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* B Cai, et al, 2016 “Geographic Distribution of Carbapenem-resistant Gram-negative Infections in 62
Adult Patients in US Hospitals” — to be published
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- A - g | VAL
= (%) = (%)

103 / 270 | 38.2 55 | 404 2.46
305 /1175 | 260 | 230 /1155 | 19.9 1.27
35 | 365 9.6 31 | 504 6.2 0.62
173 /11106 | 15.6 | 117 /1529 | 7.7 1.19
112 /336 | 333 | 590 /2931 | 20.1 1.19
661/3209 | 20.6 |[1977/13372| 14.8 1.11
208/2134 | 98 [1031/16142| 6.3 1.05
389/2315 | 16.8 [1139/16038| 7.1 1.20
63 /231 273 | 819/6193 | 13.2 1.10
98 /386 254 | 1547/7526 | 20.6 0.97
90 / 987 91 |1616/30832| 5.2 1.07

761421 18.1 863 /9976 8.7 1.02

Fum, A, RER, SHHE (Fr—IV /o HEREEN , ATRRBERAOFER ARKOARSEHM, AREHR
&3OV AF1v 7 ERAEEZTVAVALLER T, AVALOFFRIECEISFRICEVIEEZTRLTNDG

® SHIONOGI * E Ogura et al, 2015 “Impact of Carbapenem-resistant Pathogens on Mortality among Hospitalized 63
Adult Patients



TELHRSE
~ B PRSI~

@ SHIONOGI 64



)

FIVFXAI: 77710

FIVTAI Y

BEEE | [ ALAFEREICLIEREROBH )
a D
{FR%FRF KHEARAEFIZEE
‘ ’ | Pred=zanE0) ) s
[ SHEDFE ] fE*-iIéEI:ZMGﬂﬂﬁHH#q!EE h
\%E J - %E m _
A AR T ATE(148 6K R ’)
EREBERTTAA)
FEAIREREICES
Eiﬁﬁ’lﬁfyﬁﬁ ﬁ:Fﬁll'(“li'l'ﬁtﬁl%
(2.8~3.5=F7°5 A) HESALGOEEHRES

(>50%)

® SHIONOGI * Source: Calculated based on IMS Health MIDAS MAT-2Q12 it 65



FIVTF A 20—I1N)b Phase |l 5% ’ﬁﬁ{@ p

BHAIEHAHEREERBE YRR (COMPOSE )CHVT,
FIVFRAI0.2mgBENSBM L AR 4 —F (X EFMIAR)IS.
7ot R BLTEEICE D o/

SBML AR —FR

Difference of Proportion "=13.0

(o]
(=)

0 0

D c=NA-AN9N
r=u.uvsv

6
40
2

o

34.6

)
o~
wv
| -
gf
et
=
%'i"o
¢ T
m.":
S

o

CPlacebo (N=272)  ® Naldemedine 0.2 mg (N=273)

*Spontaneous bowel movement (SBM) : L A 1—{B T 5 #2415 LI O BEE % R < (E
"SBML AR 4 —F T 1B OSBMEI A 3E LI LA DSBMEIBDAR—RAF1 o HSOELEHLLE ]
ZiR=UBAaBi128M055%8 L E, »D, RERGERNSELERL EH3HBRENEIS

aClopper-Pearsonik, P KochSDIEERLICEEL,
@ SHIONOGI ¢ AEF KRI85 2% BRI E-F &L 7=Cochran-Mantel-HaenszeltR 66



FIVF AT : EA Phase Il 5% ’ﬁ"ﬂll:"&

ERNHA B E TSR HKIR(COMPOSE IV)IcEH LT,
FIVF A0 2mgBENSBML AR 4 —F(EEFFMIFE) I,
7ot REELBRLTEREICED o/

SBML AR5 —F

100 Difference of Proportion=36.8

— I
oS 80 P5<0.0001 7
o XN
53 40
€ S 1

s 20 34.4

0

O Placebo (N=96) = Naldemedine 0.2 mg (N=97)

SBML AR 44— EE 2B THOSBML AR 4 — (118 7=t DSBMEIEE A 3E I E
D OSBMEIEIDAN—=RAFLHSDELENBL L) ICZAEL-HEREBEDES

@ SHIONOGI aClopper-Pearsonik, > 1 —RIREIVEHE 67



FIVTFAI . BEH

EBRHRICOITND OB T U LEBEEhAEER
A B EEREES

Ce HABEENREL -IREEH R
MR EL IR R
(COMPOSE |) (COMPOSE V)
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0.2 mg Placebo 0.2 mg Placebo
(N=271) (N=272) (N=97) (N=96)
FIF(RRE) | FRRRE) | FIRERE) | HIRRERE)
Abdominal Pain o o 0 0
(1) 17 (6.3%) 5 (1.8%) 2 (2.1%) 1(1.0%)
Diarrhoea 0 0 0 0
(F5i) 18 (6.6%) 8 (2.9%) 19 (19.6%) 7 (7.3%)
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© -05- *:0.68 (0.09)
f: Lo 10301)
T -10- E[
s 1311 (0.11)
5 "o 159(041)
6 [T T
g 1180 (0.12)
= 207 -1.78 (0.11)
Z -1.95 (0.11)
-2.5 7 *
257 (0.12)
N—AT7A 278 435 6345 108 1433 AT R (SE)
Week * p<0.0001 vs Placebo
| Treatment Group Duloxetine ------ Placebo |
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| | | | | l |
sox I 701+
reduction 50.0
| | | |
sox I 644
reduction 139 2
r ! |
0 10 20 30 40 50 60 70 80 90 100 9,

= Duloxetine (n=177) ©Placebo (n=176) *p<0.001 VS Placebo

» WOMAC(Western Ontario and McMaster Universities Osteoarthritis Index)
ERHAMEICHRNEADLRE &&5A7

Baseline Difference
meanSD [95% Cl] el
Placebo 32.70+13.71 | (176) | -10.45(0.91)
: -6.96
Duloxetine | 32671348 | (177) | -17.41091) | 0%, | <0.0001
MMRM(Mixed-Effects Model Repeated Measures) FAS :Full Analysis Set

® SHIONOGI ADL: Activities of Daily Living(El & ;EEIE) 71
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Duloxetine Placebo P-value
67.4 55.70%
==
AEER (120/178) (98/176) Ll
_ 43.3 14.80%
=]
BIfER (T7178) (26/176) il
5% LA LRIRLI-AEER
Duloxetine (n=178) Placebo (n=176)
E Y EETER 27 (15.2%) 28 (15.9%) 0.8841
faER 24 (13.5%) 6 (3.4%) 0.0009
(E 19 (10.7%) 3 (1.7%) 0.0006
mps 19 (10.7%) 3 (1.7%) 0.0006
Tl 18 (10.1%) 1 (0.6%) <.0001
S 9 (5.1%) 7 (4.0%) 0.7991
BE 12 (6.7%) 2 (1.1%) 0.0113
RRiER 9 (5.1%) 1 (0.6%) 0.0198

AERROSZREEHBEETHY, BRIIIZEAEHBIEF/IIERTHO.
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&% 3Cilk: 1. Coghill et al.
2013. 8. Hervas et al. 2014.

2013. 2. Biederman et al. 2007. 3. Wigal et al. 2009. 4-7. Findling RL et al. 2008, 2009, 2011,
9. INTUNIV SPC, SPIL. 10. Newcorn et al. 2013. 11, 12. Biederman J et al. 2008a, 2008b.



BRI -BEEADHD): 7O7710 0

S-877489 (Lisdexamfetamine) ~ S-877503 (V777 /iREIR)
BATHOIRTTIRR (Shiregt A R)

& 20145F: $1,44988 ®2014%F: $327TB A
& 2015%F: $1,7228 A7 ®2015%: $ 658 7"
7V

(oE: m MR A S \ [se77ams

VMAT.....

(ERBFORL 22 2BHTELT, &) f*“ﬁj
%% ?b‘Z‘ghtl\Ta)ADHD%%t \ @ ﬁﬁyi,h_aﬁﬁ%
TDAT—VFRIVEG—ICEIKT S ‘1" g

wERSTE

S-877503
Pt

LAY i ’
LR EE

w28 T EE

h AT

® SHIONOGI *2015SEESEFARIRT 74



2016 EFE DB : #*E -5

e N _\

VAN

VAN

S-877503(J 7 77 IEELIE) f .
(/MR ADHD) " (2016 1)
YL I8 RC f |;> .
(EREREBEICHESER) " (2016 2)
FNFRADY ( RE-BEF N ..o
HEAFRRE ) (2016.3) '3>*E' A%
e IN=D 2T [ sO—i\: ,
(/v iR A B ) | Phaselll |3>7|=E| BRI )
A%aRky . §> a% )
(IBHERICSITIER) . Phase i |
A%ary [ )
(&L A By LE 3¢ #) ’
S-649266 [ 0—I5)b: @} K )
(ZHRITHES Z LE 1SR BRAEE) Phase Il & llI )

® SHIONOGI

75



2016 FEEDBIR

. Phasel ~ I

MRS BGRS mmm

S-237648 ) ‘ HAE:5ET
$ . RE : FA%e J GolNoGZi'ﬂEﬁ

( %fé;;%) ERM : Phase Il 527

L J

@ SHIONOGI .



2016 F OB #R : Phase lll //?f’yﬂ.é\

mmm

5033188 BA:%T | Ba: s |
(AT NI Y BRIE) [ KE:=T ] [ Jo—ixn:

" e

S-877489 (Lisdexamfetamine) ( — )
(/INJ2ADHD) HBA:5E7T

i I = TR T % <
IZNBEFEHTLNF—ERR) HA:5%7T

@ SHIONOGI .



y TS,
"‘7/5 ON G\‘l

for you._”,_/ /
N /

RiglC

-

KROMZ =
FKEK T

@ SHIONOGI



INMT 212 NIRR

for you' /l

Q/l

mmm

. $-649266
(@85 % m ) SHIRHES L
BREBRE
$-033188 $-649266
ATNIY | ometD || el || SMEiESTA
BRE ; BRtEBRE
AR74—F° | | VAP KRING FIWT A
S-117957 §-222611 $-588410 : :
f s mEsmEeE | | BEFRSICE | ALAFERR
FIRGE BiLIES Bt A CESEERE || AMIERIE | OEBE
o $-649266 FNFAIY
[ E |*.| Eﬁ% an ] ZHIFHIESS L AEA R F{SeME
B EBRE OEHE
HREE Axsary || SRl $-877489 se77503 | | TELIVES
Tl
itk Ampam | | SHMEI. JNRADHD A AADHD kg
chiRHE $-120083 Ssige 5-237648 7F7e || AXZIEY | YL S
, . 17V Y . INREERTLIV BiEER R ERAE =
EE RIEIEER s HE R F—ER%(5S) | | ICBAER HSER
NTERIZE ey | |aapo06 || s-s88410 oo || s-s88a10 $-877503
AR ey Ui || BHAA i REHA 11\ JZADHD
@ SHIONOGIH BE R 12 RUEER || ToUTPRE 79




0 m— 5 sl Lt & /O/Nk
NLTS51 DR &

SRR | hasel | Pasel | Pasell | ®E

[7Zobho1EA]
HERFIZEN)IIVEEY
I B
HIVE S5
GSK3342830 HRFIIEN KILFISENIEE:
SHIFESS LEEE FR i RA THTV!:’!!«%EE g
B HIVER B
Janssen/># /¥ Janssen/># /¥
7Oy ToMEEY sl a—t FRER
PIVYINAT—IR PIVYINT—IK
® SHIONOGI e B WS




HV7 5 F 1 ANSENDER x v

BMSEWEBALZALEMICKBVIiVILISI T 1 DFER - ES
i u R A RPROT e . wremem |

ﬁﬁ?ﬁ%lﬁlb(ﬁﬁﬁiﬂiﬂﬂl, HIVER ST P ) I

HEFHSE) +'))btt')/(?$hﬁ&§ﬁﬂ

[ N ]

[ /
S ERHA
l |~1b7-77|:'1bl (ﬁl:liEAﬁlD |
KIVF93EN I+ VIVEEY (B OBRSH]) N
M /
,. | hU—x0 | v
_TEre /

ViiVet i r 77 5—tElEFRIEN—AR SV &L,

=LA REDEILICEITT, FRBE IR (CHEE

® SHIONOGI GSKtt 5 REH & IER(20155F11 A2 EIR&D Day, 2015812188 TLAVI—-2) g4
BMS: Bristol-Myers Squibb



%nnifﬁa—ﬁ"ll‘

20155 (5K

[N Etthiam]) S-649266
SHFESS LIS
B
AT RO E BMFESICES B RREERE
Pl ISR i MMRE D ot SRR
[EA L&)
M)—XCEE iR E3-1:: ROV
HIVER 3 EE REHEE
U VA & U VAV S-033188
BT BB 12 INI
IS &R IS ER B
LIV %o YL 1\ 52° FIVTFA ) _
BHFESICES T 1 B AT RO E SAE DAL
MR IS EE Ploghe JZNEADHD INBADHD
PIOTrrPoE -Fﬁ 2L AM—=IVP0DEE ¥R v & | S PIOTT7°E TR
G T EaL 70— ME BT A e RSB T L F—
FUNE—iE 88 AmE I B HREE)
LIS LT (T —2 DRRTEETY
@ SHIONOGI B B S REEES || TOUTrES 82




® SHIONOGI



BRARELICHTEEERR

o AEHICHVTIRHZNBZFRIE, LVOWRI RELIFH 1 ZFAET. TOREIZ, RIFSIC
SVTAFIREFELSTAULERAAR, VAV EHSEE, RANICRLEIEREBER
BDAEREICETEDTY,

o FNSURAIPAERMEICE, —RIERFRLSTICTHIBEORR, FPABL—-MOEEIE
L oe—RMNEEIAS S VERMNEEFKEHIENET.

DRA7RAERER, RICEFESIURAREPORMICEEL R BLIFHICEELEY. Th
5|CiE, BREBROR TLHESUICHIE, MHBLH[/HSOKIBEG, RMOREHLSTICHR
ICBT 37U —LPREBORE, RiliDES, EXLHRDICHETZAFEHR, BAASED
REEEREORERERBLEAFTENETH, CNSICIRESNZEDOTRHIFEA.
e, BERRICEALTRE, RESIVVY—TT1IDIRIHHY, REERETRENERS
KR, RHEEOAFEHHM, etEDMmBLEANIENETH, ChSICIREZNZEDTIEHY
FtA.

o FMLLEH, HMEROLEKFLLLBENMORTIALY, RELIFRICERELBHRIENEEL
VMBS THoTH, TNETOIBERIZRIZHEHNTREL, BEBZAESIHOTRHIFEA.

o AFHICIE, EXEm ARDPORREIV) ICAATIRBHIENTEVETH, TORABRRE
BLESE, EENTINSRAZENELTBEDOTRHIEFEEA.

@ SHIONOGI 84



