOOO0O0. OOOOO00
2017 &£ OOOOO0O0. OOOOOOO
2018 £ OOOO0O0O0. OOOOOOO0

IV IR (AR RE, BIRMARSEE, BACESELALCREBLTIESLY

AMED -————— >

MEFAERERE
e K4

FERE TXXXXXXX]

B DR

MEFAFESEE \

HREHKNBE
g K& g K4
FRRE TXxxxxxxJ FBRE TxxxxxxxJ

J

MERAFESBEE
FEtE K4
SERE TXXXXX )

EReRTOF ¢

T4 ( MERAREIEE \
iRt e K&

FBERE Txxxxxxxl

iy \ )

JA>Y MDED [AL6]: AFZEBHFE (R 2 FEA L TL 7280,
LFREDO A EO P TEIEE D LD K S A tkEl A
IR L 725 K O IR A BB L ET,
RGBT FRO LB T,

AT« K%

P& . s

£ J51¥ : AMED

JERRIREN : 5849 (R AMED & AR EH DD H3
DR ZF#H L T ZS W)

THEREIR : B FHREORLY Lo o (WEER
#)

6/ 12




(BT 234, EFEABREREMENHDHE. TOEANABENBISONTUTFICEBL T EEL

o)

Fab. BEHRES AHRARREICEVCEET 2RE

BAOOOO%#% OOO00O0O0OO0O0O0OOO0OL YR FYMLDT—HIRH

EFEBEHRE TOOO0O00O0000 | OOO0OO0OOO0000OO000NHA FF5 4 v~ DR
OO0O0O0000!.

IA> MDEN [AL7): BICHFFER 2 M5 L C\ 2 FFFERE
IZOW T, FHEINAOEVDUIREIC 25 £ ) ISTE# L
TLREEW EHA RTA R~ =2 T /HERFET S
e, BT 557R L OBREZIREICR LT TSV,

VI BAEHIZONT] (TROKFABBEATLHIRIZIT, FHERHL TS

WA (BT 5E  HEERSEE 00T (00X%))

L EMBEHROBE S| THMS5  ARRELELRE (T2 IE Mo ORELE (T -2 IMER OH
Of (Eh 00)

2. FMABELEORS Of Ofsdh OF GHE: )

[VI] sf84EEICDVT) (BE. MEHELELARO L, BHEL TSV XAHGHEBIAEORE - MISFFE

3 EEEAOBHOFHIIOVWT(EER - ERAMBEORRESETSHEICER

AV MDEM [AL9]: %% T 5 b0 EEE Ve LTT
AN

A MDIENN [A18]: AMED |25\ T AEMREFE D
FHENZZED B ORI G-% EEAE L Ed, BG 2 g
BICHELEDOTNEHZ R L TT S,

A MDEM [A20]: DEE~DEINEZFHLT D0 E
I EITDLELEDL, EOERMARLETHONER
FET IV, QBICERWERRE L COBEERHDNE
IMBEX T IV, QHEMEMLAT 56T, 20
BERRAD> TORWIEEIL, E0 & 5 Itz
RO 500, BEXZTIW, @EHEFELRWGEA
I, ZDEEREE TV,

JAY RODENN [A21]: AZIEFRFIIRATIEARZE T 23,
FAR S Uz ORISR Y 3 D @Rl A R e 72
& MR EITVET

0000000000000 OO0OOOOO0OOOOOOOOOOOOOOOOOOOOOOOOOO0OO
00000000000 OOOOOOOOO0OOOOOOOOOOOOOOOOOOOOOOOOOOO - + -

| \

[VIIT fREEA~DEE]

1. BFFREHRICERT HEHE

0 BAERFOREMOERFICET HEE
W AEHFETIEXRARICET D MEREL

O EL7/L-EERFEFTHARICET S mERES
O EfRFARERRICEYT SiE8t

O BMERBRFOXRECET 2EAKEEH

O ZoftinigstsF (EetF0LM: )

2. ARRFARHMPICFESNIBERAEOHRE

7/12

JAYRDEN [A22]: F= v 7 bR EhET, 4
FHEMPHEASNDIPENIL THRBTE,

<BE> NERE LT DEFERFRICET S MmEHER
HAL A CER 2T4E2 A 9 B (PR 27 4E 3 H 31 H—
EBUET)) ke 55 3 A DH

1 A SN A : 2 ofadhid, A EOIFFEHRIC X
Y i S, U AAENICIB O TER S D A 258
LT DEERN LSRR E T 5, 2721, thotRgtoiE
FHRPRIC S ENDBFRICH - Tk, YikihsticHlE Sh
TVWARWEIEIZOWTIEZ OFSFOHEICE V1T b
D LT B, 0 RITEBIT 50PN S T B BF5E,
ZOfE#ORFE Ligw,

T ESOBEIC XY Eifi S B R

A IES OEWD % IEEO R HHPAICE 5%

7 B RO S HRITHEIT 5 b DD E VDI
© BEICAARMMEAEEL Y . BFEH & LTRL FIA
Sh, o, RIS AFATREZR K} - 5

@ BECHEFREARATREEA (LS T D EH




A O &
X [H] OBEE. REEES - UMIN/Clinical trial. gov EDRKARZZ LA TLNDEFKRERLALTEEN,

REZEX0BEERKBR

1. OOMRIZDLNT 2015. 8. @@ @JFIEIZH 1T B fHE B (F5: 0),

Em

RER% (
2. AABRRIZDOINT2015.8. @ICO@RKTICH T HMEZESTRA (FS5: 0),

Em
dio

BRARABRERIATLAANOEERKR - WINES - 00

R R T LAREZDGE, TOER

3. NEDREL L VEREDETFADHE

[X HEHH - WRFCONT] (BEER - ERES - BEERFURORREEITSHEICHEH)

1. AREF - WEELETO

P - =
FaAT0sH - mEgE | OO 7 HEER

.| sgmE - MEELIL OO# & Y iRt FH (FEFRFRFA)

JOrELATDAFHE OO%t & Y EIEIREE WTA #ifsEA) BRERF)

BIMZBWLTIE, OORITDNWTERBFEH. AAR., KR ARITDVTIERER.

3. EBRRKR ERCENTRVTAOEBRIZONT L RER,

WIEERRREER (Bt RE. ZMEESR)

4 EFERER T B LAER (BAMmEsER) O Ta@HER (POC HER)

O% Ob R (AEREHAR) OFMAHR (REEAHER)

By OfF

5. ERXOBADHER X TH) OB (N5 : OO & U FEBEAEN. HLOBEEORBESITH

A MDED [A23]: AF 51k - R - (M B2 DD
HEH kLT EEn, RENBAFTTIHAIT

3 L OIZWIRIEEK) MTA) FifEH 2. LRIRZETE
(B39 55) 2 Rk LT < 72 &, (9 (MTA) Fi s 5 % D 55
B BRINBE DD DR (FEFEDEG L) 23R LT
SV, FEEUTEDE 2O ELE A% v - —5E Tl

A N 5 ZREN N
FEEED) Y. EEAERDRIIS ST xx & xx BEZBFETHD. ) DIBATC IR ET % EERIE <DL %
6. BHEDEHE g O o R E LT, ZFERRAOT — 4 % EHE PDF
FEESL) X [H) OBE (RS : OOHNEERBEEFTICEEFELTLNS, ) L .
] ﬁ@imwtmiﬁﬂ§§¢é%ﬁwﬁ# e D (U et < oL 2
| | 0o &
X TH] OBAE. BETIERENBREERBLTESL, hEEA) )

EEERY SR

BEFRBRAENEFOEREORFICL2ENDSHM | EEFBRERVRREAERDFAH (E—EERE)
DHERIZET 5k

U = BEHAERE (NE : SHEREREH. JSEBMEE xx F xx AEEEFE.)
8| PMDA BETE S - HEBES A

~

9. PNDA EERZRESH BE (ERAZESEEOEEFXLPIDA DEEHERBICHEERBRHY)
HEDH & O

10, +—77 igsiE E:Ei{,:\h,té FIFTWSD BREFREFLEIRFEFEL TS ORFITSHFE

8/12

[:bl“/ MBI [A24]: HEHGRIR T,

A MDEIN [A25]: Haffif ik % Fhi L TV 555451
P V=R E ) 2 ER O B, B LTSS, xF
MBS % Fhti L W 55813, 5 ifiBh S itk OBIHE
(FHRRNZY) DELEZIRFF LT ZS 0,




X &#)

1. &%
(4 M)
F1EE E2EE EIEE i
wl s (2016 &) (0017 £8) (2018 1) il
RE KFETAE 104, 000, 000 104, 000, 000 104, 000, 000 312, 000, 000
HE1 | BLARFEFBHBRRE 26,000, 000 26, 000, 000 26, 000, 000 26, 000, 000
) XY NDIER [AZ6]: 4 (SR (25 LT, 47
ait 130, 000, 000 130, 000, 000 130, 000, 000 130, 000, 000 ZBIML TSN,
2. ARE
(1) REHE : AEFERRERBFOREH#E
WA | AFETAS ()
- £15E FoEE ERESS
(2016 ) (2017 &) (2018 )
& | PRE 25,000, 000 25, 000, 000 25,000, 000
& | B 30, 000, 000 30, 000, 000 30, 000, 000
AN T 25, 000, 000 25, 000, 000 25,000, 000
® zom 0 0 0
EERR /N 80, 000, 000 80, 000, 000 80, 000, 000
g &
(EEERO 30 %) 24, 000, 000 24, 000, 000 24,000, 000
a5t 104, 000, 000 104, 000, 000 104, 000, 000
(2) £MEHER 1 RERIBIER <. IR EEOTELE
WS . B A RSELSHERE (B )
- 1 5E FEE ERESS
(2016 ) (2017 &) (2018 &)
B | PR 10, 000, 000 10, 000, 000 10, 000, 000
iz | kB 10, 000, 000 10, 000, 000 10, 000, 000
7| ABE -8 0 0 0
" zom 0 0 0
EERBING 20, 000, 000 20, 000, 000 20, 000, 000
g &
(EEERO 30 %) 6,000, 000 6,000, 000 6,000, 000
a5t 26, 000, 000 26, 000, 000 26,000, 000
| ) HBEE 2 REBEER . FRARSEEOFTERE T —
R4 (B [ \ ]
<EE B 1FE EPES ERES: SN
(2016 ) (2017 &) (2018 &)
& | BaE
i (&
7 ABE -8
" zom
EERE /D
g &
(BEERED_ %)
a5t

9 /12



[XI BIRYR R)_GEX - BEERUHEHEHETIR—SURTREL T LS
1. X - EE

PR FICERLEZAX - EE. F5LEBKIES - A1 FS510056, E510 - RBHOLDICKYEAD
F. AXFRESEEHE L THEHLTTEN, ZOBAXDS bEZBFRT IEMREHARLTTSL, F-M%EHR
ERRERUHAEREDMEECLICEREENSIBICEEAL TS,

<HEHAEKERE>

<HEHRENEED>

A

HRFAFEDEEQ>

2. BHFURG
BH. MMELELABOL. ARECEEY SRFESNNMEEORBRURFRREECONT, Fl (HE
BS. AFEES. HEA FrES) . RUAOLH, HEB%) ZREHBL TS,

10 / 12



1.

<FEFE>

- RERFET - FEFEOHRMAFISONT., RREDEZHICZORETENHHAT 24 L, AEXICERBEON
BITEEANE LRI AFXEBED L. BAERMI AR BB ELERHERMRRFT TERL TILIL,

- MFEEADORFE. HAEEEORHEROIBZENHYET,

[XI] fhFIETOEMEDHE]
MERERRES LURARFARESEES, BERHT TS, HHVEHED - REFEOEOHFHNEEHEDCE
DMDARMHEZEICDONT, HERI LI, HRFER. BRYPH. &RE. FAZBWREDE., T7+— +FZE
ALTLEZW, BARBLERLERLIGEICE. RSN THRERYELLLGRZEENHYET .

MERERERE K& -

JAY MDEDN [A28]:

ey THEES) THETE)

DT ZTLAL T LES W,

2.

BH | RARGEEE |
S = BEEES BE | (k& | () BRIk .
R (REEER) #ARs /| @2016 ¢ Fx %)
48) | (3)2015 £ E £
00000000000
2014. 4 M 90, 000 +H
. 00000000000
FEMREHDS 25 - ®rx | @ 30,000 FH 10
00000000000
2017.3 3) 30, 000 F+H
(#BF KED)
m /M
@ /M
! @®) /M
M /M
0) /M
! @) /M
m /M
® M
! @®) M
m /M
0 @ /M
@®) /M
HEEENEED K4
BE | AAZRHIRE
. Iot—
o 24 5 TP B | (k& | () @RSk .
KR (RREEAR) eI /| @016 5 Fx o
248) | (3)2015 &£ =#&
) M
0 ® M
@®) M
m £/
0 ® /M
) /M

1/12



M M

0 @ *A
®) *A
M *A
0 @ A
®) A
% s
0 @ *A
® *A

HEBRHEEQ KA :
&h | AAmemERE |
. 2 HRBES BE | (tF | () HELE X
R (REFEA) R | /| Qui6EE FE ",

£48) | (3)2015 FfE R
) *A
0 @ *A
®) *A
M A
0 @ A
®) A
M *A
0 @ *A
® *A
) *A
0 @ *A
®) *A
) *A
0 @ A
®) A

12 /12




