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Table 2.7.6.19-1: REATVA O B3x3 70Xt —_R—FF 1)
Sequence Period 1 Period 2 Period 3

1 A B C

2 C A

3 C A B

4 A C B

5 B A C

6 C B A
Treatments:
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A =BMS-791325 600 mg QD for 2 days followed by 900 mg on the third day, fasted (blinded)
B = Moxifloxacin 400 mg on the third day, fasted with no dosing on the first and second day (open label)
C = Matching placebo (to BMS-791325) QD for 3 days, fasted (blinded)

WERFIL I~3 HE (BEH1) | 10~12HE (&5#2) K 19~21 HE (EHH 3) ([ZRINHE
> TG %5277 (Figure 2.7.6.19-1) ., AL B T, £ 580 3 BHICOARG N TESNL (£
Fo7uaXH o 400mg) . 1 HALD 2 HEIZWTHOEREOR G- HIThbhihotz, K#%5
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Figure 2.7.6.19-1: REBT VA v OEIEX
Period 1 Period 2 Period 3
Furlough
S,E R | Treatment Treatment Treatment from Study
A,BorC A,B,orC A,B,orC Clinic Discharge
Day Day Days1to 3 Days10to 12 Days19to21 Day 26 Day 28

-21 -1

S=screening, E=enrollment, R=randomization, W=washout of > 7 days between periods, QD=once daily
Treatments:
A =BMS-791325 600 mg QD for 2 days followed by 900 mg on the third day, fasted (blinded)
B = Moxifloxacin 400 mg on the third day, fasted with no dosing on the first and second day (open label)
C = Matching placebo (to BMS-791325) QD for 3 days, fasted (blinded)
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60 HldD 5L 58 B (96.7%) MEERAZSET L, 2 ] (3.3%) Wizt L, 1 flidAEFRS (b
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-1 HEB® QT & QTcF @ & HR Zxfkb L7 2~ L=,
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T A CHEOBERFL N —F T HRA v P THEH LA E) 2R E L, REWELEDEL L,
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HIBNHIfEAT & LT, AR Ol # D AAQTCF fEICEED = | MHBIE 2 BEETIC, KRRlzo0n
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AQT K. O AQTcF (B 5 HIN DR KE) 258D LN T-HRE O L OEIA %2, WERNIZRITR LT,

%@%XA7% ZIZONWT, R=RATA VOFEFRENT IV =& 5H%OREEMETH O T
—IZBAT LT R OB OB A BN R T 7 T — 7 VAR L=,

TEREZEHY 72 DB B R 3580 b VIR E 2 ALE R — IR L, ER LT,
12 FELER

12 FFELERST A—4 (HR WS QTQRFPR&U@&W%)@E%% AR A M OMLE R
WZRIR LT, LEROBBRBAFERNCHRE L-gHE 2 AN TV giiE 2 —EIlor L, BRI LK,
TRBRFL Y R X 0 DB EE PR I NS 2, Elc—EIoRL, B,

e

RLER SN EHRITT T, BRI, EARELCLENNC -RHA ORISR L, B, &
EBRAFEERLORE LRPoTAEFERE —HIOR L, AFFRORHEIG 2, HEE KNG
B & OBIEPEIC KV ML LT LERNICERITR Lz, MBREEHEEICED b7~ TOMR
IRBREDORRZ —RITR L, ER Lo, BKRAEEOE LWERE DD b HERA ORI A E
ZRIORL, BRI LI, " ZAY A e —RHITRL, %ﬂbtoﬂ4?wﬁ4/#$muﬁm
LTZ#iPH 2 T iRE 2 — R R ORISR LTe, AR FEIT A2 —RIR LT,

M EhRE

BMS-791325, BMS-794712 . T* BMS-948158 D IEMENRE X T A — X OEKIFEI ELZ R IR LT,
Cmax, CLT/F. AUC(TAU)K Y AUC(TAU) &3R8 7o RE I DU T L ME K OV Bk %
R LTz, Tmax ([ZOWTIEFRAE, H/MER O KIEZ 7~ LTz, T-HALF (22U CTIX R E &2
WlREZ R~ LT,

#R

BEREDORNR., N—RX 354 U RUAOMEEEE

ARFBRIZITAFE 118 BIOHERF R ST, BERSNTHERED 5B 60 B (50.8%) 1T & A

L&, IBREOBREZ%Z 7=, 780 D 58 il (49.2%) 1%, TEBRELY 5515k BR 0O A& M FLUE Y

&R o e 2D T F OMOBEH TREK TH D &l Sz, IBBRIRO®B 5 %251 72 h
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STz, IBBIROE G %507 7= 60 BlD H B, 58 41 (96.7%) ikBrase T Lz, 2 6 (3.3%) 1IithR
ik Uz, 1 ENTAEESRS (OSEMENGE) O oY EMC L RBRr Pl sn, &9 1
BNEIRE Z /el U7, #E8RE OWNEROER) % Table 2.7.6.19-2 |2/~ 7,

Table 2.7.6.19-2: HERE DR

No. of Subjects Enrolled 118

No. of Subjects Randomized 60

No of Subjects Treated 60

No. of Subjects Discontinued 2
Discontinued due to AE 1
Withdrew Consent 1

Abbreviations: AE = adverse event

T U H DMMEE NI 60 BIOFEENT 19~49 I OFPHCTH - 72 CEEIFEN = 344 5%) . #EBREOKRZHK
FEA (26 B 5 43.3%) UTBRAN 7 7V DRKEN (29 # ; 483%) OWFnThoTz, ¥y
BMI (Z2RF|TRRRE TH o7z, NABRHFERRIER A 7 U — = ZHFO R E O H (R E E O %
#)% Table 2.7.6.19-3 (Z/~9,
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Table 2.7.6.19-3: A OREEH AR R B O 5 B E R OB
Treatment Sequence
Total
ABC BCA CAB ACB BAC CBA N =60
N=10 N=10 N=10 N=10 N=10 N=10
Age, years
Mean 343 32.6 39.1 35.7 33.6 31.1 34.4
Min, Max 23,43 19, 48 27,49 21,49 21,44 19, 45 19, 49
Race (n, %)
White 4 (40.0) 2 (20.0) 6 (60.0) 4 (40.0) 6 (60.0) 4 (40.0) 26 (43.3)
Black/African American 6 (60.0) 5(50.0) 4 (40.0) 5(50.0) 3 (30.0) 6 (60.0) 29 (48.3)
Native Hawaiian/Other Pacific Islander 0 0 0 0 1(10.0) 0 1(1.7)
Asian Other 0 1(10.0) 0 1(10.0) 0 0 2(3.3)
Other 0 2 (20.0) 0 0 0 0 2(3.3)
Ethnicity (n, %)
Hispanic/Latino 1(10.0) 0 2 (20.0) 3(30.0) 3 (30.0) 3(30.0) 12 (20.0)
Not Hispanic/Latino 9 (90.0) 10 (100.0) 8 (80.0) 7 (70.0) 7 (70.0) 7 (70.0) 48 (80.0)
Gender (n, %)
Male 6 (60.0) 6 (60.0) 5(50.0) 7 (70.0) 4 (40.0) 4 (40.0) 32 (53.3)
Female 4 (40.0) 4 (40.0) 5(50.0) 3(30.0) 6 (60.0) 6 (60.0) 28 (46.7)
Physical Measurements (Screening)
Mean Weight, kg 78.65 70.14 77.95 74.94 70.70 68.41 73.47
Mean BMI, kg/m? 25.30 25.07 25.98 25.38 26.18 25.30 25.54

BMI = body mass index

Treatment A: BMS-791325 600 mg QD for 2 days followed by 900 mg on the third day
Treatment B: No treatment for first 2 days; Moxifloxacin 400 mg on the third day
Treatment C: Matching placebo (to BMS-791325) QD for 3 days
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RILE—ILER

MR O AT

ARBRTIL, FEANCHE LT 3 o0E (%5 2, 3 KDV 4E#%) oZnEnT, X 7%
T 400 mg THOWTRE 2R LTz, XL 7aXxP o U #EHETIE, 7T 8RED#E (AAQTCF)
DL D2 FMEZ B L 72 90%[E X R O FIRIZ 3 DORFA T X T T Smsec 2 Tz,

EERT

BMS-791325 O AE#5-75 QTcF AR WA FII9 5 7%, Intersection Union Test Z{# F L
T, FANCRE L& RE%T — &Tﬂaﬁjﬁ%ﬁ,ﬁf\ 77 R & L= BMS-791325 DIELME % Z A
L7z, ZOFHMliOAEKEL 0.05 & L, BEHHED EIRMEIX 10msec & L7z, ZOFHbIX, 3 HHE
DEL 51T — 2 RS IZ 31T D time-matched QTcF 2 b (#5514 & _X— R T A L EFO R EREL
N—HTLHRA 2 P TEELEZE) OETFTMMIESLS FTEREDZE (AAQTCF) @ 90%(51HE
KMZHAWTERLZ, 3 HEICRESNZT R TOEEZLLEXT —Z i ERSIZ2o0 T 90%(E
X ERRIT 10 msec Kifi Ch o7 &b, IEFHME L MmN (AlD, BMS-791325 1 QTcF
W2k U CHERIRMIICE R D B D %2 KE S oo 72) , FHEXME ERO & EMIE 6.566 msec T -
72

3 HEHOARNVZ —LER B L7 QTcF ka2 450 msec Z# 2 TV =g # 1372<, 3 HH®D
QTCcF kg D KL E DS 60 msec & A 2 TWBRE H W o 72,

BIRSRAT

BMS-791325 O MAEHIRE & AAQTCF DM D ZFE-INERRE . 7 v ¥ MEEFIEIRASET VE RN
That L7z, AAQTCF & BMS-791325 JREE DI IEDHBITRD bivle o7z, AlG ., B ITHE
FNCHE TIE o7 (pE = 0311) . [FERIZ, AAQTCF & BMS-794712 DT DOMIC S,
AAQTCF & BMS-948158 D I AEH R & ORI H IEOFHBITRED Bz o7z,

MNP 722 f#AT & LC. BMS-791325 D 5% 52 1T 7= B5R #1125V T Tmax TP AAQTCF DRFAfi 21T >
72, BMS-791325 600 mg % 1 H 11[8] 2 HfE#& G- L7, 3 HHIZ 900 mg Z##45- L7z & £ D AAQTCF
DIEEIE (90%[FHE XM FFR) 13020 (1.93) msec Th -7z,

BMS-791325 600 mg & 1 H 1181 2 Afj#EL- Lz, 3 HAIZ 900 mg #ixh- L& &, A/L¥—0HE
P72 L7z HR XUE QT. PR % L <13 QRS MIMRICEEIIRO b7, LEKOEIZITE
B2 BE IR O eno T, LERBEIXT X COLETRETH -,

12 FELER

1 BlOWEHRE T LEXO QTCF M@A 450 msec % 2 7=, 450 msec % Az 7= DL BMS-791325
600mg OFEHGHTHY, FIHEEHZOATH-T=, ZOHERE O QTcF MIFEIX., BMS-791325
600 mg @ 2 [BlH O 5% . BMS-791325 900 mg D 5-7% 1. 450 msec A T - 7=,

1 BIOPERE T I1T 2 DEMESME O SH 2 FRE . £ OO LERERE IO TS RIS EE
LFBAONT, AEFRLEARIND LB RINoT,
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DB OB R REITZRO b o Tz, IR EMIC LY R S DEMEE O
Bib I AN DITAMERIRTH D . E~OKFMEITRED B d o 7o, RIS EAIC
£V R ST Z O LB ?ﬁf\%lﬂﬂmzﬂﬂ%ﬁbto

e

AFREROMEEEMER# 12 H) T, BMS-791325 600mg % 1 H 1[0 2 AM#&E L%, 3 A HIZ 900 mg
b Lic & & ORI ik‘k‘@ﬁ@ﬂﬁ%f‘%oho FEEKROEERAFEFZITRO N -T2, 1
BRI DR EFEHFEL (LEMEHIIME) X VRBREZ P Lz, ZoFEFFGIIERE Y EMIC X
D IRBRIE & B e U &Il Sz,

5%LL EOBBRE IR BL L e A EFEFERIZOWT, BB LIHRE OB KL ORBLEES (%) % Table
2.7.6.19-4 |Z7~9, BMS-791325 O#FG-HICHEERNREL L IBRE OFIE (30 1 5 50.0%) 1%,
TR ROEEPICHEEERNEE LIWREDEE (14 # ; 233%) ROEF7axH 00
BeHRICHERRRIRE L-WEREOEES (14 1 ; 23.7%) LV @E»o7z, RBRBE AR D L<
HONTHERGITIELTHY, BMS-791325 FH5HIZ 17 ] (28.3%) IZRE L, 77 R K G5 H
WZiE 2 Bl (3.3%) 2, EX T T7uxHo&EHRIL 36 (5.1%) IZHBLLTE, 20X 5T BMS-
7%&5&5%=_M®%ﬁﬂAﬂm#Oﬁ =N %%%;%LE%BMsmn%amh;%mng&
W 900 mg) # LT D 7= OISO ERCEHEOIRBENMECTH -7 2 LICBET 2 & b,
BMS-791325 O &K OEWEERIATRT (pill burden) NS ETH - 72iEDORRICB W TH FREEIC
O HILTWN D, Table 2.7.6.19-4 ([~ T L 80  FHL IR AOIEEIZOWT S, BMS-791325 D
HHOFNT 7R TEXF 70V v of5H L0 BREENE» -, FRRoLBY, IE
MK N OO MEHOFEFRIL, IHEHELZ EF2S BMS-791325 OH &% KT 5 72 DIC @ W EE
FlEAmCmHEOIRBRENMNETH 7= 2 LICHET 5 L B s, e g, W, Faitt
DEV, JEEHAPE, EHEOTEDR S%LLEOWERF IR Lo, £ O5RBLEIGIT BMS-791325
BhEH, 79 RBRELVEXF 7L o B EOT T TRIBRETH 72,
TRTORFEFRIFRETIFEE ThH o7, @EXITEFICREOAEFRIIRD LN o7,
29 {5 (48.3%) IZHBLLIZAEFRNE, ERILINTIRBREE L BED 0 L IEBRY AR X 0 plwr
SN, ZOOBEL IS ALNIE L OIEEL, TR, BRAOIEYTH -7, TR LT, 25
Bl (41.7%) IZHB LT AEREPEREEFEER L L SR, 209 bkt L<ALREZD

T SR TH Y A —DERE 12 5FE80E X LB AR R & ORI ER#E T 25 4
DOTHoT,

MR R EMEREEDOAEERITEO T, ERICHEKREMOE LWERF ORIEIGITIE,»- T,
BRARAEOE LWRE TR b K< DN b OIRGFF KB Th o 7o, T T2 LB ~DURAFMED
% LITEPONT, MBI EMIC LY AERER LW SRR T,

BMS-791325 (2 K %, /™A Z YA ¥ U ARET A~ DRI EHE 72 2 IFR D iz o 7,
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2.7.6 0% OFEBEDOE LD

Hepatitis C
BMS-790052/BMS-650032/BMS-791325 beclabuvir
Table 2.7.6.19-4: L, EERAEESERV5%U LOFHRECRKRA L -AEEZOEN
Treatment
A600 A900 BP BM C Any BMS Total
N =60 N =58 N =59 N =59 N =60 N=60 N =60
Deaths 0 0 0 0 0 0 0
SAEs 0 0 0 0 0 0 0
Total Subjects with AEs (n, %) 25 (41.7) 19 (32.8) 5(8.5) 14 (23.7) 14 (23.3) 30 (50.0) 39 (65.0)
Adverse Events, Preferred Terms
HEL 12 (20.0) 8 (13.8) 0 3(5.1) 2(3.3) 17 (28.3) 19 (31.7)
T 9 (15.0) 4(6.9) 0 0 2(3.3) 13 (21.7) 13 (21.7)
JiCE 3(5.0) 6 (10.3) 1(1.7) 0 0 9 (15.0) 10 (16.7)
PR R G 2% 2(3.3) 1(1.7) 1(1.7) 2(3.4) 4(6.7) 3(5.0) 9 (15.0)
N - 6 (10.0) 4 (6.9) 0 0 0 9 (15.0) 9 (15.0)
A 1(1.7) 0 2(3.4) 0 2(3.3) 1(1.7) 5(8.3)
FELED F 1(1.7) 2(3.4) 0 1(1.7) 1(1.7) 3 (5.0 4(6.7)
RN 1(1.7) 1(1.7) 0 1(1.7) 0 2(3.3) 3(5.0)
(5 0 1(1.7) 0 2(3.4) 0 1(1.7) 3 (5.0)
iR 0 1(1.7) 0 1(1.7) 1(1.7) 1(1.7) 3 (5.0)

Treatment Descriptions:
A600 = BMS-791325 600 mg for the first 2 days
A900 = BMS-791325 900 mg on the third day
BP = No treatment for the first 2 days in the moxifloxacin 400 mg group
BM = Moxifloxacin 400 mg on the third day
C = Matching placebo (to BMS-791325) QD for 3 days
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2.7.6 il x DRBRDOFE & Hepatitis C
BMS-790052/BMS-650032/BMS-791325 beclabuvir

BMS-791325 D¢ 55514 (600mg 2 1 H 18] 2 A& 5 L7=#%. 3 HHIZ 900 mg & 45) X, 3D
DN SE (BMS-791325, BMS-794712 KT8 BMS-948158) X CORFENKKITRY . »
D, EFIRREOREIZEFELRWE S ICRIN L, ZOMHERRTIE, HCV EYBH 2B 5 25
ENEREWERE O 25 Tho7- 2 E LB EIC AN, [EEWERE I LT (600mg® 1 B 1 [F#S
Z 2 [T > 7% ) 3 HHIZ BMS-791325 900 mg @ 1 H 1 [H#%5-%24T7-7-& Z 5, HCV EYHEHE T
K LUTIHRFEHETHD 15mg D 1 H 22 {To7o L & LR THRBREITVIGETH -T2,

BMS-791325. BMS-794712 } 1" BMS-948158 @ 3 H H O Y EHARE X T A — X D FLHK) % Table 2.7.6.19-
51T,

Table 2.7.6.19-5: BMS-791325 # 5% DI EE/N T A —F DEHK)

Analytes
Parameter Statistic BMS-791325 BMS-794712 BMS-948158
Cmax (ng/mL)
Geo. Mean [N] 138(6354558] 36((); 0[)58] 40(34 58]
(%CV)
g/lrgg’i‘aflh[)m 5.17 [58] 5.17 [58] 12.2 [58]
(Min - Max) (2.17 - 8.17) (3.17-8.17) [4.17 - 24.2]
AUC(TAU) (ng-h/mL) 120284 [58] 34292 [58] 7544 [58]
Geo. Mean [N] (37) (42) (46)
(%CV)
ﬁgﬁﬁ](h) 7.16 [58] 6.83 [58] 12.2 [58]
(SD) 3.735 (2.70) (1.81)

Treatment BMS-791325 = BMS-791325 600 mg QD for 2 days followed by 900 mg on the third day

Results do not reflect steady state conditions.

Abbreviations: Geo. Mean = geometric mean; CV = coefficient of variation; Min = minimum; Max = maximum,;
SD = standard deviation

fEm

e BMS-791325 I%, BMS-791325 & =D EEMRH D Cmax EXTERHETRD DNLHHED 9 fH%

B2 2XoHAETELSLTYH, QIcFHIRDIERE 25| & = & o iz,

ORI H OfFHT OFER., LT O Z LR,

e BMS-791325 600 mg % 1 H 1[a] 2 Hf4#& 45 L7=%. 3 H HIZ BMS-791325 900 mg % #5- L 7=
Lx, ODERICKAFHMMEE (RR B XX HR WONZ QT. QRS LU PR [HFE) (2B & 27
AT Lo T,

o ARHEBRTIE, DLEXOWKBITRRNLEFEITEO 6ol

e  BMS-791325 D M #E i IHY (BMS-794712 K& U BMS-948158) i ffE rhiE ) & QTcF [
bROZE L& & ORI A 2B ITER D b s o T,

o EFXFTTEFYVILA400mg DEGIZIY . ARREROSHTIE DGR S T,

e BMS-791325600mg 4 1 H 1 [F] 2 ARG L72%, 3 HEBIZ 900 mg 25 L7 & & BMS-

791325 OFEYENREIL, Tmax O RAEDKT 5 KEE, HERUNK 7R CTh -7, R ToH
% BMS-794712 K TN BMS-948158 OVE AL, 2240 7 RE R O 12 RffEICh - 7=,
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2.7.6 il x DRBRDOFE & Hepatitis C
BMS-790052/BMS-650032/BMS-791325 beclabuvir

o  AKBROEBEHERA 12T, BMS-791325 600mg Z 1 H 1 [A] 2 ARG L%, 3 HHIZ
900 mg & 5- L7 & T DOIFMIT BB URARFTh o7,
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2.7.6 il 2 DFRERD F & D Hepatitis C
BMS-790052/BMS-650032/BMS-791325 beclabuvir

2.7.6.20 Al443117 RE GLHEED

HERDIZE . RIGEL NS v —T 2 VBREREOY = ) X4 7 1 O CRUBMERF 2 8BE K O C B
BYEFEE R E AR e LT X 7 S X AN, T AFF L EAKDR BMS-791325 @
EMERAIEC X 55 3 HENRER

BEREEEA. AREMRMERR UM : 35 ik (HA)

NFTRICHEK : 72 L (CSR {EREE)

HEREAR BREAGEH 201445 A 8 H
BRI TH 2015458 A 26 H

FERDAE - 5 341

B#Y

FEEHW

275220 (BLF, DCV) [CBFRk Y A4 2 (LLF. HCV) FEREEEA 5A (LT, NS5A)
BREAAREER] | 727 L EN (LLF, ASV) [HCV FEEEER 3 (AT, NS3) Fus 7
—PRLESK] KO beclabuvir [FEX 7 LA F3% HCV FEEEEHE 5B (LLF, NSSB) KU AT —F
FHESE] @ 3 SOBEBEERRGLY A L A3 (BLF, DCV 3DAA) DL ZZ T I-RIGEDOY = ) X
A7 1b © C BUBVEFRERE 12T, E5# T# 12 T sustained virologic response (LA T,
SVRI12) #EREIS [HHH&TH 1280 HCV U AREEE (LLTF, RNA) 2AEE FIRAR (B iTmHn
HE) ThorZ L ER] 2, BE79% L0 b AEICHEWZ EEZHLNIT D,

BB H

o ak—h1 (Y= FAT 1aXiE 1b DRIEHFH]) T, DCV 3DAA 5 XL DCV LT ASV D 2
SOOEHEERBHL T A L2 (LLF, DCV/ASV) OG- %% T - RIBROWEBRE BT S
SVRI12 EREI G 273 5,

o IKR—h2 [V /HAT laXiT 1b DA —T7=xrr (LLF, IFN) BEIREH]] T, DCV
3DAA Bt 5% 2 T2 BEIRIE O WBRE 12 81F 5 SVRI2 EEREIA 2 7Hli3 5.

o aFR— b1 KUar—h 2ZNEINIZEBNT, HCV RNA &3 E & FRAN (M SUImdd)
DY DFEIEZ LU T ORI TRHMEIT 2 : $5- 1, 2, 4, 6, 8, 12, 16, 20 L' 24 3, # 5
TR, WONTE K TH 40 (&5 T 4 3 TO sustained virologic response (LA T, SVR4)
EREIA] . 8 [ 58 T 1% 8 T sustained virologic response (LA N, SVRS) FERKEIS] MK
V243 [ 54T 24 T sustained virologic response (LA T, SVR24) =ELEIA]

o IR— b 1 ROaFR—F 2ZNFNICEBWT, HCV RNA B2V ER FIRAN (MBS o
FOREGEZLUTORRERCTIHANT 2 : &5 1, 2, 4, 6. 8, 12, 16, 20 Jx O 24 i, BeHH& T I,
WG TR 4, 8, 12 LN 2430,

o Kak— MIBWT, EELAFFRG, HGPILICESTAHEFEFLKLD Grade 3 XL 4 DFFED
BR PR M 55 [Division of AIDS (ULF. DAIDS) DO4YHICHES & | MK AR E K O RE
B aat] ORBAEEEEEL LT, 5T orea2iHi+ 5,

o Kak— MIBWNWT, Bl (R—ZF A L D~EZ 1 EUEN 10 g/dL VL ETHh - - 465rE 723,
5210 g/dL Kl & 72 o 12356 L ER) D3RO bR E OFIG 2 H T 5,

o FHak—MIBWT, HCV Y = / ¥ A 7 la X% 1b BIIC SVRI2 R EIA 254 5,
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2.7.6 il 2 DFRERD F & D Hepatitis C
BMS-790052/BMS-650032/BMS-791325 beclabuvir

o AuH—u A% 28B (LT, IL28) B O—#HHLT (LIF, SNP) THD 1512979860 O
BIE A (CC XXk CC) B rs8099917 D&t fn 1ML (TT ULIE TT) BliC, Fadk— M
F % SVRI2 ZERHIG 27+ 5.,

o JFRHZENERD LI WERE L 3B B ho -G TD SVRI2 EREIS 231 5,

o JIFEEZENGED HNT-WERE L RBD Do oA TR OL e E, BELAEERS,
hH IR Eotﬁﬂﬁ$§% Grade 3 XIT 4 OFFE OFRRRAERE (DAIDS D43 AL X i
R F R O RE R &2 G de) ORBEI S 2L L Tl %,

EZRNBE™M
HCV IZxf 35 7 A L AR N Z BRI A HE A BIZ OV CRHMET 5,

HETHA Y
ABRIE, RigE (adm—H1) KOVIFNBEAE (ah—h2) O#RE LG E LTZ 250D ak—
EG AR TH - 7=,

am—k 1L, V=) Z AT b ORIGEE] (CHRUBMERFZ UL C ARURMENMERFEEZ O BRE) & %5
L., 248, —EEMKR, WATHEMERT A & Lz, #5R& X, DCV 3DAA % 12 HE#HE L
2RI TR E 12 R GT58EE . DCV/ASV % 24 RG22 EOWF N, IFEEOH
AR & LT2:1 0>$IJ/\T7/§7A o fHFohiniz, Mx<T, aks—h11Z i/::/ XA
7" la ORIEFEHF (C BBMEIFK UL C BURMEMEIFEZ OWERE) bxfg:l L, DCV 3DAA #3IE
MTTREREGTLZEL uto ak— b VITIEFEEOFBEZ DT, RIGEGIF 216 6 %2 %
Frd oz bl L, REMFEEZ AT H0RE ITREREH ORI 20052 L & LT,

aR— k21, Y=/ XA T 1laXiE 1b D IFNBEEEGI Z %5 L Lz 12, A—7 7L, B
—HTFYA L ThoTz, HHZEOAEZRDHS, IFN BERREIK 60 flZ28ekd 52 L L L, Bl
#5045 (null responder |3 partial responder) . AIVAEEE ARG UGB ATHEF OWT DB T =
U—IZHFEL, BT TY —IZHBREZK 20 FI T SfAAND Z & & Lic, adR— k2 0HRE
(ZDCV3DAA ZHEM FT REMKEEGTLZL L L,

BERE (GHER R V)

o IAR— K 1: PEMBRELEIIRIBES 216 Bl ThHoT=, Y=/ XA 7 1b ORIGER 224 ]
(DCV 3DAA : 149 ffil, DCV/ASV : 75 i) MNP = ) X A 7 la OARIEWEF 3 ] (6] DCV
3DAA) WRBREDOR G 25T T,

o aR— b 2: PEMBRERIIY =/ X A7 1la Xix 1b @ IFN BEIRHER] 60 1 TH 7=, 65 B
DCV 3DAA OFH%2%F, ZOH2H 640IET = /) XA 7 1o THY, 1Y =/ X A7 1aT
HoT-,

BRE LT 202 BINRBREORE 227, 2D 955 217 611X DCV 3DAA D555 (adk—F 1

DY =) BAT 1b DARIGHG] 149 IR Y = ) 2 A 7 1a OARIGHG] 3 B, WTarm—h 20

= /) %A 7 1b ® IFN BEIEH#E] 64 I} OV = 7 % A 7 1a @ IFN BEIE#E] 1 451]) . 75 5ili% DCV/ASV

DO¥EEZZF- (adk—h1 DY x ) Z A7 1b DARIGEH)
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2.7.6 il 2 DFRERD F & D Hepatitis C
BMS-790052/BMS-650032/BMS-791325 beclabuvir

HMREM GEREERUVBRNELEDHE)

EIRESE

ARBROXREM L, 20 LA EOB L ThHh-T, A7 Y —=27KZ HCV RNA, HCV Fi{iEK
HCV V= /XA 7T 1 BBHETHY , LFOWTNUNI LTV = XA 7 1 OEM HCV YL e
HEINT-HBRE TR TALDLE L=, (1) RZ7 U —=vZ7Hiobkts 6 n AlcblzoT
HCV HiiRBE, HCV RNA MM IZ HCV P =/ Z A 7 1 g, (2) FFER TR HCV &
PSR STz (L RO UIRIEDOPTR) « X% 3) Eg2Er (BEK, a2 v a—X ke
e, BRERILIRIRE 20 &) TIEME HOV B3 fess S vz,

ZOMDRIMFILTOLEEY & LT,

o A7 U—="7K;®D HCV RNA &/ 10° IU/mL (100,000 [lU/mL) LA ET&H 5,

o CRIREM (mA— K1) X, IFNHA (7205, IFNa, X7/ A H—7 = a, IFNB) . U
NEY v HCV TR D EHEERRGI Y A L 2 (FaF 7 —EHEA, R 2T —FPHEH
72 ) XUTFEOMOD HCV IGEE~DRBEN 2N & L LTz,

o IFN BEVEH#R] (=7R— b 2) 1%, IFN Z&TeiaiE (IFN Z 5K &3 215 OIREREN 1 Bl E)
(Z%F9° % null responder, partial responder., HIAEFFAGI SUITERAMMEGI ThH 5 Z L AR I
TWH Z e L, AL, ERENETR VAN (TT7 T LvEN, VAT LENLRLY)
(X T 2 BBREN 2N L L LT,

o RABVERFREZ 249 D 9BRE 118 &I (Child-Pugh 7 7 A A OARIEWER] L IEN BEIREG])
TR, BEEFIE O 20%THDHZ L & LT,

BRoVEHE

TR AT 4 WFELPNICHOIBEREE CUIT T ER) ~OREERH SWRE, 7I7=7 3
NF7v27=27—8 (LLF, ALT) DNEEMEE ERRO 5 5L ETH 2 95E . I NS U~ — VIE
HOEAEDHERINTWDIEAZRE, RE Y vy (LUF, TBILD 7% 34 umol/L (2 mg/dL) DL E
DBERF LRI LT,

BRERUVEEAE

RERE., RIERUVHAE. B58E. Oy M &ES

DCV 30 mg, ASV 200 mg & Tf BMS-791325 75mg =& A3 % DCV 3DAA [HEHERAHE (LT,
DCV 3DAA FDC) 23045 &7, DCV 3DAA FDC (i~ v F 77 T7vR) oEIL, 1 H
207 12 81T > 72, DCV3DAAFDC o r v &SI 4531 ch -7,

XHRE, RERVHAE. #58H. oy &S

DCV 60 mg $E}% OV ASV 100 mg #k7 7B AR O #5372, DCVEEIL 1 H 1A, ASV 7 &/
1 B 2EEE STz, DCV RN ASV A7 CUI~ v T 77 Z78R) OBHHMIT 24 R
LUz, DOV GEnr y ME ST [ooso Th v, Asv T eron y MESE 5735 Th o,
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2.7.6 il 2 DFRERD F & D Hepatitis C
BMS-790052/BMS-650032/BMS-791325 beclabuvir

FHMmEE

Bt

A R

BE#&TH% 120 HCV RNA &2 W T, DCV 3DAA BEZZ T - RIGEFI O = ) 2 A4 7 1b D
C UM AT 2 g BR A 12 381 D SVRI2 EZERLEIS 2 514l L 7=,

B R A PR A

o aFR—h1 (V= /FA7 1bXid la) ORIBFEFICIIT S, DCV 3DAA 5T DCV/ASV #
Bz X 5 SVRI2 R EIS

o TIFR—h 2 (P /%A 1b XiE la) @ IFN BEIBEFIIZE 1T 5. DCV 3DAA #5112k %
SVRI12 ZREI &

o aFR—h1ERaB— 2128175, LLFORETO HCV RNA BE23VE & FIRA (i 3k
HET) OBREOEIG - &5 1, 2, 4, 6, 8, 12, 16, 20 LT 24 i, #HH& TR, WONHE
B T1% 4 (SVR4ERLEIS) . 81 (SVREREIS) KON241 (SVR24 ZEREIA)

o aFR— bk 1EWNaFs— k2128105, LLFOREATO HCV RNA &8 E & FIRAR (RHE)
DOHERFE OFIE - 5 1. 2, 4, 6, 8, 12, 16, 20 TN 24 W, L TR, WG T#
4, 8, 12 (24

o FKak—RMIBIFTDH, HCV V= / ¥ A 7 la XiZ 1b B> SVRI2 ELEI A

o FHoak— MIBITSH, IL28B EIsF? SNP Th D 1512979860 D i s+ (CC XITIE CC) HIX
1% 158099917 DB (TT XIiXFE TT) Hllod SVRI2 BEALEIA

o JFHHZENTRD LILT-HERHE L 38D LIV h o T #BR#E T SVRI2 Rk EHIS

PRER A ML

R=ATA L DTRTCOY TN E, UTOHEBIZERT D VANV AFERHESHRFED vz HCV
RNA &% 1000 IU/ML LA EDOT X TOWERE O 7L 2 R RITHHPERA 2 Eli L, A L A%H
2 B 2 i An - 28 S O S BUME 2 FEAR L7,

o TUANAFHT LA AN— [1) HEHIZ, 2 [EERE L CRIEMA S 1 logioIU/mL LA o HCV
RNA EOHNMAHEZR SH-Z L, XX 2) HCV RNA 2N E& TR (B e &7
STtk EE TR EO HCV RNA 828 2 [l L TGRSz 2 & L EFH

o UANARERY T TR [HBEGHKTENZ HCV RNA 2NEE FIRAM (BT &ho7/-%. B
BRI R IZ HCV RNA S E & FIRLL EIC 2 s 1254 L ER

o TRy (R EHIEZETe) |2 HCV RNA B AlaE 7254

ZEeH

FENMHEERS BERICEST-AEHSR, Grade 3 XL 4 O EDEIKBEERET (DAIDS O
SR EE S & MR R R O RE R W 2 G de) ORBAEBIGEZBEL LT, £akh— MBI S
B G022 2 R L,

#EH TR
B A L ATERE R OV R VAR 501 % 5 el R RO B ORSROMRATIC 0 TP L 72
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2.7.6 il 2 DFRERD F & D Hepatitis C
BMS-790052/BMS-650032/BMS-791325 beclabuvir

D EBEMHNT — RIBEGID Y = ) Z A 7 1b D CRUBMERTRHERE - RIBEHIZII1T 5D SVRI2
EREIE D 95%EHEXE DO FRZ, B A MY AL RBETHD 79%E ik L=, Z OBIME 79%%.
KRIEEW ARG L LT AT L EAEEIC L 5 2 0% 3 FENRER TO SVRI2 ERAEIS TSN
TREINT,

FEFHME B O Tk, B TR 12381281 5 HCV RNA 8O K Hll7— # % Next Value Carried
Backwards (LA N, NVCB) EEZHWTHIZE LT, T78bb, BHEKTH% 2BEOT — % N REIOH
BRAEIZHOWTIR, &5& T 12 8 ORI RI%Z & AICE B 7z HCV RNA JIEE 2 VT SVRI2
DR EMTE LT, o PIIEMEHEREE LT HRE & L, ORI ERiR b6 & L,
SVRI12 ZKEI A D 95%EFEX D TR 79%% LRl 5354 DCV 3DAA #5103, RIgEFHIOY = /
A7 16 D CHRUEBMEAFRIZIBN T, BHE 79% &0 bAEEIZE W &l Lz,

SVR12 Z%E| A 1220 T, modified intent-to-treat (LA, mITT) 7 7' 1 —F K OEIHIT — % 2 Huw
=7 7a—FI L0 EERT 21T o 72, mITT 7 7 a2 —F K OEHIT —Z 2 W=7 7 a—F Tl
FITE IR EFEE AT TR E & Uiz, mITT 7 7 0 —F TOHRHIEERER 561 L LT,
BT — 2 2HN T e —F TOHRHX, RERER G0 5 HEREH& T % 12 BICHEMIFE 5
T-WeRE & LTz,

BIWEDBNRIFANT — BEIRIERG] : 27k — h 2 D IFN Z AR &+ B8R DOIBREEN & H B 12 L T,
FREEZ B & LTS e MG T o 7o, BRBRFE R, BB o FEhi rTREMEIC DWW TRk E LTz,
DCV 3DAA 512 K % SVRI2 ZEREIG & 90% & ARE L7256, 1RRIER G614 605l & 325 &, IE
e 72 R 95%EFEIX L 79.5%~96.2% & 72 5 L HEE S vi=,

HERAERG, HEPIECE-TAERESG, BEENOAERES (R LBEET I HEFSR,
R L ORRZEFREZ M DR WA FERG) ROEMES L — R ORRRAEE R ORBLEIG %2 5T
ZAMRHIE B2 oW T, & adh— F KNRRIER A RIC OV T, BRI (B 5 HH &k OB
BRI BICEER LT,

ER

FEREDONR, R—X T4 RV AOMEEREFNS

BB ONGR, X—A T A > O N OFEFHFER R R YR B RO ER) % . Z 4 E 4 Table 2.7.6.20-1,
Table 2.7.6.20-2 }2 O Table 2.7.6.20-3 {2779,

AR TIE, 34161 (V= XA 7 1b DRIBFE 261 FI VY = ) XA 7 la DRIGEFI 3H, ¥ =
J B A7 1b XX 1a @ IFN BEVREG] 77 1) DSBS AL, 29261 (P =/ Z A 7 1b DARIGEHF] 224 15
LYz ) B AT 1aDRIBIFEG 3H], V= XA 7 1b D IFN BRG] 64 I X3P = ) XA 7 la
@ IFN BEIRHG] 1 ) DRBREOBR G 2% 1o, T X COHBREDBIEHIMICBIT L. Week 36 D
T—H2 1y NATIRERTT, 8361 (DCV 3DAA $:5-41 79 451} O DCV/ASV B 5451 4 51])  H3EZ21H
Z5E T L. 4BINBIEHIMZ ik, 205 B 23 BIE I 2 ke L T,

Vx ) XA 7 1b® DCV 3DAA #5H| D% < (68.5%) 1d&ct:T, i i 64 % (EiPH 27~
801%) Td o7z, DCV/ASV B GHITiE, 61.3%M T, FliidFRfEllE 61 % Tdh -7,

V)X A7 1b® DCV3IDAA EEGHIDIFE AL (84.0%) [F—AF A HCV RNA &1
1,000,000 TU/ML LA ET&H Y (DCV/ASV BETIE 86.7%) . 21.6%|ZAFIHZE 2338 B (DCV/ASV BE
TIE 18.7%) . 19.7%D#%ERFE A3 FibroTest ® F4 Tdh - 7= (DCV/ASV BETIZ 18.7%) , Y= /) # A
7" 1b @ IFN BEIRHEGI CliX, AARE CTYU 7 7 AN DR E 1T 32.8%. BITAHE T IFN A& T
& o T-WEBRE DN 32.8%. TL28B RS12979860 7% CC LIS T - 7= W& 73 50.0% (DCV/ASV BE Tl
342%) TH-o7-,
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Table 2.7.6.20-1:

BREDNR - V= ) XA 7 1b DIRBRIEE 54

NATVE GT-1B IEN EXPERTENCED NAIVE AND IEN
GT-1B EXPERTENCED GT-1B
DCV/ASV/325 DCV/ASV DCV/ASV/325 DCV/ASV/325
N=149 N=75 N=64 N=213

SUBJECTS 149 75 64 213
SUBJECTS COMPLETING THE TREATMENT PERICD (%) 130 (87.2) 64 (85.3) 58 (90.6) 188 (88.3)
SUBJECTS NOT COMPLETING THE TREATMENT PERICD (%) 19 (12.8) 11 (14.7) 6 (9.4) 25 (11.7)
REASON FOR NOT COMPLETING THE PERIOD (%)

ADVERSE EVENT 17 (11.4) 7 (9.3) 4 (6.3) 21 (9.9

SUBJECT WITHDREW CONSENT 0 0 0 0

PREGNANCY 0 0 0 0

LOST TO FOLLOW-UP 0 0 0 0

ADMINISTRATIVE REASON BY SPONSOR 0 0 0 0

DEATH 0 0 0 0

SUBJ REQUEST TO DISCONTINUE STUDY TRT 2 (1.3 1 (1.3) 2 (3.1) 4 (1.9

SUBJECT NO LONGER MEETS STUDY CRITERIA 0 0 0 0

IACK OF EFFICACY 0 3 (4.0) 0 0

POOR/NCN-COMPLIANCE 0 0 0 0

FOLLOWUP NO LONGER REQUIRED PER PROTOCOL 0 0 0 0

OTHER 0 0 0 0
SUBJECTS CONTINUING F/U IN THE STUDY (%) 149 (100.0) 75 (100.0) 64 (100.0) 210 (98.6)
SUBJECTS NOT CONTINUING F/U IN THE STUDY (%) 0 0 0 3 (14

Percentages based on subjects entering period or continuing study.

Treatment period does not include placebo period for subjects randomized to DCV/ASV/325 treatment group.
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Table 2.7.6.20-2: DCV 3DAA 852 ZF - HRE D RX—RX 74 VO NOKEHZHRNE - = /) ¥4 7 1b DIRRER 55
NAIVE GT-1B NAIVE AND IEN
IFN EXPERIENCED GT-1B EXPERIENCED GT-1B
DCV/ASV/325 DCV/ASV DCV/ASV/325 DCV/ASV/325
N=149 N=75 N=64 N=213
AGE (YEARS)
N 149 75 04 213
MEAN 60l.4 60.8 61.7 61.5
MEDIAN 64.0 61.0 64.0 64.0
MIN, MAX 27 , 80 26 , 81 36 , 79 27 , 80
Q1, O3 55.0 , 70.0 53.0 , 69.0 54.0 , 70.0 55.0 , 70.0
STANDARD DEVIATION 11.19 10.01 11.36 11.21
AGE, CATEGORIZATION (%)
< 65 78 ( 52.3) 46 ( 61.3) 35 ( 54.7) 113 ( 53.1)
>= 65 71 ( 47.7) 29 ( 38.7) 29 ( 45.3) 100 ( 46.9)
GENDER (%)
MALE, 44 ( 29.5) 29 ( 38.7) 23 ( 35.9) 67 ( 31.5)
FEMALE 105 ( 70.5) 46 ( 61.3) 41 ( 64.1) 146 ( 68.5)
RACE (%)
JAPANESE 149 (100.0) 75 (100.0) 64 (100.0) 213 (100.0)

260



2.7.6 il 2 DFRERD F & D Hepatitis C

BMS-790052/BMS-650032/BMS-791325 beclabuvir
Table 2.7.6.20-3: R—2F A LV ORBEME - V= ) ZA 7 1b DIRBRIEL 5.4
NATVE GT-1B IFN EXPERIENCED NATVE AND IEN
GT-1B EXPERIENCED GT-1B
DCV/ASV/325 DCV/ASV DCV/ASV/325 DCV/ASV/325
N=149 N=75 N=64 N=213

HCV RNA (LOG10 IU/ML)

N 149 75 64 213
MEAN 6.6 6.7 6.6 6.6
MEDIAN 6.7 6.8 6.7 6.7
MIN, MAX 4 ., 7 5 , 8 5 , 8 4 , 8
01, O3 6.3, 7.1 6.3, 7.1 6.3, 7.0 6.3, 7.0
STANDARD DEVIATION 0.61 0.56 0.50 0.58
HCV GENOTYPE SUBTYPE (%)
1A 0 0 0
1B 149(100.0) 75(100.0) 64 (100.0) 213(100.0)
HCV RNA DISTRIBUTION (IU/ML) (%)
< 1,000,000 IU/ML 25 (16.8) 10 (13.3) 9 (14.1) 34 (16.0)
>= 1,000,000 IU/ML 124 (83.2) 65 (86.7) 55 (85.9) 179 (84.0)
< 10,000,000 IU/ML 106 (71.1) 46 (61.3) 51 (79.7) 157 (73.7)
>= 10,000,000 IU/ML 43 (28.9) 29 (38.7) 13 (20.3) 56 (26.3)
PRIOR TREATMENT STATUS (%)
NAIVE 149(100.0) 75(100.0) 0 149 (70.0)
EXPERTENCED 0 0 64 (100.0) 64 (30.0)
NULL RESPONDER 0 0 5 (7.8) 5 (2.3)
PARTTAL, RESPONDER 0 0 17 (26.6) 17 ( 8.0)
RELAPSER 0 0 21 (32.8) 21 ( 9.9)
INTERFERON-INTOLERANT 0 0 21 (32.8) 21 ( 9.9)
CIRRHOSIS STATUS (%)
YES 26 (17.4) 14 (18.7) 20 (31.3) 46 (21.6)
NO 123 (82.6) 61 (81.3) 44 (68.8) 167 (78.4)
FIBROSIS STAGE BY FIBROTEST (%)
FO 46 (30.9) 20 (26.7) 8 (12.5) 54 (25.4)
Fl 28 (18.8) 16 (21.3) 18 (28.1) 46 (21.6)
2 24 (16.1) 11 (14.7) 5 ( 7.8) 29 (13.6)
F3 26 (17.4) 14 (18.7) 16 (25.0) 42 (19.7)
F4 25 (16.8) 14 (18.7) 17 (26.6) 42 (19.7)
I1.28B RS12979860 GENOTYPE (%)
cc 96 (64.4) 51 (68.0) 32 (50.0) 128 (60.1)
NON-CC 51 (34.2) 24 (32.0) 32 (50.0) 83 (39.0)
NOT REPORTED 2 (1.3) 0 0 2 (0.9
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NAIVE GT-1B IFN EXPERIENCED NAIVE AND IEN
GT-1B EXPERTENCED GT-1B
DCV/ASV/325 DCV/ASV DCV/ASV/325 DCV/ASV/325
N=149 N=75 N=64 N=213
I1.28B RS8099917 GENOTYPE (%)
T — 97 (65.1) 51 (68.0) 32 (50.0) 129 (60.6)
NON-TT 50 (33.6) 24 (32.0) 32 (50.0) 82 (38.5)
NOT REPORTED 2 (1.3) 0 0 2 (0.9
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Bt

BHMERER DO EK & Table 2.7.6.20-4 |27,

EEAERHmE H

DCV 3DAA #5IZ L AREBEF O = ) 247 1b O C BUBMEAFAHERE O SVRI2 ERESIT
95.9% (123 It 118 #il. 95%(ZHEX[H : 90.8%~98.7%) Td->7-, [EHEXMD TR (90.8%) 7\

ANCHE L7z 79%D e 2 Y B veBEs EA5 2 &35, DCV 3DAA 5T SVRI2 ZERREIS
. B 79% & i L TR EICE WD RS,

Bl A DRl 2H H

o RIRET = /XA 7 1b® CRUBVEFR K OUEMEIFIEZA 952 E 12 81F 5 DCV 3DAA #5410
SVR12 ZEE AL DCV/ASV $& 5.4 & bhig U CEMEmMIIZ @22~ 72 (96.0% [143/149] vs. 86.7%
[65/75]) -

e DCV 3DAA JEIEICEIT % SVRI2 ZRKEIA X, RIGHETFN BEREORISCHEEOA I X 57
Bl

o RIRIHEH (=2A— K1) IZBIFTDH SVRI2ZERFIEIX, Y=/ Z A7 1b K la DHERE T 96.1%

(152 9 146 )
o U /) B AT 1b DRIGHEFITIL 96.0% (149 B 143 f)
o Vx /) HAT la DRIGEH]TIL 100% (3 FiH 3 i)

e IFN BE/RHERH] (ad— b 2) 128D SVRI2 EREIAIX., Y=/ XA 7 1b L la OHEERE T
95.4% (65 B+ 62 fi))

o U /)X AT 1b® IFNBEREHITIX 96.9% (64 5 62 f51)
o T /XA 1a® IFN BEREHITIL 0% (161 0 1)

o RIGHEH] (=A— K 1) KOVIFN BEEEE] (4R— K 2) 2K ToO SVRI2 EREIAIL, =/
2 A7 1b KN la DHERE T 95.9% (217 51+ 208 i)

o Uz /)X AT 1b DRIEFHEF O IFN BEIRHFITIX 96.2% (213 i 205 1)
o Vx /) B AT la DRIFEHITIX 75% (4 F1H 3 1))

o &AL LT, “HEHEBRMEXIIA—T T ULEEMIZ DCV 3DAA #5% 12 B )7- 217
Bl (2A—KF1EkOam—F2) ©55, 94#] (41%) 1L SVRI2 ZZERK Lo 72 (SVRI2 K
BERK)

o R— RBITIL., RIBEHF 6 ] (3.9%, Y=/ % A7 1b 6 f5]) KON IFN BEIR#EE] 3 4
(4.6%, P ) ZATI02BK N = ) A T 1alffl) THoiz,
e SVRI2 ZERK L7 o72 9O S 6, HHR (T A7 Z2—3e< | EKTEIZ HCV
RNA 23FH) 28 541, BEKTHDOY T 7 AN 3H, KOEEK TH 12O HCV RNA 7
— X KRB 1Bl TH- T,
o SVRIR2ZEFEE LN 9FIDH L 541X, mEVALEVIIEDTD, &5 3 E TIZIER
OG5 2H1kE LT,

e DCV 3DAA B5 %2213 7- = ) A7 1b ORIBIEFNCIIT S SVRI2 ERKEIS TR 5072
J— TR CIE, MR AFER (65 mEATE. 65 kLA E) | RE X BMI, X—AXF A » HCV
RNA &, HHEBW)%?@%X THRME(L OFEREE . R OY SNP IL28B ¥ 7 % A 7 (1s12979860 }z (X
158099917) (2 X BB &7 BT %ﬂfmxoto NR— 2 F A NS5A-93 [fith: BEE 28 S AN ER
DHENTZTY = ) A AT 1b ORIBEBNCEBIT D SVRI2 EEIA L DCV 3DAA 5% 5% 1) 7= 446k
# T DCV/ASV #5252 1 - 9B & el U CHUEMIICE v o 72 [87.5% (21/24) vs 43.8%

(7116) 1 ,
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e DCV3DAA HBHZZITTey = ) Z A7 1b ORIBFEHNZEIT D SVR24 ZERKEIGIEX 953% Th -
77o 160> SVRI2 ZERLEIN, H5H T 24 B HCV RNA 5 —Z RHlD 7= SVR24 % EERL L
enode, Y ) AT la ORIBEEIO 3 FNEX, 2B SVRI2 KT SVR24 &k L7z,
DCV/ASV #¢ 5% %572 = 7 2 A4 7 1b OARIGEFNCI T % SVR24 EEIG1L 84.0% Th -7,
2 Bl SVRI2 Zk B3, ZDH%D T A NAEY T T AD T SVR24 %% L 72> 7=, DCV
3DAA 5% F T2 = 7 # 4 7 1b D IFN BEIRIRHIIZ 1T 5 SVR24 #EHI S 1 96.6%TH Y |

SVRI2 & —F L7,

Table 2.7.6.20-4: B ERE R OER IR 56

Treatment-naive

IFN- and
Treatment-naive experienced IFN-experienced
(Cohort 1) (Cohort 2) (Cohorts 1 and 2)
DCV 3DAA DCV/ASV DCV 3DAA DCV 3DAA
GT-1b GT-1b GT-1b GT 1a/1b
N=149 N=175 (N =64) N =217
SVRI12 (NVCB)
n/N (%) 143/149 (96.0) 65/75 (86.7) 62/64 (96.9) 208/217 (95.9)
95% CI (91.4,98.5) (79.0,94.4) (89.2,99.6) (92.3,98.1)
Non-cirrhotic
n/N (%) 118/123 (95.9) 52/61 (85.2) 43/44 (97.7) 164/171 (95.9)
95% CI (90.8, 98.7) (76.3,94.1) (88.0,99.9) (91.7,98.3)
Cirrhotic
n/N (%) 25/26 (96.2) 13/14 (92.9) 19/20 (95.0) 44/46 (95.7)
95% CI (80.4, 99.9) (66.1, 99.8) (75.1,99.9) (85.2,99.5)
NonSVR12 6/149 (4.0) 10/ 75 (13.3) 2/ 64 (3.1) 9/217 (4.1)?
Non-responder with HCV RNA a
<LLOQ TND at EOT 2/149 (1.3) 7/175(9.3) 1/ 64 (1.6) 4/217 (1.8)
Relapser 1/141 (0.7) 7/71(9.9) 1/61(1.6) 3/206 (1.5)?
Other Non-responder® 1/141 (0.7) 0 0 1/206 (0.5)
On-treatment failure 4/149 (2.7) 3/75 (4.0) 1/ 64 (1.6) 5/217 (2.3)
Virologic breakthrough 0 3/75 (4.0) 0 0
Other on-treatment failure® 4/149 (2.7) 0 1/ 64 (1.6) 5/217 (2.3)
SVR24 (mITT)
/N (%) 142/149 (95.3) 63/75 (84.0) 62/64 (96.6) 207/217 (95.4)
95% CI (90.6, 98.1) (75.7,92.3) (89.2,99.6) (na)

One [FN-experienced subject with GT-1a was a non-responder

b Other non-responders include subjects whose HCV RNA < LLOQ TND at EOT but who are missing post-

treatment week 12 HCV RNA.

¢ Other on-treatment failures include non-responders with missing or detectable HCV RNA at EOT. HCV RNA
measurements are excluded after the start of non-study anti-HCV medication on treatment or during follow-up.
Note: SVR12 is based on the Next Value Carried Backwards approach.
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ZeH

F 2 VM IE B IR A 45 A Table 2.7.6.20-5 |21, 3. T XTOHEEREGL K OIEERK L
BEHEOH LT X TCOREFZROEGFE, TOITIRBRERE G PR PICEERAEFR LRI L -5
F DFEEFNIE APPENDIX 1. APPENDIX 2 }2 (Y APPENDIX 3 I ZF 1V E T,

PLFICERT AR 5IL., Frlcie#o2nWRY ak— b 1 EOadR—k 21280 T DCV 3DAA 5%
ZFE 217 N AR R TH D, £7-. adk— bk 112815 DCV 3DAA #E L DCV/ASV B & Dt
BIZOWTH, LLFICERN LT,

o Ux /) HXAT b DRIFHEHFITIX, £ E LT, DCV 3DAA F 52 L 2 HEFSORBLEIA I
LT DCV/ASV BEERIREE TH o722, BB (19.5%. 149 il 29 1)) | AFERERESIE (18.8%.
149 fFith 28 ) K OVEE U L U MSE (14.8%. 149 #ilth 22 f5]) dFEHEIEIL. DCV 3DAA £
DI NRE D> 7= (Table 2.7.6.20-5)

e DCV 3DAA HHEOLEMET 1 7 7 A MIEEFRETH D . RIGHEH & IFEN BEERGIO L 5 70
e DB EMICB W THRBETH -T2, ARBRTIX, Y= /¥ A7 la O#HRE IV TH-
T2, P ) AA TN DERE LV = ) AT la DWRE ORI TLREMICEN DD L1TELD
nrehoiz,

o HERAEFR, BHEFILICETAFFLR LOERAEFLROL XHFIHERICBEE
TV,

o Vx /) HAT 1b DRIBEHFITIL, ALT, TAXNTXUBT I /) b7 02727 —F% (LLF.
AST) KO TBILI (ZB9 % Grade 3 X 4 OfFHEREM AL R H 1L, DCV 3DAA BED 7 A
DCV/ASV BRI LR TEWEE THAE STz,

e ALT % DCV 3DAA #f 16.1% (149 ffilf 24 #5]) . DCV/ASV #£ 12.0% (75 fFil+ 9 i) . AST
IZENEI10.7% (149 il 16 1)) KO 6.7% (75l 541) . TBILLIZZE L E4 5.4% (149
Fld 8Bl KON 2.7% (75 %d 24) T, T bHOHELENRFEITLHETOHME S DCV 3DAA
VERDY WIS HIEY

o ALT A EDORVWEE U L E VIMIEIL, DCV 3DAA #£C DCV/ASV BE X 0 & 3B E N
mmol, mEVAE S IEITEE, 50 (GO0 4 BE) (I2@E I, &5 2k,
W TR IR Lo Bl hadk#E LT,

e  TBILI DEFERMAEMES (Grade 1~4) OFIIEIE X DCV 3DAA B L DCV/ASV Bf CRIFRE
Toh o7z (24.2% [36/149] vs. 24.0% [18/75]) . £7-. Grade 3 X% 4 ® TBILI i A A fE 2
HORBIEE X DCV 3DAA T 5.4% (149 f5il9 8 f5il) . DCV/ASV BT 2.7% (75 Bl 2 fi)
Thot-,

e ALT KON AST DKM AEMET Ok L L ToRIEEISIL. DCV 3DAA L DCV/ASV Bf
TRETH>7272% [ALT : DCV 3DAA & 45.0% (149 5 67 1) KX DCV/ASV Ef 44.0%

(75 Brh 33 5) . AST : L2 40.3% (149 it 60 1) F O 41.3% (75 %04 31451) ]
Grade 3 X% 4 @ ALT KON AST OERIRIREMEEF OFBEEIX, ALT IZOWTEENER
16.1% (149 B 24 #) KO 12.0% (75 Fild 9 1) | AST IZOWTIEENEI 10.7% (149
FlF 16 61) KO6.7% (75 %FIH 54) Th o7z,

o 7k— |k 1IZH1F 5 DCV 3DAAFED 1.3% (149 #ih 2 ) K O DCV/ASV BED 2.7% (75 filh 2
B) OHERE S Hy's Law OAEALFIRA D FEMEIZEE L7z, DCV 3DAA FHHI2K (mh—hK 1
Je Y 2) IZB\\NT Hy's Law OA{LFRRAE O FEIEIT A B L 7 BRF 1L 0.9% (217 i 2 f5]) Th
72, DCV 3DAA #5HID 1 BIOYERE D3 1RER 5 F i E CHUE U 72 RIS 0 KB IC S
L,

e DCV 3DAA #f : 34 Cix TBILI EF 2338 V5 R ULFEIRFHIC ALT ERE 23 A 54, 26]T
1L ALT EH-23589 630559 4 HREIRITIZ TBILI EH- 23 A 507,

e  DCV/ASV Ef : 26 TiZ TBILI EH-23:38 540 5 g ULIRIEEIZ ALT EH-2BH 57,

265



2.7.6 il 2 DFRERD F & D Hepatitis C
BMS-790052/BMS-650032/BMS-791325 beclabuvir

EEVAECIENBGOH (R0 480) (c@EShizo b, KOS 6 BLUNIC 1 ok
B CHEHFMENEENRE SN2 D, RBREREEOLFT 2TV, E=X U 7 O
JEAEBEINT 5 L & I TBILI EF-AE80 SN 8RE T BT oxbs (FHIE., BB &G h
Wi 3G ik ) 2RE L,

2l (R—=RAT A L DO~NET 1 AN 100 g/L LI ETH - 7298085, 5+ 100 g/L A
oA L ER) ORBEIGITEN-T- (5.5%, 217 Fild 12 ) , &I 7= DI iEERE &
ik LB i do 7=,

ARREBRICBNT, TFHEEOWBRE IV THY . T —XIFRONTWDHDOD, JFEZNGR
DIV HERTT LR LR o T RE T, 2AIIZ, DCV 3DAA OEEMET 17 7 A VIR
RN ER D H 5 EI1TRD ey o 7=, 7272 L Grade 3 X% 4 @ TBILI & 2>\ CiX, DCV
3DAA BEDOEHEERE O O BIFHAENRD L8R E (13.0%., 46 fFilf 6 #) OFHFHRFRD LA
o TR (3.5%. 171 69 6 i) (T~ THRBUBHE N = -7,
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Table 2.7.6.20-5: B EHOREMDER- IHBRER 55
Number (%) of Subjects
Cohort 1 - Cohort 2 - Total,
Treatment Naive IFN Experienced Cohorts 1 and 2
DCV 3DAA DCV/ASV DCV 3DAA DCYV 3DAA
GT-1b GT-1b GT-1b GT-1a and -1b
(N =149) (N=175) (N =64) (N=217)
Adverse Events
Deaths 0 0 0 0
SAEs 10 (6.7) 8 (10.7) 2(3.1) 13 (6.0)
AEs Leading to Discontinuation 17 (11.4) 7 (9.3) 4(6.3) 21 (9.7)
of Study Therapy
Grade 3 to 4 AEs 44 (29.5) 17 (22.7) 16 (25.0) 62 (28.6)
Grade 1 to 4 AEs (> 10% in
Total Cohorts 1 and 2 group)
ALT 880 40 (26.8) 20 (26.7) 8 (12.5) 50 (23.0)
FEEL 29 (19.5) 10 (13.3) 14 (21.9) 44 (20.3)
AST 80 33 (22.1) 18 (24.0) 8 (12.5) 42 (19.4)
AT EREE ANSE 28 (18.8) 8(10.7) 8 (12.5) 37(17.1)
EE VL E E 22 (14.8) 5(6.7) 9(14.1) 32 (14.7)
IR 13 (8.7) 7(9.3) 10 (15.6) 24 (11.1)
Laboratory Abnormalities
Anaemia (decline in hemoglobin to 5.4 1(1.3) 5(7.8) 12 (5.5)
<100 g/L if hemoglobin
> 100 g/L at baseline)
Measured Worst Case Grade 3
to 4 Abnormalities
Hemoglobin 2(1.3) 0 2(3.1) 4(1.8)
Neutrophils + Bands 1(0.7) 0 1(1.6) 2(0.9)
Lymphocytes (absolute) 10 (6.7) 3(4.0) 4(6.3) 15 (6.9)
Platelet Count 4(2.7) 0 4(6.3) 8(3.7)
INR 1(0.7) 0 0 1(0.5)
Albumin 1(0.7) 0 0 1(0.5)
ALP 0 0 0 0
ALT 24 (16.1) 9 (12.0) 5(7.8) 30 (13.8)
AST 16 (10.7) 5(6.7) 4(6.3) 20(9.2)
Total Bilirubin 8(5.4) 2(2.7) 3(4.7) 12 (5.5)
Creatinine 2(1.3) 1(1.3) 0 2(0.9)
Lipase, colorimetric 1(0.7) 3(4.3) 1(1.8) 2(1.0)

Abbreviations: AE, adverse event; ALP, alkaline phosphatase; ALT, alanine aminotransferase; AST, aspartate
aminotransferase; INR, international normalized ratio; SAE, serious adverse event
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ZFDith
HCV ZEXIfitt4 - DCV 3DAA
Vx ) EA T DEREBICBVT, X—ZXT7 A4 D7 I BEEN SVRI2 FEREIGICKIT T

DCV 3DAA @ R BRI G 2521772 = ) ZA 7 1b DARIGEHITO SVRI2 ZFEREIHIL, _—A

TA O NSSA FEIRICK T 57 IV BEROAFEICBEDLLT B L TENoT, 1EL, N—

AT A 2 NS5A-YO3H B8 LAV D - T-#R#E > SVRI12 ERKEIE X, ~X— AT A NS5A-

Y93H 23788 B AT R I N TEERINC miDr o 7o (97.6% vs 87.5%)

- UANRZEHY AN RRBRBOLNTE 5HD 5 E, 3 HIT—RXTF 1 NS5A-YI3H 2358 H 4L,
SHIEFINEEEROTD 4 BERM CE G2 H LT,

DCV/ASV @ 24 #5525 712 = ) X4 7 1b ORIGEBITD SVRI2 FERKEI AT, X—R

74’ > NS5A-Y93H MR LN 720 T-WBRE D SVRI2 FEREIS X, ~X— AT A > NS5A-Y93H
R BT E I R TEAERIC E o 72 (98.3% vs 43.8%) o

— UAINNRFHIUNRT L RELT, TA 7 A= 3FKNY T 720N 7 HOE 10 FHIERD D
. N—RA T A 2 NS5A-YIO3H 23388 LT BRF 1L ENEN 3 BIRBI LD 6 Bl ThH -7,

DCV 3DAA ® 12 G- %52 F7- = 7 Z A 7 1b @ IFN BEIBHEB] TD SVRI2 EREIE T, X

— A F A2 NS5A-YO3H 23588 LAV o To iR R OGRS LN BRE O WVWT b mho iz

(Z1ZE4 96.3%% T 100.0%)

- UANRFHY AN RRRO LN 2 0L, TNENEEFRLOEREOR LEOTZDWT
b 3R CEEE R IE L,

DCV 3DAA @ 12 8B EE2Z T = 24 7 1b OEWERE CRIBHEG] K Y IFN BEIR#EG])

TO SVRI2 FEREIEIL., N—A T4 > NS5A-YI3H 338D R Mo 1o K OGRS b7z

WERE OWT L ENo T2 (ZNEN 97.8% K N 91.2%) . F7-. ~—AT A NS5A-L31 Xt

NS5A-YO3H M3FR&O B M- 7o fBRE R OGRS LT #8R#H O SVRI2 FEREELWIT L &

Motz (ZNFI97.7%KTN92.1%) .

DCV/ASV/BCV FDC % # 5 L7-#8E& 128\ T, SVRI2 ZEkE DV 7 7 RIRBD b otz

DCV/ASV Z# 5. LT RIGEENZIB T, 2 FlO#EERE S SVRI2 #ii%, 5T 24 % £ T

WV 7 AL, UVITALTE 26056, 1 HlIIE~_N—AF A4 T NS5A-YO3H DZERZA L,

O D 1IN —AF A T NS3-DI68E DZEF A L T iz, ~N—Z T A T NS5A-L31 XiZ

Y93H DZEFNNT A R S A7 0 o To gRBRFE M OV S U7 4R > SVR24 #ERHIA 1%

TIEI 96.6% (59 il 57 61) KR 37.5% (16 B+ 6 f5]) Th -7,

V) ZA T 1aDHREIZEB T DEIX—RATA DT I JBEER

ARG SNV = ) XA 7 1a OWERE T 4 6] CRIGHEH 3 i} O IFN BEIREG] 1 1)) ©
HTHY, ZOH5HDTA VAR MEGHE 1 fFl (IFN BEIR#AE]) 121X, DCV, ASV X% BMS-
791325 O IEA|MHEIC F N ENB#E T A X— 25 A > D NS5A. NS3 X NS5BfHEIKIZIH 15T 2
J BRIE L b\ﬂ%% RO LR T2,

LR 5 T D NS5A/NS3/NSSB [fit P EEZE B oA S bt

DCV 3DAA ¥ E54To A /L R N7 RSERD STz 76 CRIGIED 5 41 & OY IFN BEIGH#
B 2 61) Tl 461 GRIGEEIOH] LT TIFN BEIRHEB 2 #1) (2 NSSA MPEREZ . (R30H ik
L31V) 238D HAL7223, NS3 XX NS5B (fifE R 28 F G880 H I R E 1L\ N e o 72, 52D
® 361 TiE, DCV, ASV XL BCV IZBHT 2 WOt tE B E 28 S OB 58D Lo 7,
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- THNEEFIN 4 EERE TR EZFIEL TR, A LAY N7 2 R DCV 3DAA LI
TAHMMELRFEIIC LD DO TIE/ <. DCV 3DAA OFEWMAE N LICEL W= E&E
2Tz,

o JEHL L7~ NS5A MR #EZE %, in vitro T DCV X DK~ P& DM SR S -8, =
NS DOMMEZE BRI O Tl A VAR 2 45 CHI X Ao 7o,

e DCV/ASV #HHITT LA 7 AN—XITV T TARBOH LN 12 HldoH 5, 10 # T NS5A-
L31F/I/M/V, NS5A-Y93H & U8 NS3-DI16SE/H/V/Y Akt &, 782 2610 9 5 145 Tld NS5A it
PEES A B (L31V-Y93H) D&M S4u, NS3 MPEREA RIS a7z, o 1 flicE
WTCIE, NS3-DI68E 23 417223, DCV 2% 3 A A B S /e s o 7=,

fEm

e DCV 3DAA FDC @ 1 H 28] 12 BRE# 51 7 VEMEENTERIBERIOY = ) XA 7 1bD CHY
BIEFFRBRF IR D SVRI2 EEEIA L 959%CTH Y, BEEZHFEIC ERl-7=Z &b, K
AR O FEHBIDER S T,

o Ux XA 1b DRIBEFICEIT D SVRI2 ZERLEIAIL. DCV 3DAA T DCV/ASV BEL 0 &
FAERZ = o T,

e DCV 3DAA # 5% 3 LF'ﬁtZ_VC’J’ FieY e ) 2 A7 1b OEERE L. 2B SVRI2 %i%ﬁibf_
DCV 3DAA BERFOHRIIEICIZ, RX—RA T A D NS5A (MiERLEZE I X 5 BT b
Nl

o Ux /XA 1b ORIFEHIT DCV/ASV 525 1F - #r#E TlX, ~—A 71 NS5A-Y93H
X SVRI2 Z{K F &H72,

o BRLLT, V= /XA 1b ® C BUBMAFREERE KO C REMIFEEZHRE BT 5
DCV 3DAA OERFVEIZRIAF CTho7ony, BE RREKEINE K & v Y L E v IEIL, DCV
3DAA 551D B E O BEEE TS S v,

e DCV 3DAA 5 2= - BRE ICh T 2 EERAE RS, KGPILICEST-AEFEFSR, Grade 3
XX 4 DFEFERRREDOTERLEEMA XY h D% FAFIHERICEE L TV,

o ALTHIMZ{EDRWEE UL EVMSEIX, DCV 3DAA Z#5 L 7-4kBr#E D )55 DCV/ASV %
B 5 U= BB T CRBBEE N E o T2,

o RIGHHITIVNT, ALT fEEF KT AST HEF Ok L L CORBMEIL, DCV 3DAA %
5 UTo#BRT & DCV/ASV Z 5. U 7o g CRIFEE CTh o 7273, ALT K OY AST @ Grade
3~4 OEFKMREMET X, DCV 3DAA Z#& 5 L 7= 45k O )7 BEERIIC m OB THE S
. TNDOFERPHIT 5 E TOHM L EI -T2,
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Hepatitis C

beclabuvir

APPENDIX 1

BREREDIROONITRTOFEER (AI443117 AR, 1HRIEKR 561

NATVE AND IEN

TFN EXPERTENCED EXPERTENCED
NATVE GT-1B GT-1B GT-1A,-1B
SYSTEM ORGAN CIASS (%) DCV/ASV/325 DCV/ASV DCV/ASV/325 DCV/ASV/325
PREFERRED TERM (%) N=149 N=75 N=64 N=217
TOTAL SUBJECTS WITH AN EVENT 109 (73.2) 63 (84.0) 54 (84.4) 166 (76.5)
BT 49 (32.9) 28 (37.3) 18 (28.1) 69 (31.8)
TI=0T ) N TURAT =T —PHN 40 (26.8) 20 (26.7) 8 (12.5) 50 (23.0)
TANGEAET I ) VT AT = 5—FHN 33 (22.1) 18 (24.0) 8 (12.5) 42 (19.4)
M7 VT2 A 6 (4.0) 0 0 6 (2.8)
V= NE I T AT = F5—EHIN 5 ( 3.4) 2 (2.7) 1 (1.6) 6 (2.8)
M7 L7 =90 3 (2.0 1 (1.3) 2 (3.1) 5 (2.3)
C—FOSMEE (e 4 (2.7 0 1 (1.6) 5 (2.3)
A7 /VAh U RAT 7 24— 2 (1.3) 2 (2.7 2 (3.1 4 (1.8)
Y R 2 (1.3) 1 (1.3 2 (3.1) 4 (1.8)
I RN 3 (2.0 0 1 (1.6) 4 (1.8)
1 S—PHIN 1 (0.7 4 (5.3) 3 (4.7) 4 (1.8)
17 L7 F LR AR —E RN 2 (1.3 0 1 (1.6) 3 (1.4)
AR EAEZ 1 2 (1.3) 1 (1.3) 0 2 (0.9
A ey L e RN 1 (0.7 0 0 1 (0.5
MmHFEEA B Y LN 1 (0.7 0 0 1 (0.5
MmN T Bg> 1 (0.7 0 0 1 (0.5
=) e 25 5 —PiEr 1 (0.7 0 0 1 (0.5
i U ™ A 1 (0.7 0 0 1 (0.5
E 5 1 (0.7 0 0 1 (0.5
i AR AR L BN 0 1 (1.3) 1 (1.6) 1 (0.5
RIS L 0 0 1 (1.6) 1 (0.5
YR RS 1 (0.7 0 0 1 (0.5)
PR 1 (0.7 0 0 1 ( 0.5)
A= LR m—/LEEN 0 1 (1.3) 0 0
i AL KRR N 0 1 (1.3) 0 0
A7 U o L8N 0 2 (2.7 0 0
Y TRy 2R 0 1 (1.3) 0 0
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NATIVE AND IEN
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DCV/ASV/325

IEN EXPERTENCED

NATVE GT-1B

DCV/ASV/325

DCV/ASV/325

DCV/ASV

SYSTEM CRGAN CLASS (%)

N=217

N=64

75

N=149

PREFERRED TERM (%)
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NATIVE AND IEN

IFN EXPERIENCED EXPERTENCED
NATVE GT-1B GT-1B GT-1A,-1B
SYSTEM ORGAN CLASS (%) DCV/ASV/325 DCV/ASV DCV/ASV/325 DCV/ASV/325
PREFERRED TERM (%) N=149 N=75 N=64 N=217
ik 0 2 (2.7) 0 0
EOBTE 0 1 (1.3) 0 0
i - AEREE RS L O ST e 45 (30.2) 11 (14.7) 17 (26.6) 63 (29.0)
N 29 (19.5) 10 (13.3) 14 (21.9) 44 (20.3)
TEERL 10 ( 6.7) 3 ( 4.0) 4 (6.3) 14 ( 6.5)
e 6 (4.0) 1 (1.3 0 6 (2.8)
e 2 (1.3) 0 0 2 (0.9
itk 2 (1.3) 0 0 2 (0.9
Vol 1 (0.7 0 1 (1.6) 2 (0.9
RISV 2 (1.3) 0 0 2 (0.9
wp/2) 1 (0.7 0 1 (1.6) 2 (0.9
WS 1 (0.7 0 0 1 (0.5
Hapis 1 (0.7 0 0 1 (0.5
FifEs 1 (0.7 0 0 1 (0.5)
A T R 1 (0.7) 0 0 1 (0.5)
VIR 1 (0.7 0 0 1 (0.5)
MK LY o SREE 40 (26.8) 12 (16.0) 15 (23.4) 56 (25.8)
LAEEERYEIYE 28 (18.8) 8 (10.7) 8 (12.5) 37 (17.1)
U L BRI ME 9 ( 6.0) 3 (4.0) 4 (6.3) 14 ( 6.5)
2, 5 ( 3.4) 0 3 (4.7) 8 (3.7
ISR E 5 ( 3.4) 1 (1.3 3 (4.7) 8 (3.7
TR E 3 (2.0) 0 2 (3.1 5 (2.3)
H BRI AmE 2 (1.3 0 0 2 (0.9
BRI A PR 1 (0.7 0 0 1 (0.5
BRI 0 0 0 1 (0.5
FHIERBE 1 (0.7) 0 0 1 (0.5)
A HPERVENYE 1 (0.7 0 0 1 (0.5)
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Hepatitis C
beclabuvir

NATIVE AND IEN

IFN EXPERTENCED EXPERIENCED
NAIVE GT-1B GT-1B GT-1a,-1B
SYSTEM ORGAN CLASS (%) DCV/ASV/325 DCV/ASV DCV/ASV/325 DCV/ASV/325
PREFERRED TERM (%) N=149 N=75 N=64 N=217
RefEids OV R 23 (15.4) 12 (16.0) 17 (26.6) 41 (18.9)
7 5 P 7 ( 4.7) 2 (2.7) 7 (10.9) 14 ( 6.5)
565 7 ( 4.7) 6 ( 8.0) 4 (6.3) 11 ( 5.1)
155 3 (2.0) 1 (1.3 2 (3.1) 5 (2.3)
SIBE 2 (1.3) 0 1 (1.6) 3 (1.4)
LI 2 (1.3) 0 1 (1.6) 3 (1.4)
T 0 0 2 (3.1) 2 (0.9
BRRAS 1 (0.7 0 1 (1.6) 2 (0.9
¥ 1 (0.7 0 0 1 (0.5
M ESE 0 0 1 (1.6 1 ( 0.5)
R S s 0 0 0 1 (0.5
R e 1 (0.7 0 0 1 (0.5
MRS 0 0 1 (1.6) 1 (0.5
Az 0 0 1 (1.6) 1 (0.5
Eocr S 1 (0.7 0 0 1 (0.5
RS 0 1 (1.3 0 0
SyERERE A 0 1 (1.3 0 0
R 0 1 (1.3 0 0
SRS 0 1 (1.3) 0 0
FEEEREE 0 1 (1.3 0 0
JEULESS T OV B 24 (16.1) 23 (30.7) 16 (25.0) 40 (18.4)
BHGESS 11 ( 7.4) 15 (20.0) 10 (15.6) 21 ( 9.7)
MEEEZS 2 (1.3) 1 (1.3 2 (3.1) 4 (1.8)
=D 3 (2.0) 2 (2.7) 0 3 (1.4)
AR 0 0 3 (4.7) 3 (1.4)
s 2 (1.3 1 (1.3 0 2 (0.9
Skl 1 (0.7 0 1 (1.6) 2 (0.9
HJE S 2 (1.3) 2 (2.7) 0 2 (0.9
R PR 2 (1.3) 0 0 2 (0.9
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Hepatitis C
beclabuvir

NATIVE AND IEN

IFN EXPERIENCED EXPERTENCED
NATVE GT-1B GT-1B GT-1A,-1B
SYSTEM ORGAN CLASS (%) DCV/ASV/325 DCV/ASV DCV/ASV/325 DCV/ASV/325
PREFERRED TERM (%) N=149 N=75 N=64 N=217
S 1 (0.7 0 0 1 (0.5)
s 1 (0.7) 1 (1.3) 0 1 (0.5)
N PR 1 (0.7) 1 (1.3) 0 1 (0.5)
TFZS 0 0 1 (1.6) 1 (0.5
TS 1 (0.7) 0 0 1 (0.5
e 1 (0.7 0 0 1 ( 0.5)
AR PSR 0 1 (1.3) 0 0
HRREE 0 1 (1.3 0 0
SLE 0 1 (1.3) 0 0
s 0 1 (1.3) 0 0
FFAE R AR 24 (16.1) 8 (10.7) 10 (15.6) 35 (16.1)
EE U LE L ME 22 (14.8) 5 (6.7) 9 (14.1) 32 (14.7)
fgEEE 4 (2.7) 1 (1.3) 1 (1.6 6 (2.8)
s 3 (2.0 0 1 (1.6 4 (1.8)
A 0 1 (1.3) 2 (3.1) 2 (0.9
gk 0 0 1 (1.6 1 (0.5)
e 0 1 (1.3) 0 0
RZER Y —7 0 1 (1.3) 0 0
R 17 (11.4) 8 (10.7) 11 (17.2) 29 (13.4)
BIEN 13 ( 8.7) 7 ( 9.3) 10 (15.6) 24 (11.1)
b RoORE 2 (1.3) 0 0 2 (0.9
(R 1 (0.7) 1 (1.3) 1 (1.6) 2 (0.9
HEED E 1 (0.7 1 (1.3) 0 1 ( 0.5)
ESDRERIEIN 0 0 1 (1.6) 1 ( 0.5)
FrEEE 0 0 1 (1.6) 1 ( 0.5)
AR 0 1 (1.3) 0 0
R KOs Ok 20 (13.4) 13 (17.3) 5 (7.8) 25 (11.5)
Wi 7 (4.7 2 (2.7) 2 (3.1) 9 (4.1)
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NATIVE AND IEN

IFN EXPERIENCED EXPERTENCED
NATVE GT-1B GT-1B GT-1A,-1B
SYSTEM ORGAN CLASS (%) DCV/ASV/325 DCV/ASV DCV/ASV/325 DCV/ASV/325
PREFERRED TERM (%) N=149 N=75 N=64 N=217
AR 4 (2.7 1 (1.3) 3 (4.7 7 ( 3.2)
FLaieea 3 (2.0 4 (5.3) 1 (1.6 4 (1.8)
DU 2 (1.3) 2 (2.7) 1 (1.6) 3 (1.4)
fimie 1 (0.7) 2 (2.7 0 1 (0.5)
VAL 1 (0.7 0 0 1 (0.5
A EHTR 1 (0.7 0 0 1 ( 0.5)
e RS 1 (0.7) 1 (1.3 0 1 (0.5)
R 1 (0.7 0 0 1 (0.5
I EBAFE 1 (0.7 0 0 1 (0.5)
SRR 1 (0.7 0 0 1 (0.5
I HERE 0 1 (1.3 0 0
s 0 1 (1.3) 0 0
[ TS 0 1 (1.3) 0 0
Rt L O%edbiE 10 (6.7) 2 (2.7 6 (9.4) v 7.9
BAEOR 9 (6.0) 2 (2.7) 5 (7.8) 14 ( 6.5)
ik 1 (0.7 0 0 1 (0.5)
ARHIAEAE 0 0 1 (1.6) 1 (0.5)
PR, RS L ONERRE = 8 ( 5.4) 6 ( 8.0) 7 (10.9) 15 ( 6.9)
Sk 1 (0.7 1 (1.3) 3 (4.7 4 (1.8)
e 2 (1.3 3 (4.0 2 (3.1) 4 (1.8)
7S 3 (2.0 0 0 3 (1.4)
(W)L FERN R 1 (0.7) 0 0 1 ( 0.5)
MEEEAT BT 1 (0.7 0 0 1 (0.5)
MEEEZE 1 (0.7 0 0 1 (0.5)
i 0 0 1 (1.6) 1 (0.5
JRRAEIS 0 0 1 (1.6) 1 ( 0.5)
TRk 0 1 (1.3 0 0
bk 0 1 (1.3 0 0
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NATIVE AND IEN

IFN EXPERIENCED EXPERTENCED
NATVE GT-1B GT-1B GT-1A,-1B
SYSTEM ORGAN CILASS (%) DCV/ASV/325 DCV/ASV DCV/ASV/325 DCV/ASV/325
PREFERRED TERM (%) N=149 N=75 N=64 N=217
5, R LOWYE S OHE 7 (4.7 2 (2.7 3 (4.7 10 ( 4.6)
R EE; 3 (2.0) 0 2 (3.1) 5 (2.3)
B 1 (0.7 0 0 1 (0.5
i B 1 (0.7 0 0 1 (0.5)
BT 1 (0.7 0 0 1 (0.5
i 1 (0.7 0 0 1 (0.5
Po—r 0 0 1 (1.6) 1 (0.5
AR 0 1 (1.3 0 0
TG 0 1 (1.3) 0 0
= 3 (2.0 2 (2.7) 4 (6.3) 7 ( 3.2)
AHRSE 2 (1.3) 1 (1.3 2 (3.1) 4 (1.8)
o=y 0 0 1 (1.6) 1 (0.5)
3 1 (0.7) 1 (1.3) 0 1 (0.5
ROy 0 0 1 (1.6 1 (0.5)
b L OskgmeEE 4 (2.7 2 (2.7) 1 (1.6 5 (2.3)
[EIREROEIR 2 (1.3 1 (1.3) 0 2 (0.9
VT 0 0 1 (1.6) 1 (0.5)
ZEREHE 1 (0.7 0 0 1 (0.5
SENTMHEHAED F U 1 (0.7 0 0 1 (0.5)
S 0 1 (1.3 0 0
e 2 (1.3) 2 (2.7) 3 (4.7 5 (2.3)
7 LIV IR 1 (0.7 0 1 (1.6 2 (0.9
{[EES 0 1 (1.3) 1 (1.6) 1 (0.5
ARG 0 0 1 (1.6) 1 (0.5)
i FHAEAE) 1 (0.7 0 0 1 (0.5
ARt 0 1 (1.3) 0 0
% 9 FERE 0 1 (1.3) 0 0
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NATIVE AND IEN

TIFN EXPERIENCED EXPERTENCED
NAIVE GT-1B GT-1B GT-1A,-1B
SYSTEM ORGAN CIASS (%) DCV/ASV/325 DCV/ASV DCV/ASV/325 DCV/ASV/325
PREFERRED TERM (%) N=149 N=75 N=64 N=217
B L ORISR 3 (2.0) 0 1 (1.6 4 (1.8)
BT 2 (1.3 0 0 2 (0.9
PEPRIAEE 0 0 1 (1.6 1 (0.5)
=1 1 (0.7) 0 0 1 ( 0.5)
AP 2 (1.3) 2 (2.7 2 (3.1) 4 (1.8)
i F 0 1 (1.3) 2 (3.1) 2 (0.9
1FTH 1 (0.7) 0 0 1 ( 0.5)
1K)+ 1 (0.7) 0 0 1 (0.5)
AR 0 1 (1.3 0 0
D 1 (0.7) 1 (1.3) 1 (1.6 2 (0.9
L) 1 (0.7) 0 0 1 ( 0.5)
HhiE 0 0 1 (1.6 1 ( 0.5)
ARSI, 0 1 (1.3) 0 0
AR LU E 1 (0.7 1 (1.3 0 2 (0.9
=znalliil 1 (0.7 0 0 1 (0.5)
PRAHIER: 0 0 0 1 ( 0.5)
ARy 0 1 (1.3) 0 0
A 0 1 (1.6) 1 (0.5
s T L v — 0 0 1 (1.6 1 ( 0.5)
B EER KUSHIRHORAY @laks o) —7% 0 1 (1.3 0 0
AN
&10)
AR 0 1 (1.3) 0 0
MedDRA Version: 17.1
Program Source: s:\rho\bms\hcv daa\studies\ai443117\tables\rt-ae-14-v0l.sas 11MAY2015 10:09
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BMS-790052/BMS-650032/BMS-791325 beclabuvir
APPENDIX 2 BRERGTIIROONTERRELEEOH 2T X TOREEESR (A1443117 RBR, 1RREEREH)
NATVE AND IEN
TEN EXPERTENCED EXPERTENCED
NATIVE GI-1B GT-1B GT-1A,-1B
SYSTEM ORGAN CILASS (%) DCV/ASV/325 DCV/ASV DCV/ASV/325 DCV/ASV/325
PREFERRED TERM (%) N=149 N=75 N=64 N=217
TOTAL SUBJECTS WITH AN EVENT 84 (56.4) 39 (52.0) 37 (57.8) 123 (56.7)
BT 46 (30.9) 24 (32.0) 17 (26.6) 65 (30.0)
TI=T ) NTUAT =T — PRI 40 (26.8) 19 (25.3) 8 (12.5) 50 (23.0)
TANGXEANET X ) N T AT = F—BHIN 33 (22.1) 18 (24.0) 8 (12.5) 42 (19.4)
V= NE I T AT = F5— BN 5 ( 3.4) 2 (2.7 1 (1.6) 6 (2.8
M7 L7 3 b 5 ( 3.4) 0 0 5 (2.3)
M7 L7 =90 3 (2.0 0 2 (3.1 5 (2.3)
C—FOSMEE (e 4 (2.7) 0 1 (1.6) 5 (2.3)
A7 /VAh U RAT 7 24— 2 (1.3) 2 (2.7 2 (3.1 4 (1.8)
iR 3 (2.0) 0 1 (1.6 4 (1.8)
U o S—PHAN 1 (0.7) 4 (5.3 2 (3.1) 3 (1.4)
ey s> 0 0 2 (3.1) 2 (0.9
AR NEAEVZ 1 2 (1.3) 1 (1.3) 0 2 (0.9
A ey L e RN 1 (0.7 0 0 1 (0.5
MHFEEA B Y L E N 1 (0.7 0 0 1 (0.5
LRV 2\ 1 (0.7 0 0 1 (0.5
=) e 25 5 —PiEr 1 (0.7) 0 0 1 (0.5)
L7 L7 AR AR —E RN 1 (0.7) 0 0 1 (0.5
i U ™ A 1 (0.7) 0 0 1 (0.5)
RIS L 0 0 1 (1.6) 1 (0.5)
M= AT m— LN 0 1 (1.3) 0 0
1 L SRR N 0 1(1.3) 0 0
A7 U o LN 0 1 (1.3 0 0
Mg LY o STk 38 (25.5) 10 (13.3) 13 (20.3) 52 (24.0)
IR Y 28 (18.8) 8 (10.7) 8 (12.5) 37 (17.1)
U 2 BRBE 8 ( 5.4) (1.3) 4 (6.3 13 ( 6.0)
I/ RIRE 4 (2.7) (1.3) 2 (3.1) 6 (2.8)

278



Hepatitis C
beclabuvir

GT-12,-1B
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N=217

NATIVE AND IEN
EXPERIENCED

GT-1B
DCV/ASV/325
N=64

IEN EXPERTENCED

=75

DCV/ASV

NATVE GT-1B

DCV/ASV/325

N=149

RERODE &

BMS-790052/BMS-650032/BMS-791325
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SYSTEM ORGAN CLASS (%)
PREFERRED TERM (%)
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NATIVE AND IEN

IFN EXPERIENCED EXPERTENCED
NATVE GT-1B GT-1B GT-1A,-1B
SYSTEM ORGAN CLASS (%) DCV/ASV/325 DCV/ASV DCV/ASV/325 DCV/ASV/325
PREFERRED TERM (%) N=149 N=75 N=64 N=217
77 ZPEANZS 0 1 (1.3) 0 0
Bl=T 0 1 (1.3) 0 0
ZEALME AR 0 1(1.3) 0 0
ik 0 1 (1.3) 0 0
e R 23 (15.4) 7 ( 9.3) 10 (15.6) 34 (15.7)
EEYLE L E 22 (14.8) 5 (6.7) 9 (14.1) 32 (14.7)
[ 3 (2.0) 1 (1.3 1 (1.6) 5 (2.3)
fEgEss 3 (2.0) 0 1 (1.6) 4 (1.8)
HAE 0 1 (1.3 1 (1.6) 1 (0.5
JHFER 0 0 1 (1.6) 1 (0.5)
RefEds L OV R 17 (11.4) 5 ( 6.7) 12 (18.8) 29 (13.4)
7 5 A 6 (4.0) 2 (2.7) 5 (7.8) 11 ( 5.1)
S5 6 (4.0) 3 (4.0) 4 (6.3) 10 ( 4.6)
LIGRTEE 2 (1.3) 0 1 (1.6) 3 (1.4)
125 2 (1.3) 0 0 2 (0.9
SIBE 1 (0.7 0 1 (1.6 2 (0.9
R 1 (0.7 0 0 1 (0.5)
SN 0 0 1 (1.6) 1 (0.5)
MRS 0 0 1 (1.6) 1 (0.5)
FERE R 0 0 1 (1.6 1 (0.5
E 1 (0.7 0 0 1 (0.5
SYERRRZ % 0 1 (1.3) 0 0
P S ATES 9 ( 6.0) 6 ( 8.0) 8 (12.5) 18 ( 8.3)
GE 9 ( 6.0) 5 (6.7) 7 (10.9) 17 ( 7.8)
AAED FN 0 0 1 (1.6) 1 (0.5
FE 0 0 1 (1.6) 1 (0.5
{EIR 0 0 1 (1.6) 1 (0.5
FFEMEDF 0 1 (1.3 0 0
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NATIVE AND IEN

IFN EXPERIENCED EXPERTENCED
NATVE GT-1B GT-1B GT-1A,-1B
SYSTEM ORGAN CLASS (%) DCV/ASV/325 DCV/ASV DCV/ASV/325 DCV/ASV/325
PREFERRED TERM (%) N=149 N=75 N=64 N=217
PR L OvgEE 8 ( 5.4) 2 (2.7) 5 (7.8) 13 ( 6.0)
B2/ 5 BIES 8 ( 5.4) 2 (2.7) 4 (6.3) 12 ( 5.5)
ARHARAE 0 0 1 (1.6 1 (0.5
R L OSSOk 8 (5.4) 1 (1.3 3 (4.7 11 ( 5.1)
REgi 4 (2.7 0 3 (4.7) 7 ( 3.2)
PR 4 (2.7 0 1 (1.6) 5 (2.3)
KT 1 (0.7) 0 0 1 (0.5
DURESRE 0 1 (1.3 0 0
RYYER X O HYE 3 (2.0) 1 (1.3) 1 (1.0) 4 (1.8)
MEBEZS 1 (0.7 0 1 (1.6) 2 (0.9
HEA LA 1 (0.7) 0 0 1 (0.5)
NIGEDS 0 0 1 (1.6) 1 (0.5
R 1 (0.7) 0 0 1 (0.5)
BFRGESS 0 1 (1.3) 0 0
FE R 1 (0.7 0 3 (4.7 4 (1.8)
AHRSE 1 (0.7) 0 1 (1.6) 2 (0.9
Mo oKGy 0 0 1 (1.6) 1 (0.5)
RO ZSAE 0 0 1 (1.6 1 (0.5)
FEeR, BERES K ONERERE 4 (2.7) 0 0 4 (1.8)
fzk 2 (1.3) 0 0 2 (0.9
1 ZAREE A 1 (0.7) 0 0 1 (0.5)
EBEATEE 1 (0.7 0 0 1 (0.5)
N[ 0 (1.6) ( 0.5)
FiE 0 0 1 (1.6) 1 (0.5
Fis JOSkKigkEE 0 1 (1.3) 1 (1.6 1 (0.5)
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NATIVE AND IEN

IEN EXPERTENCED EXPERIENCED
NATVE GT-1B GI-1B GI-1A,-1B
SYSTEM ORGAN CLASS (%) DCV/ASV/325 DCV/ASV DCV/ASV/325 DCV/ASV/325
PREFERRED TERM (%) N=149 N=75 N=64 N=217
R 0 0 1 (1.6) 1 (0.5
B 0 1 (1.3 0 0
R 1 (0.7 0 0 1 (0.5
SRR UNERELY)] 1 (0.7 0 0 1 (0.5
Ml 1 (0.7 0 0 1 (0.5)
{fiNiilAR 1 (0.7 0 0 1 (0.5
MedDRA Version: 17.1
Program Source: s:\rho\bms\hcv daa\studies\ai443117\tables\rt-ae-rel-v0l.sas 11MAY2015 10:10
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APPENDIX 3 FREREDICEERAEERTRE LU-HBRE DM

Subject Identifier: A1443117-1-158
Protocol: AI443117

Event: lH/E #5417 (SEVERE / GRADE III INTENSITY, NOT RELATED RELATIONSHIP, DAY 14)

*OTHER SIGNIFICANT MEDICAL EVENT* TBILI GRADE 3 OR 4: GRADE 3 DAY(14) to DAY(15) GRADE
4 DAY(15) to DAY(16) GRADE 3 DAY(16) to DAY(20)

Reason(s) for Narrative: [ ]Death
(check all that apply) [X] SAE (regardless of relationship to treatment)
[X] AE leading to discontinuation (regardless of relationship to treatment)

[X] Other significant medical event

Study Medication/Dose: Double-blind DCV 60 mg tablet QD/ASV 100 mg capsule BID for 24 weeks; and
DCV/ASV/BCV FDC placebo tablet BID for 12 weeks

Treatment Group: Naive GT-1B DCV/ASV

Age: 77 YEARS Gender: FEMALE Race: JAPANESE Ethnicity: JAPANESE

Disease History: CHRONIC HEPATITIS C VIRUS, GENOTYPE : 1B CIRRHOSIS: Yes

General Medical History: CARDIOVASCULAR: HYPERTENSION; GASTROINTESTINAL: CHRONIC
GASTROENTERITIS, ILEUS OF SIGMOID COLON (SUGERY); HEPATOBILIARY: ANENOMYOMATOSIS
OF THE GALLBLADDER, GALLBLADDER STONE, INTRADUCTAL PAPILLARY MUCINOUS
NEOPLASM; MUSCULOSKELETAL: OSTEOPOROSIS; PSYCHIATRIC: ANXIETY NEUROSIS, INSOMNIA;
ALCOHOL USE: 500ML BEER PER DAY FROM 20YEARS OLD TO 30YEARS OLD.

Prior and Concomitant Medication(s): PROBIOTIC; TRIAZOLAM; AMLODIPINE; ETIZOLAM,;
CARBAZOCHROME; ELECTROLYTE SOLUTION; LOXOPROFEN; NAFAMOSTAT; TRANEXAMIC ACID;
FAMOTIDINE; GLUCOSE; CEFTRIAXONE; PARENTERAL NUTRITION; RABEPRAZOLE;
LEVOFLOXACIN

ERRRBEE .

PR Al443117-1-158 1L 7T i D LMET, A ZED = 7 Z A 7 1b O CRUBMITREH CRIGHE
Bl) Thoto, BETDHIREL LT, BIEEEE, SIKEBA Lo A, IBERMHE, IREka, KENIL
SECRERMENES e OV b 2 — LAB L (20~30 %2 1 H E—/L 500 mL) 2 ->7-, X—AZF A > (Dayl)
DEFFEMEME X HCV RNA 9610221 TU/mML, 77 =73 /) hJ 2 A7 =7 —F¥ (ALT) 50 U/L (Grade
1, FEYEfH : NA~30U/L) . TANXTGXUET I ) v 72 A7 27— (AST) 55U/L (Grade 1, ¥
fll : NA~30U/L) | y-ZVZIN BT A7 27— (GGT) 34 U/L (GEHEE : NA~S0U/L) . ALY
JVE YV 13.7 pmol/L (FEVEfE : NA~20.5 pmol/L) . E#2E U /LB 3.4 umol/L (FEHEfE : NA~
5.1 umol/L) | [EBMEHE LI (INR) 1.22 (GEYE(H : NA~1.15) KOT V7 22 39 /L (FEYE(E : 40~
52g/L) Thotz, £z, TAAVKRAT 7 X —BDRX—RT A 1T 162 UL (FEHEE : NA~
338U/L) T, X—RAT7A U KORBHEZ B L TER CThHoT,
Day 1. #5r&134 7 722/ (DCV) 60mgéE 1 H 1[0/7 AF 7L /L (ASV) 100mg 7 7 &/ 1 H
2 [A] &% TN DCV/ASV/beclabuvir (BCV) 7' Z&AREE 1 B 2O 5 2BiMG L7,
Day 12, Grade 1 ®FE (fKiE 37°C) 2338 HL L7 ', Day 13, Grade 1 ®FFA R L=, [FH

(Day 13) . FEEK OWEIR OELIIN A LTRHEE L=,
Day 14, #¢ERE VIR (R 37.9°C) K OWERZFF <. KpiL7z !, FWH (Day14) . fRE U LE RN
88.9 umol/L (Grade 3) (ZHEAN L7-, MEHHEESIMAOR R, 123 mm OB AIZ L HHAZEOIZ),
AR, RREEE K OWFANARE OFLsR, AR NCIREER Y — 7 N@Bo sz, [FH (Day14) | #%
BRF I XEE A EFLO Grade 3 OIRERSA LZW S, ABEL72 !, [MH (Day 14) | WHSIAIFRILE
FEAA bR E L OB RO Tz, [WH (Day14) . BANY 7o s ERERK,
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FTT7rEAZ Yy b, vX YT T 2 RN TR ABAEG S, B U TRV IERO%
T, INaAa—AKRONT 7 BT VAL DIBEDRB SN, HESAOEROT-OIRBREK G131k &
. DCV/ASV O FEFHE K X DCV/ASV/BCV O 77 &R Dk 5-HiL Day 13 Th 7=, [FH

(Day 14) . ALT (113 U/L. Grade2) . AST (144 U/L, Grade2) . GGT (132 U/L, Grade2) . EHfbE
Uey (58.1 pmol/L) K TONINR (1.23) OMEMWTRIZT VT I (B6g/L) DOEADMRIRD LT,

Day 15, #RE U /L E L R OESZE VL EAIEICZNZIL 106 pmol/L (Grade 4) M TF 68.4 pmol/L (4N
L7z, 1BBRBTIEANE X Grade 3 D U W/ EKIBAME (U 07 EREEEE 0.031, HEYE(E : 0.26~0.46) A IFEE
DOFEHLE L THRE L7z, WH (Day15) . ALT (74 U/L, Grade 1) . AST (65U/L, Gradel) . GGT
(107U/L, Gradel) XO7 /7 I (31g/L) (T L, INR (1.46) (ML, FH (Day15) &7
RTFZ—=NVOEENRBEE, FH Dayl15) £TZNVa—ARO0T7 7EF V0 ORG3k S
776

Day 16, #8E U L E U R ONEHEE UL E EZEEI 83.8 umol/L (Grade 3) K T 56.4 umol/L I/ L
7zo [AIH (Day16) . ALTI(X®IZ 57 U/L (Grade 1) T4 L, ASTIE47U/L (Grade1) ~, GGT X
104 U/L (ZH Uiz, 1GBREATEAT%EE Grade 4 D1 Y 298 (0.58 umol/L, JEYE(E : 0.81~

142 pmol/L) ZIFEEOFL L LTl Lz, WH (Dayl6) IZLART7 ¥4 05030 I .,
M H (Dayl6) £TEZ FU 7%V ROIERAREIC L DIRBEP ST,

Day 20, fAE U /L E L R ONEEEE Y L E ALZEEN 23.9 umol/L (Grade 1) KT 13.7 pmol/L 12384 L
7z, [FH (Day20) . GGT (X84 U/L (Grade1) (Z# L7z, MV 4 (1.00 pmol/L) M TFY 2/ EK
WIE (U 2 /RBREER 0.311) OFEST Day 20 ([Z[Al1E Lz s i Sz, 777 Y — o503

Day 20 £ T, LARZ X% O 5T Day 21 £ Tkt S 417z, Day 21, #BRFILEBL L

Day 43, AU L E (X 17.1 umol/L Toh o7z, [AH (Day43) . HERAOFEGILEIE L,

PeBRA 1T SVR 12 &5k L7,

BRT —Z =2k % & IRBREMEEMEL, FEE IR & O RO O FRITIRBRHER 5 & B2
L& L7,

CIOMS 7> 6 OBNE R
IRBRE AT = RS O K EBIR ORI MILE R A TSR T CORBRIER G LB L1,
BMS DR REROFEAM : MALERS A IXE R T CORBRIER G LB L !

Al443117-1-158 Labs in SI Units

LFT

ALP AST GGT TBILI DBILI ALT
Units U/L U/L U/L umol/L umol/L U/L
Range -338 -30 -50 -20.5 -5.1 -30
Day-37 181 48 20 10.3 3.4 42
Dayl 162 55 34 13.7 3.4 50
Day8 141 58 28 222 6.8 37
Dayl14 314,270 144,92, 92, 132, 110, 85.5, 88.9, 51.3,58.1 113,87, 87,

144 110, 132 88.9, 85.5 113

Day15 248 65, 65 107, 107 106, 106 68.4 74, 74
Day16 241 47,47 104, 104 83.8, 83.8 56.4 57,57
Day20 212 23,23 84, 84 23.9,23.9 13.7 22,22
Day43 162 28, 28 35,35 17.1,17.1 6.8 18, 18
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Coagulation

INR
Units fraction
Range -1.15
Day-37 1.16
Dayl1 1.22
Day8 1.17
Dayl4 1.23
Dayl15 1.46
Day16 1.28
Day20 1.28
Day43 1.21
Blood chemistry

ALB
Units g/L
Range 40 - 52
Day-37 41
Day1 39
Day8 41
Dayl14 36
Day15 31
Dayl6 31
Day20 30
Day43 38
CBC

PMNB PLAT WBC HCT HB LYMPH EOS
Units fraction x10*¥9c/L  x10*9c/L  vol g/L fraction fraction
Range 4-.69 138 - 309 3-7.8 321 -.427 106 - 144 .26 - 46 0-.05
Day-37 .68 97 32 347 122 23 .02
Day1 .56 102 3.3 352 123 34 .04
Day8 .6 140 4.1 346 124 .33 0
Dayl4 9 101, 82 8.5,9.9, 323, .292 115,104 .06 0
99,85
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Dayl5 921 100 9.6,9.6 313 110 .031 .001
Day16 .826 112 5.6,5.6 322 116 .107 .004
Day20 .592 117 33,33 307 108 311 .006
Day43 .63 111 33,33 348 118 32 .01
Al443117-1-158 Labs in US Units
LFT

ALP AST GGT TBILI DBILI ALT
Units U/L U/L U/L mg/dL mg/dL U/L
Range -338 -30 -50 -12 -3 -30
Day-37 181 48 20 .6 2 42
Dayl1 162 55 34 .8 2 50
Day8 141 58 28 1.3 A4 37
Dayl14 314,270 144,92, 92, 132, 110, 5,52,52,5 3,34 113, 87, 87,

144 110, 132 113
Day15 248 65, 65 107, 107 6.2,6.2 4 74,74
Day16 241 47,47 104, 104 49,49 3.3 57,57
Day20 212 23,23 84, 84 14,14 .8 22,22
Day43 162 28, 28 35,35 1,1 A4 18, 18
Coagulation
INR
Units fraction
Range -1.15
Day-37 1.16
Dayl 1.22
Day8 1.17
Day14 1.23
Day15 1.46
Day16 1.28
Day20 1.28
Day43 1.21
Blood chemistry
ALB

Units g/dL
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Range 4-52
Day-37 4.1
Dayl 3.9
Day8 4.1
Dayl4 3.6
Dayl15 3.1
Day16 3.1
Day20 3
Day43 3.8
CBC

PMNB PLAT WBC HCT HB LYMPH EOS
Units % x10*9 ¢/L x10*3clul % g/dL % %
Range 40 - 69 138 - 309 3-7.8 32.1-427 10.6-144 26-46 0-5
Day-37 68 97 32 34.7 12.2 23 2
Day1 56 102 33 352 12.3 34 4
Day8 60 140 4.1 34.6 12.4 33 0
Day14 90 101, 82 8.5,9.9, 32.3,29.2 11.5,104 6 0

99,85

Day15 92.1 100 9.6,9.6 31.3 11 3.1 1
Day16 82.6 112 5.6,5.6 322 11.6 10.7 4
Day20 59.2 117 33,33 30.7 10.8 31.1 .6
Day43 63 111 33,33 34.8 11.8 32 1
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Subject Identifier: A1443117-1-194
Protocol: AI443117

Event:JH3E[% % (MILD / GRADE I INTENSITY, RELATED RELATIONSHIP, DAY 13); & £ VU /L & > fLfE
(SEVERE / GRADE III INTENSITY, RELATED RELATIONSHIP, DAY 13); [EBA% % LL HE I (MILD / GRADE
I INTENSITY, RELATED RELATIONSHIP, DAY 13); #4 (SEVERE / GRADE III INTENSITY, RELATED
RELATIONSHIP, DAY 13); IF/EiX (MILD / GRADE I INTENSITY, RELATED RELATIONSHIP, DAY 15)

*OTHER SIGNIFICANT MEDICAL EVENT* TBILI GRADE 3 OR 4: GRADE 3 DAY(15) to DAY(18)

Reason(s) for Narrative: [ ]Death
(check all that apply) [X] SAE (regardless of relationship to treatment)
[X] AE leading to discontinuation (regardless of relationship to treatment)

[X] Other significant medical event

Study Medication/Dose: Open-label DCV 30 mg/ASV 200 mg/BCV 75 mg FDC tablet BID for 12 weeks

Treatment Group: EXPR Open-label GT-1A/1B
DCV/ASV/325

Age: 64 YEARS Gender: MALE Race: JAPANESE Ethnicity: JAPANESE

Disease History: CHRONIC HEPATITIS C VIRUS, GENOTYPE : 1B CIRRHOSIS: No, IFN EXPERIENCED:
YES (Relapser)

General Medical History: RESPIRATORY: EMPHYSEMA; GASTROINTESTINAL: DUODENAL ULCER;
NEUROLOGIC: PERIPHERAL NERVE DISORDER; PSYCHIATRIC: INSOMNIA; ALCOHOL USE: 500ML
BEER PER WEEK FROM 20 YEARS OLD TO 58 YEARS OLD; TOBACCO USE: 15 CIGARETTES PER DAY
FROM 20 YEARS OLD TO 30 YEARS OLD

Prior and Concomitant Medication(s): INTERFERON ALFA 2B; RIBAVIRIN; ROXATIDINE;
CYANOCOBALAMIN; CLONAZEPAM; BROTIZOLAM; ACETYLSALICYLIC ACID; LOXOPROFEN,;
CEFTRIAXONE; PARENTERAL NUTRITION; ZOLPIDEM

ERPREE .

BB Al443117-1-194 13 641D BT, Y=/ XA 7 1b D CHUBMEFREBE TH o7, AL

L AVE—=Txza NREOFREIThH -7, BET 2L LT, +ZfHBPag. 2 2fiH (20~

305%IC 1 B 15AK) RO L a—/L4BE (20~58 %2 500 mL) 3d -7z, X—AF A (Dayl) DO

PR O#E 13 HCV RNA 2811453 TU/mL. # & U /L E > 10.3 pmol/L (FEYEfE : NA~20.5 pmol/L) . [E

BErVULEey 1.7 umol/L (GEYE(E : NA~S51umol/L) . 79=73 /) T A7 27 —F (ALT)

44 U/L (Grade 1, H¥EfE : NA~30U/L) . TARTIXU@ET I/ hT7 2727 —+F (AST) 39 U/L
(Grade 1, JE¥EfH : NA~30U/L) | y-ZAHF IV KR T A7 2T —F (GGT) 27 U/L (FEYEE : NA~

50U/L) . [ERSEEHE(LEE (INR) 1.14 (EYEE : NA~1.15) MONT L7 2 v 45 g/ (JEYE(E @ 40~

52¢g/L) Thoi,

Day 1, #B&134 27 7% 2L (DCV) 30mg/7 A+ 7L /L (ASV) 200 mg/beclabuvir (BCV) 75 mg
FLA#E 1 H 2B OIEEMR T TORE 254G LT,

Day 9. HEHEDHEFLD Grade 3 DFEANFEH L1, [WH (Day9) . 7EFAVY FABEEKOR XY
Tu 7= ORGERRRG ST,

Day 13, AiE EH (39.9°C) D7 #BE 1Tk L= 2, FH (Day 13) OEEBREORKERITHRE Y LE
> 257 umol/L (Grade 1) . [E#E VU /LE > 12 umol/L., GGT 113 U/L (Grade 1) . C-RHMEEE (CRP)
52mg/L (“R—A T A Ml : NA, FE¥EE : 0~3mg/L) . 7L 7F =299 umol/L (\—RAF A A :

72 umol/L, JEYEfH : 0~88 umol/L) . INR 1.6 LTV »F&HE 0.61 mmol/L [-X— A Z A i (Day -28)

1.2 mmol/L, Y : 0.81~1.42 mmol/L] Th -7z, [FIH (Day13) . MiEHFEORHRIIEETHY . &
AR B I R A CI AL FE DR S ORI DN JEFE AR JHEEE 20T CONEFEREILE 255880 B,
X R ORI RITIER Th o7, [FH (Day 13) | BB TLEAMSIE Grade 1 DI 27 L7 F =8
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J2 (N Grade 3 DIV gV A IEEOFERFRE LTHRE L, BRAZEELRAEFSZLE L THE LR,
F7=. B (Day13) I[CEHEERAEFRGO Grade | OHFEREE | Grade 3 D BV LBV MSE, Grade 1 O
INR BRI L, #BREIIABE L2 WA (Day13) . 7EF AV U FABOEGIITIEEN, BT
MU T Y o ROFERE R REEIC L DIRR D BHLA S L7z,

Day 14, 7 L7 F=HMOFEGIIEE L, 7 L7 F =103 80 umol/L & 72 ~7=, BF Y7 a7 =03
Day 14 £ T 537,

Day 15, BRERAORE R, B UL E 2 59.9 umol/L (Grade2) Toh 7=, M2 ¥ a— X KiEiHe
% (CT) OfEHR. R, IRZEREIEE, R o JREREIEIE & OV B O REK A FE O Hiv, IBFERA XA S
nixhrolz, FH (Day15) . #RFIXEE LA EFFRO Grade | OFER EZBr S 7z, FH
(Day15) . JRBREAT-EEANSET Grade 2 OAFEAERFEINGE (1.5621 x 10° ¢/L) ZIFBEEOFRE L THEL
7o

Day 16, BV 7o 7 = URHERE S, B INREN, &V Ve v ik ONLFERE D HG:
D 7= OIRERFESL 513 I S 71, DCV/ASV/BCV Bl ASE DI #&#% 5-H 1% Day 15 Th - 7=,

Day 17, U U BAOFEZRIMEE L, U ARET 0.81 mmol/L & 7257z,

Day 18, #AE U /L E (X 41 pmol/L (Grade2) ~H L7z, [FH (Dayl8) . Grade 2 O4FFRERIGINNE D
413 Grade 3 (6.0680 x 10°¢/L) 1ZHAL L7z, Day 19 £ TE 7 h U 7 &Y 2 KOHRR N 5EIC L HIEEIT
A <A77,

Day 20, %Y 707 =3 &h Sz, E ((RIR 37.6°C) K OVINR BEMNOFEG XA L7z &l S
o INRIZ 115 o,

Day 24, #E VU /L E 1274 umol/L (Grade 1) (2038 L, #RBRFE IIREE L7 2,

Day 27, R{EM 37~37.5°C2 ThH o772, vx vy 7ra 703’53,

Day 30, {KIR23 37~37.5°C? Cho72/cd, m¥ Y 7rm 7 = URFHERE I,

Day 36, @bt U/ EVIUEDOFRIIEE Lz L Hrsh, BE U L E I3 13.7 pmol/L, E#HE U LB
¥ 5.1 umol/L TH -7z,

Day 71, M S EMREOR S, HERXLK OMEEIGRIIR 6T, bR EREEENTRD b,
[ H (Day71) . NHZEFEE K OWFERKOFLILEE LT,

Day 91, AFEREREANE D FRITEE L= &t Sz (0.0424 x 10°¢/L) . {REKLOVRBRERIZBE 9 5 AL
(BN Ay A WA Aoy

WRBRA 1T SVR 12 ZFERR L 7=,

R T — 2 _R—2 (2L B L, IBBREEES L, HEEE me Ve vmiE, INREM, mhs L7
F=H, Y v AFERERIEINE ., FEEK OFIE R O FGUTIRRIER G- L B 5 ) L L
72

CIOMS 7> 5 DB INEH

TRBR AT fili 4 o0 A S BAAR O F A - AHSEBEARE . INR #00, AFIER., BEAKOEE U L E U IMAEX S 7
THAEN, T AT T LENLKOBMS-791325 L BEH D 2,

BMS D KIRBAMROFAM - AHFERENE , INR #90, FFER, HEKLKREE U AV EVIMEITY 7 T % A8
o, T AT L ENKINBMS-791325 LB S 5 0 Lit/an 2,

Al443117-1-194 Labs in SI Units

LFT

ALP AST GGT TBILI DBILI ALT
Units U/L U/L U/L umol/L umol/L U/L
Range - 338 -30 -50 -20.5 -5.1 -30
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Day-28 158 30 25 12 1.7 27
Dayl 168 39 27 10.3 1.7 44
Day8 171 23 23 12 1.7 18
Dayl3 256,271 18,17 103, 113 22.2,25.7 10.3,12 25,25
Dayl4 294 22 151 39.3 23.9 31
Dayl5 269 16 129 59.9 37.6 32
Dayl6 245,262 20, 18 91, 96 66.7, 65 41,4.1,42.8 32,33
Day17 265 18 86 58.1 37.6 28
Day18 296 20 89 41 25.7 28
Day20 256 19 74 23.9 13.7 23
Day22 252 25 67 30.8 12 27
Day24 246 27 62 27.4 12 35
Day36 216 18 35 13.7 5.1 16
Day51 171 21 24 13.7 3.4 10
Coagulation

INR
Units fraction
Range -1.15
Day-28 1.08
Dayl 1.14
Day8 1.15
Day13 1.58, 1.6
Day14 1.58
Day15 1.43
Day16 1.46, 1.47
Day17 1.4
Day18 1.33
Day20 1.15
Day?22 1.15
Day24 1.21
Day36 1.24
Day51 1.23
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Blood chemistry
ALB
Units g/L
Range 40 - 52
Day-28 45
Dayl 45
Day8 44
Day13 37,39
Dayl4 33
Dayl15 33
Dayl6 29,30
Day17 29
Dayl8 33
Day20 33
Day22 34
Day24 34
Day36 38
Day51 40
CBC
PMNB PLAT NEUT WBC HCT HB LYMPH EOS
Units fraction x10*9 fraction x10*9 vol g/L fraction fraction
c/L c/L
Range 4-.69 138 - 4-.69 3.6-9 374 - 486 126 - .26 - .46 0-.05
309 165
Day-28 .64 203 NA 6.8 422 146 .28 .04
Day1 .59 218 NA 59 41 143 31 .02
Day8 51 215 NA 6.8 4 136 37 .06
Day13 .859, .89 146, 145  .859, .65 8.3,10.2 .394, 408 136, .066, .05 .043, .02
142
Day14 .85 138 .62 11.1 393 136 .04 .08
Day15 741 139 741 12.7 383 131 .089 123
Day16 .565, .65 146, 144 .53, .565 12,10.8  .336,.339 118, 126, .09 25,2
118
Day17 .54 170 .38 13.1 334 117 .06 32
Day18 41 227 3 14.8 356 125 .1 41
Day20 .36 287 .33 13.5 335 113 .19 37
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Day22 486 351 486 11.1 345 119 24 175
Day24 .54 416 .54 9.5 355 121 256 .1
Day36 .58 268 .56 6.6 336 116 28 .09
Day51 .5 191 NA 6.3 338 116 4 .06
Day91 794 192 NA 10.6 381 130 134 .004
Al443117-1-194 Labs in US Units
LFT

ALP AST GGT TBILI DBILI ALT
Units U/L U/L U/L mg/dL mg/dL U/L
Range - 338 -30 -50 -1.2 -3 -30
Day-28 158 30 25 i .1 27
Dayl 168 39 27 .6 .1 44
Day8 171 23 23 i .1 18
Day13 256,271 18,17 103,113 13,15 .6,.7 25,25
Dayl4 294 22 151 23 1.4 31
Day15 269 16 129 3.5 2.2 32
Dayl6 245,262 18,20 96, 91 3.8,39 25,24, .24 33,32
Day17 265 18 86 3.4 2.2 28
Day18 296 20 89 24 1.5 28
Day20 256 19 74 1.4 .8 23
Day22 252 25 67 1.8 7 27
Day24 246 27 62 1.6 7 35
Day36 216 18 35 .8 3 16
Day51 171 21 24 .8 2 10
Coagulation

INR

Units fraction
Range -1.15
Day-28 1.08
Day1 1.14
Day8 1.15
Day13 1.58, 1.6
Day14 1.58
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Dayl15 1.43
Day16 1.46, 1.47
Day17 1.4
Day18 1.33
Day20 1.15
Day22 1.15
Day24 1.21
Day36 1.24
Day51 1.23
Blood chemistry
ALB
Units g/dL
Range 4-52
Day-28 4.5
Dayl1 4.5
Day8 4.4
Day13 3.7,3.9
Day14 33
Day15 33
Day16 29,3
Day17 29
Day18 33
Day20 33
Day22 34
Day24 3.4
Day36 3.8
Day51 4
CBC
PMNB PLAT NEUT WBC HCT HB LYMPH EOS
Units % x10*9c/L % x10*3 % g/dL % %
c/uL
Range 40 - 69 138-309 40-69 3.6-9 37.4 - 12.6 - 26 -46 0-5
48.6 16.5
Day-28 64 203 NA 6.8 422 14.6 28 4
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Dayl 59 218 NA 59 41 14.3 31 2
Day8 51 215 NA 6.8 40 13.6 37 6
Dayl3 85.9, 89 146, 145 85.9, 65 8.3,10.2 394, 13.6, 6.6,5 43,2
40.8 14.2
Dayl14 85 138 62 11.1 393 13.6 4 8
Dayl5 74.1 139 74.1 12.7 383 13.1 8.9 12.3
Dayl6 56.5, 65 146, 144 53,56.5 12,10.8 33.6, 11.8, 12.6,9 25,20
33.9 11.8
Dayl7 54 170 38 13.1 334 11.7 6 32
Dayl8 41 227 30 14.8 35.6 12.5 10 41
Day20 36 287 33 13.5 335 11.3 19 37
Day22 48.6 351 48.6 11.1 34.5 11.9 24 17.5
Day24 54 416 54 9.5 355 12.1 25.6 10
Day36 58 268 56 6.6 33.6 11.6 28 9
Day51 50 191 NA 6.3 33.8 11.6 40 6
Day91 79.4 192 NA 10.6 38.1 13 13.4 4
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Subject Identifier: AI443117-1-331
Protocol: AI443117

Event: 7 5%¢ (SEVERE / GRADE III INTENSITY, NOT RELATED RELATIONSHIP, DAY 62); ilil /< 4247 {6
#£ (VERY SEVERE / GRADE IV INTENSITY, NOT RELATED RELATIONSHIP, DAY 62)

Reason(s) for Narrative: [ ]Death

(check all that apply) [X] SAE (regardless of relationship to treatment)

[X] AE leading to discontinuation (regardless of relationship to treatment)
[ ] Other significant medical event

Study Medication/Dose: Double-blind DCV 60 mg tablet QD/ASV 100 mg capsule BID for 24 weeks; and
DCV/ASV/BCV FDC placebo tablet BID for 12 weeks

Treatment Group: Naive GT-1B DCV/ASV

Age: 81 YEARS Gender: FEMALE Race: JAPANESE Ethnicity: JAPANESE

Disease History: CHRONIC HEPATITIS C VIRUS, GENOTYPE : 1B CIRRHOSIS: Yes

General Medical History: HEAD, EYES, EARS, NOSE, THROAT: CONJUNCTIVITIS, RETINAL
HEMORRHAGE; CARDIOVASCULAR: CEREBRAL INFARCTION, HYPERTENSION, LEFT BUNDLE
BRANCH BLOCK, MICROVASCULAR ANGINA, MULTIFOCAL VENTRICULAR EXTRASYSTOLES;
GASTROINTESTINAL: CHRONIC GASTRITIS, COLON POLYP, GASTROESOPHAGEAL VARICES
(ENDOSCOPIC INJECTION SCLEROTHERAPY WAS PERFORMED 4 TIMES, NO HEMORRHAGE),
HYPERPLASTIC GASTRIC POLYP; HEPATOBILIARY: GALLBLADDER POLYP; MUSCULOSKELETAL.:
TENOSYNOVITIS (SURGERY), TRIGGER THUMB (TENDON SHEATH INCISION); PSYCHIATRIC:
INSOMNIA; IMMUNOLOGY/ALLERGIES: CONTRAST MEDIA ALLERGY

Prior and Concomitant Medication(s): GUAIZL/LEVOG; ASA/MGOH; BISOPROLOL; AMLOD/CANDES;
CLOTIAZEPAM; NICORANDIL; ESOMEPRAZOLE; LOMEFLOXACIN; TRANILAST; ELECTROLYTE
SOLUTION

EEPRHEE .

BERFET Al443117-1-331 1L 813k D&MET, FFEZEZED = ) XA 7 1b O CHUBMEIFRERE CRIGH

B) Thotz, BETIHEEE LT, MEZE, SilE, A7 vy 27 BN EPEROIE, SIEMLE

PEHISMIGHE . 1BYER K, MR Y — 7 BHRERIE (WHRSEREERE 4 B9 M, Mz l) | Hil

ERRERY) — 7 ROMERY —TNH . 72al U/ by Ty, vy 7aa—L, saF7y

N, T AT TV =) guaizl/levog X D=2 7 UV EHHL TV, X—=RAF A (Dayl) O

HCV RNA % 4767465 IU/mL T&H - 7=,

Day 1, #8#F 1347 7% AL (DCV) 60mg#E 1 H 1[0l/7 A F 7L EJL (ASV) 100mg # 7 &/ 1 H

2 [F] % Y DCV/ASV/beclabuvir (BCV) BEGHED 77 B AREE 1 H 2 OG5 2B L7,

Day 61, FEEEDOHEFEHEGD Grade 2 DI O Grade 2 OUREME2SFEEHL L 7=,

Day 62, #¢BRF (XM 32 3F 2 KBE L. HEERAFEFLO Grade 3 DAMFGR LB, ABELTZ 3,

FH (Day62) . DERBRAE THEIR (LHIE 40 bpm) 23580 H v, JES X SMA TOLIERARED Hh

72, Day 62, #BRFIIHEIERA HEF GO Grade 4 DI DIEGERE L 2 S, (BRI DIEAR— A A —T—

DY — RBFASNT, [FH (Day62) . BEEK (Y7 2 18R OR51PRBINZ, AAE

JEBEREDER D - OIEBR B 513 1R S, DCV/ASV D FEH K X DCV/ASV/BCV O 7 T & R D& G-

Hld Day 61 Th -7z,

Day 63, TEAREIRIL 28V VT D VNS Y VT b 3R~ E Sz, WA (Day 63) | DA%k

60 bpm (Z243% L7= 3, Day 63, ERRMRADOER, T N U 7 AFJR~<T7F K (BNP) 7% 150.4 pmol/L
(R—=Z2F A A : NA, FHEfE . 0~53 pmol/L) Th o7z,

Day 65, aVEH MK OIERASGEL 3, APEEBROFGIIEIE Lz L flrsh/, FH (Day65) T
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v am— L R OVE MR IR O 557k S A7z,

Day 70, LM 7 — 7 AR A Tl AR AEGERE K QMR R ENIRITZE 23780 B AL, Ol KA 2 A O
FER, TAAEEIEIEREM Y 326 0 (FLEA—/N— K74 7B ThoTo,

Day 76, iR SIEMEREOEIRITZE L TBY ., BIRB A SN2 hotzizd 3, DE—A A —T—D Y —
RaBRE SN,

Day 78, A EIEMEEDOFSITEE U7 &Il S, wisrE 3B Lz 3,

T R=AEHERR T, T2uP /Ty, 7aFT7ERALRR=aT VO 513k
P CThHoT,

WeBRE 1L SVR 12 Z 2R L7=,

CIOMS 7> & DB N

FERIRT — 2 X=X % &, IBBRE(TEMZE, EO, R, 20k E BRI ORI 2E RO H0 LR
Bk pe . L BE 2 L &I L7,

TRBR AT E AN SE O R ER O RN - 2 E IR L ONA AR SIEER X E R T COIRBRIEE 5 L B/ L 3,
BMS O KRR OFAM : 2k S BBk K OV SREERLE R T CORBREEE G & B L 3,

Al443117-1-331 Labs in SI Units

LFT

ALP AST GGT TBILI DBILI ALT
Units U/L U/L U/L umol/L umol/L U/L
Range - 338 -30 -50 -20.5 -5.1 -30
Day-35 270 73 20 18.8 5.1 40
Day1 265 83 31 23.9 6.8 47
Day8 274 41 30 23.9 5.1 25
Day15 271 35 28 222 6.8 23
Day?22 270 35 25 20.5 6.8 20
Day30 273 33 24 222 6.8 17
Day43 290 34 23 18.8 5.1 19
Day57 275 33 21 23.9 6.8 18
Day62 257 31 19 34.2 10.3 19
Day63 248 28 16 34.2 12 16
Day64 272,277 38,37 20, 21 25.7,27.4 6.8,6.8 20, 20
Day92 303 31 20 20.5 3.4 14
Coagulation

INR

Units fraction
Range -1.15
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Day-35 1.08
Dayl1 1.14
Day8 1.11
Dayl5 1.14
Day22 1.16
Day30 1.13
Day43 1.07
Day57 1.1
Day62 1.12
Day64 1.09
Day92 1.08
Blood chemistry
ALB
Units g/L
Range 40 -52
Day-35 40
Dayl 40
Day8 41
Dayl5 40
Day22 40
Day30 41
Day43 44
Day57 41
Day62 40
Day63 38
Day64 42,43
Day92 45
CBC
PMNB PLAT WBC HCT HB LYMPH EOS
Units fraction x10*9c¢/L  x10*9c¢/L  vol g/L fraction fraction
Range 4-.69 138-309 3-7.8 321 -.427 106 - 144 .26 - .46 0-.05
Day-35 .69 58 2.2 314 105 2 .02
Dayl 72 57 2.5 313 106 .23 .02
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Day8 .53 59 2.6 307 105 .36 .04
Day15 .62 60 29 298 102 3 .02
Day22 .57 65 2.7 .296 100 .33 .03
Day30 .61 58 2.6 301 103 31 .02
Day43 .65 69 3.4 309 105 .26 .01
Day57 .54 63 24 295 98 4 .01
Day62 .605 82 4.5 272 93 344 .004
Day63 .598 57 2.3 279 95 336 .013
Day64 .599, .61 61, 63 2.6,2.5 306, .302 101,101  .332, .31 .015, .02
Day92 .54 57 2.6 313 106 .39 .02
Al443117-1-331 Labs in US Units
LFT

ALP AST GGT TBILI DBILI ALT
Units U/L U/L U/L mg/dL mg/dL U/L
Range - 338 -30 -50 -1.2 -3 -30
Day-35 270 73 20 1.1 3 40
Day1 265 83 31 1.4 4 47
Day8 274 41 30 1.4 3 25
Day15 271 35 28 1.3 4 23
Day22 270 35 25 1.2 4 20
Day30 273 33 24 1.3 4 17
Day43 290 34 23 1.1 3 19
Day57 275 33 21 1.4 4 18
Day62 257 31 19 2 .6 19
Day63 248 28 16 2 7 16
Day64 272,277 38,37 20, 21 1.5,1.6 4, 4 20, 20
Day92 303 31 20 1.2 2 14
Coagulation

INR

Units fraction
Range -1.15
Day-35 1.08
Day1 1.14
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Day8 1.11
Dayl5 1.14
Day22 1.16
Day30 1.13
Day43 1.07
Day57 1.1
Day62 1.12
Day64 1.09
Day92 1.08
Blood chemistry
ALB
Units g/dL
Range 4-52
Day-35 4
Dayl1 4
Day8 4.1
Dayl15 4
Day22 4
Day30 4.1
Day43 4.4
Day57 4.1
Day62 4
Day63 3.8
Day64 42,43
Day92 4.5
CBC
PMNB PLAT WBC HCT HB LYMPH EOS
Units % x10*9 ¢/L x10*3 cul % g/dL % %
Range 40 - 69 138 - 309 3-7.38 32.1-427 10.6-144 26-46 0-5
Day-35 69 58 2.2 314 10.5 20 2
Dayl 72 57 2.5 313 10.6 23 2
Day8 53 59 2.6 30.7 10.5 36 4
Dayl5 62 60 2.9 29.8 10.2 30 2
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Day22 57 65 2.7 29.6 10 33 3

Day30 61 58 2.6 30.1 10.3 31 2

Day43 65 69 34 30.9 10.5 26 1

Day57 54 63 24 29.5 9.8 40 1

Day62 60.5 82 4.5 27.2 9.3 344 4

Day63 59.8 57 23 279 9.5 33.6 1.3

Day64 59.9, 61 61,63 2.6,2.5 30.6,30.2 10.1, 10.1 33.2,31 1.5,2
Day92 54 57 2.6 313 10.6 39 2
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Subject Identifier: AI443117-16-159
Protocol: AI443117

Event: & &% % (MODERATE / GRADE II INTENSITY, NOT RELATED RELATIONSHIP, DAY 61)

Reason(s) for Narrative: [ ]Death

(check all that apply) [X] SAE (regardless of relationship to treatment)

[ ]AE leading to discontinuation (regardless of relationship to treatment)

[ ] Other significant medical event

Study Medication/Dose: Double-blind DCV 30 mg/ASV 200 mg/BCV 75 mg FDC tablet BID for 12 weeks; and
DCYV placebo tablet QD with ASV placebo capsules BID for 24 weeks

Treatment Group: Naive GT-1B DCV/ASV/BCV

Age: 69 YEARS Gender: FEMALE Race: JAPANESE Ethnicity: JAPANESE

Disease History: CHRONIC HEPATITIS C VIRUS, GENOTYPE : 1B, CIRRHOSIS: No

General Medical History: HEAD, EYES, EARS, NOSE, THROAT: GLAUCOMA; CARDIOVASCULAR:
HYPERTENSION; GASTROINTESTINAL: CONSTIPATION; HEPATOBILIARY: GALLBLADDER
RESECTION (2003); RENAL: HYPERURICEMIA; ENDOCRINE-METABOLIC: DIABETES MELLITUS;
MUSCULOSKELETAL: KNEE OSTEOARTHRITIS

Prior and Concomitant Medication(s): SITAGLIPTIN; HCTZ/VALSAR; HERBS; MAGNESIUM,;
NUTRITIONAL SUPPLEMENT; PIRENOXINE; LOXOPROFEN; GLICLAZIDE; AMLODIPINE;
LEVOCABASTINE; AMBROXOL; TIPEPIDINE; DICLOFENAC; GLUC/LYTESO; IOHEXOL; CEFOTIAM,;
LANSOPRAZOLE; PROBIOTIC; CLOBETASOL; ELECTROLYTE SOLUTION; LEVOFLOXACIN;
INFLUENZA VACCINE; ALDIOXA; PANTETHINE; RIBOFLAVIN; TRANEXAMIC ACID; OMEPRAZOLE

ERRRBEE .
BERET Al443117-16-159 1X 69 i DLMET, A Z L7y = ) Z 4 7 1b D CRUBVEIFREE CRIG
BBl Thoto, BIET2HHELE LT, @iE, ®RBIEROBERIERHoTe, N—AF A
(Day 1) ORFRMRAAEILX HCV RNA 6314348 [U/mL, 7 L' 7 F =12 72 umol/L (FEYE(HE : 35~62 pmol/L)
MOV MRS 3.2 x 10% ¢/L (FEHE(H : 3~8.5x 10°¢c/L) Th o7z,
Day 1. #BR#I134 27 5% 2L (DCV) 30mg/7 2 F 7L /L (ASV) 200 mg/beclabuvir (BCV) 75 mg
BlASE 1 H 2RI ONDCV 77 AREE 1 H 1B +ASV 7T ®AR B 7R/ 1 H2RBOEEZBKB LT,
Day 26, FEEELAFEELD Grade 1 O HIHK K Grade 2 DIl E EFH 23581 L7-, Day43, HERIIN
A7 LClIfE Lz BT S iz,
Day 60, #ZBRFE (I%E ((KE 37.8°C) %z, MIELEMETH -7 (189/91 mmHg) *,
Day 61, FEEBEDFERIZZ L7 F =292 umol/L, FAIMEREL 9.5 x 10° /L. C-KMEEE (CRP)
298 mg/L (WR—RA T A AME : R, FEHEE 0 0~3mg/L) KO RFELEFHE (BUN) 7.1 mmol/L (Day -
35 : 6 mmol/L, JEYEfH : 2.9~7.9 mmol/L) Th o7z, Kl 37.8°C TH o7, MEERE TR DR,
JHSEIUIBR SN TE Y, RIBFIXER Cho7, [AHA (Day61) IZFEHSivic= v v a— & Wigikigis
(CT) TiXGrade2 DEHE X (F) Dbz, FHH (Day6l) . #BRFIIAFLL Y, /v 7 =T
7 DGR OBBERAEZT, 74T 7 5OEGZ2HE LT, 1G58 5IZB4 2 HEIXm S e
-7,
Day 62, 7 L7 F =1 (126 pmol/L) . HILEKEL (15x10°c/L) . CRP (829 mg/L) XU BUN
(9 mmol/L) DO¥FINNG| EH B bz, [WH (Day62) . v¥x Y 7rm 7z nfgh i,
Day 63, FEHEEDOAFEFLD Grade2 DHBRVBEFH LIZ, [AIH (Day63) . 7V 77— L KkDO7Hm
NAFT 4 7 ARPEE-Elz, Day 65 £ TE 74T 7 LAOFH LMk S iz,
Day 66, FHRMEIR B E R CRAEAITRD ST, #BRE XA BB L7z 4
Day 71, BRARBRAOREIIZZ L7 F =2 83 umol/L, HIMER%EL 3.7 x 10° ¢/L, CRP 1.4 mg/L }2 ) BUN
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45mmollL Th-7, WA (Day7l) . BEBROFGRAEBE L LHFSNE, 72 Y777 =LKk
VT BN AT 4 7 2O BT Day 71 £ Tk S i,

Day 85, #5413 DCV/ASV/BCV BL A SED ikt 525217, DCV 77 ®AREE 1 H 18]+ ASV 7T &AL
7Rv 1 A 2EO8RE Z ik LT,

Day 114, HHROFERITIEE Lz,

WeBRE 1T 2 58 T L. DCV/ASV/BCV MG $E D& $i - % Day 851251, DCV 77 &R + ASV 77
RO R H-% Day 168 125 1) 7=,

BEBRE X SVR 12 3Rk LT-,

BRRT —Z N—=22 & 2 & IRBREEEMEL, B BBEKOE LB ROFRITIEHRIER G L B
L&A LT,

CIOMS 7> & DIBINFH
BB ES O KR EEUROFE : A LEBRIIEHR T CORREER S L e L4,
BMS DK AR OFAM : A EERIIER F CORBRERE L EEZR L 4,

AI443117-16-159 Labs in SI Units

LFT

ALP AST GGT TBILI DBILI ALT
Units U/L U/L U/L umol/L umol/L U/L
Range -359 -33 -47 -20.5 -5.1 -27
Day-35 198 38 45 13.7 34 29
Dayl 216 88 82 17.1 34 75
Day8 199 30 64 18.8 34 28
Dayl5 186 27 55 20.5 34 18
Day30 223 26 38 17.1 34 17
Day43 207 27 33 15.4 1.7 16
Day57 196 28 30 17.1 1.7 19
Day71 190 30 34 17.1 34 19
Day86 180 20 27 13.7 1.7 10
Dayl14 187 24 36 15.4 34 13
Dayl41 193 31 33 15.4 34 17
Day169 216 25 32 15.4 1.7 14
Day197 217 25 31 15.4 1.7 14
Coagulation

INR

Units fraction
Range -1.2
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Day-35 1.02
Dayl1 1.04
Day8 1.03
Dayl15 1.03
Day30 1.12
Day43 1.12
Day57 1.05
Day71 1.06
Day86 1.03
Dayl14 1.04
Dayl41 1.06
Day169 1.05
Day197 1.03
Blood chemistry

ALB
Units g/L
Range 40 - 50
Day-35 43
Day1 44
Day8 43
Day15 44
Day30 43
Day43 44
Day57 45
Day71 42
Day86 42
Dayl14 44
Day141 45
Day169 45
Day197 46
CBC

PMNB PLAT NEUT WBC HCT HB LYMPH EOS

Units fraction x10*9 ¢/L  x10*9c¢/L  x10*9c/L  vol g/L fraction fraction
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Range 383-.747 150-361 1.149 - 3-85 356 - 108 - 212 - .51 .002 - .084
6.349 454 149

Day-35 532 77 NA 32 346 121 409 .006

Dayl 57 83 NA 32 .349 124 375 .009

Day8 513 93 NA 3.6 342 121 421 .017
Dayl5 522 80 NA 3.7 333 119 419 .016
Day30 .599 88 NA 4.5 328 118 319 .024
Day43 .638 95 NA 4.2 334 119 29 .031
Day57 .604 87 NA 39 342 119 .33 015
Day61 NA NA 8.455 9.5 NA NA NA NA

Day62 NA NA NA 15 NA NA NA NA

Day64 NA NA 5.478 6.6 NA NA NA NA
Day71 .682 159 2.523 3.7,3.7 312 111 258 011
Day86 .539 67 NA 3 .304 108 377 .027
Day100 761 NA NA 10.7 NA NA 18 .007
Dayl14 57 112 NA 4.1 32 111 37 .01
Dayl41 .555 86 NA 3.7 325 112 394 .008
Dayl169 561 88 NA 33 326 111 378 .012
Day197 575 76 NA 33 329 114 355 .024

Al443117-16-159 Labs in US Units

LFT

ALP AST GGT TBILI DBILI ALT
Units U/L U/L U/L mg/dL mg/dL U/L
Range -359 -33 -47 -1.2 -3 -27
Day-35 198 38 45 .8 2 29
Day1 216 88 82 1 2 75
Day8 199 30 64 1.1 2 28
Day15 186 27 55 1.2 2 18
Day30 223 26 38 1 2 17
Day43 207 27 33 9 .1 16
Day57 196 28 30 1 1 19
Day71 190 30 34 1 2 19
Day86 180 20 27 .8 .1 10
Dayl14 187 24 36 9 2 13
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Dayl41 193 31 33 17
Dayl169 216 25 32 14
Day197 217 25 31 14
Coagulation
INR
Units fraction
Range -1.2
Day-35 1.02
Dayl1 1.04
Day8 1.03
Dayl5 1.03
Day30 1.12
Day43 1.12
Day57 1.05
Day71 1.06
Day86 1.03
Dayl114 1.04
Day141 1.06
Day169 1.05
Day197 1.03
Blood chemistry
ALB
Units g/dL
Range 4-5
Day-35 4.3
Dayl 4.4
Day8 4.3
Day15 4.4
Day30 4.3
Day43 4.4
Day57 4.5
Day71 4.2
Day86 4.2
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Dayl14 4.4
Dayl141 4.5
Day169 4.5
Day197 4.6
CBC

PMNB PLAT NEUT WBC HCT HB LYMPH EOS
Units % x10*9 ¢/L  x10*3 c/uL  x10*3cuL % g/dL % %
Range 383-747 150-361 1.149 - 3-85 356-454 10.8-149 212-51 .2-84

6.349

Day-35  53.2 77 NA 32 34.6 12.1 40.9 .6
Dayl 57 83 NA 32 34.9 12.4 37.5 9
Day8 51.3 93 NA 3.6 342 12.1 42.1 1.7
Dayl5 52.2 80 NA 3.7 333 11.9 41.9 1.6
Day30 59.9 88 NA 4.5 32.8 11.8 31.9 2.4
Day43 63.8 95 NA 42 334 11.9 29 3.1
Day57 60.4 87 NA 3.9 342 11.9 33 1.5
Day61 NA NA 8.455 9.5 NA NA NA NA
Day62 NA NA NA 15 NA NA NA NA
Day64 NA NA 5.478 6.6 NA NA NA NA
Day71 68.2 159 2.523 3.7,3.7 31.2 11.1 25.8 1.1
Day86 53.9 67 NA 3 30.4 10.8 37.7 2.7
Dayl100  76.1 NA NA 10.7 NA NA 18 7
Dayl14 57 112 NA 4.1 32 11.1 37 1
Dayl41 555 86 NA 3.7 32.5 11.2 39.4 .8
Dayl169  56.1 88 NA 33 32.6 11.1 37.8 1.2
Day197 57.5 76 NA 33 32.9 11.4 35.5 2.4
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Subject Identifier: AI443117-21-279
Protocol: AI443117

Event: f L7 X (SEVERE / GRADE III INTENSITY, NOT RELATED RELATIONSHIP, DAY 14)

Reason(s) for Narrative: [ ]Death
(check all that apply) [X] SAE (regardless of relationship to treatment)
[X] AE leading to discontinuation (regardless of relationship to treatment)

[ ] Other significant medical event

Study Medication/Dose: Double-blind DCV 30 mg/ASV 200 mg/BCV 75 mg FDC tablet BID for 12 weeks; and
DCYV placebo tablet QD with ASV placebo capsules BID for 24 weeks

Treatment Group: Naive GT-1B DCV/ASV/BCV

Age: 42 YEARS Gender: FEMALE Race: JAPANESE Ethnicity: JAPANESE

Disease History: CHRONIC HEPATITIS C VIRUS, GENOTYPE : 1B CIRRHOSIS: No

General Medical History: GASTROINTESTINAL: ESOPHAGEAL STENOSIS SURGERY; HEPATOBILIARY:
GALLBLADDER POLYP; RENAL: RIGHT KIDNEY ATROPHY, RIGHT KIDNEY STONES;
GENITOURINARY: UTERINE MYOMA; MUSCULOSKELETAL: BONE GRAFTS (AUTOGRAFT);
DERMATOLOGIC: SKIN GRAFTS (AUTOGRAFT); IMMUNOLOGY/ALLERGIES: EPIDERMOLYSIS
BULLOSA

Prior and Concomitant Medication(s): IRON; ZINC; PICOSULPHATE; ELECTROLYTE SOLUTION;
FLURBIPROFEN; GLYCERIN; VITAMIN B; MAGNESIUM; LOXOPROFEN; TEPRENONE; ASCORBIC
ACID; PARENTERAL NUTRITION; CEFMETAZOLE; HYDROXYZINE; KETOPROFEN TOPICAL;
PROCAINE; ALBUMIN; ACETAMINOPHEN; PENTAZOCINE; HERBS; SENNA

BERAE R :

HEBRFE A1443117-21-279 1X 2 3 D& T, T 2 b2y = 2 # A4 7 1b O CHUBMHFREE (Rif
W) Thotm, BIET LS LT, REKEIE, ABEN, rEHE oM (BFEBME) | A%
A, R (BEBM) | BRERETIREOHERY —7R"bo7, X—AF 4 (Dayl) ® HCV
RNA (% 108012 IU/mL T&k - 7=,

Day 1. #BR#I134 27 5% 2L (DCV) 30mg/7 A F 7L /L (ASV) 200 mg/beclabuvir (BCV) 75 mg
BLASE L H 2K ONDCV 7T REELH LI +ASV IR B FE/ 1 A 2O 42 LT,

Day 11, #¢BREIIIEBREMR IR 2 ®E L7725, WA (Day 11) | /GBRELEMY%IX Grade2 DA L
7 A (G GRS  maEtEA Lo R) 2IFEEEOAERERSLL LTRE L, FH (Day 11) (2980 S
Nizarva—2EkEiE (CT) RO XRETIEA LY ZAOF 8 E  (niveau) 137 57280
STz, AERRNORIEEA L7 AREEDILIZ, A TITIERITBIAIC UGS L7 S, BRI Thn T,
IRBRER G 2 E IR b o T,

Day 14, #5RE 3R ORI R < 2o 7 LI IfhEak & L2 5, RH (Day14) . A LD X
DOFHIL Grade 3 ITHEAL L7272, WBRE IIABL L, BMEEIKOE G %%\ 1=, Day 14 OEFRMBRA DR
BITAMERS 9.48 x 10° /L (“N—RA T A Al : 7.83 x 10° ¢/L, HEYEE : 3.3~9.4x10°c/L) TH o7z,
Day 14, CTRRAEOFESR., /INHEOAZEIXSE L, X RRE TIIBAYT A OBEN L OMEOWE AR b, A
LU AOPETRITRD bR 0572, Day 15, XBREOHER, $Eg (niveaw) TR LN o7, [FH
(Day 15) | BRERMEOFEE, AMERENT 8.69 x 10° /L, C-J&MEEE (CRP) (X 1.8 mg/L (W—RA T A
E  NA, FEYEE : 0~2.0mg/L) TdH o7z, Day 15, #ERFIIFFIRNAIR (BRERKR) LO7LLE
Tn7 O %% T, WA (Day 15) | JHEAZMET 7207 V&Y ARG LOEL~ 72> D A
DS, MEIRIEE L7z 5, Day 16, XFMRAEOHER, Hm (niveaw) IR N2 -7-, [FH
(Day 16) . REITARBEANICBIZE S, REITRIR S BEL L7y, HRER OBUERIFE O b 5,

Day 17, X#REICCTHAT AOBEIN A Lz, Day I8 E T L7 7 = OG0k S
7. Day2l, X#MREDFER, Skt (niveauw) (XL HNRD 57,
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Day 23, X#RREIC TOEDIBNA AOBENIN R 57z, Day 24, XAMRAEORKER, SEiE# (niveau) I
Rond, BNTAOBE R MEOMEN AL, [AH (Day24) . #BREIXIREVEES 27,
Day 24~25, uXx Y7 n 7 = NG Sz, Day25, RS EEIC/R 7, Day 26, JEH X Hd &
U CT DR, FWHRBNT A DN R b, EIRE O XBRAEFT 614 Lo 2 LB s, A
eI e R STz, REFENBAINTD, EEHEWHIIUSEE L o7, RREEEIIRESh,
B R ORI B S L7z, FOKIZIRBRIES G- REO 3Pl S, 1RBRITMkGE S 725, [AIA (Day 26) XV
EIROTZD 7NN T n 7 = OFIRNE G S 417z, Day 27, X#HRAOR R, #Eifi# (niveau)
DRONT, [FH (Day27) . ERAEEICRD, 7y T o3 b Sz, P& OHURIE
RO BN o125, Day 27, ERRMREOREF, HMEKEIL 88 x10°c/L, CRPIX8.7mg/L Th-o7-, F
BlicA Lo RE (W7 —70) BPEAII, IRBRERGIITW SN, A LY REIZLDBED D
BB IR S, BRI S5, Day27 £ T/ RV VAT U A MG ST,

Day 28, X #RA DR, Siimife (niveau) 25| ZHEZWD Lz, THERIEE G 1T IR S,
DCV/ASV/BCV BLASEL N DCV 77 &R + ASV 77 £ AR DO c#&4% 5 B 1% Day 27 T - 7=,

Day 29, JHFEEDOAFEHELD Grade | O ER (EATHREHGE : BYE) 2%ZT L7, FH (Day29) (25
i A7z X MR CIEBiE S (niveau) 35| XX bz, [AH (Day29) . WA hom 7=
DEG-SNTo, Zuve 7T = d Day 29 £ THR A Sz, Day 30, CTIZTNNEGA LT ABRR B,
WEITRON o T, XBHBREORRE, SE (niveau) N5 X xR H LNz, Day3l, XHRHRED
FER. BiE (niveau) 1X00ckiE L, MM OIERITRIEICSKE LS, [FH (Day3l) | EEBRAE
OFER, AIMEREE 6.57 x 10° /L. CRP 1% 25.1 mg/L T&H > 7=, Day 32, 33 KN 34, XA DR E.,
B (niveaw) 25| X FEEXFED LT,

Day 34, JEWRIZH SR IX R SN2 03> 723, Day 35, CTIZTMEA LI ARRLN, WHEITAD
Niginodz, XBRETHLHFIIA DN o7z, [HH (Day3s) . A LU AFIZLDIRECTHRENG
ST, SERIESGE Le s o7, Day35. A L7 ZADOFHNITHI S, Day 36, XA IC THNT A
OBEN ROz, FH (Day36) . FERBRAEORME., HMEREIX 9.56 x 10° /L. CRP (% 46.8 mg/L TH
72, [AH (Day36) . NV rngh i,

Day 37, X #REIC CTIHBNY ADOBEIN AL HIL72, Day 38, X BREAIC THEN A A M OERE AR T o /il
TANRD BT, Day 40, IR OFSILMEIE L=, Day4l, XRRE CHNAT AN R 572, Day 48
FCEMEBIR» G STz, Day 51, FRRRAOR R, AiMEk$EiL 3.8 x10°c/L, CRP (X 0.4 mg/L Th
o7z, Day 55, 4 LU AOFERIEE L, #ERE LR HITREE L7 3,

WRBRA 1L SVR 12 Z3ER L 7=,

BRRT —# X—=2|Z K5 &, IRBRETEMSIL, AL LU R IXR3RER G & B2 L &I L7,
CIOMS 7> 5 DB I

TR ETERTS O RIRBIRORMN  EEMEA LY ATER F COIRBRIKE G L BH2 L3,

BMS OKRBAROFM - WAETEA LD RALER T COIRBRIER G & B LS,

Al443117-21-279 Labs in SI Units

LFT

ALP AST GGT TBILI DBILI ALT
Units U/L U/L U/L umol/L umol/L U/L
Range -359 -40 -51 -20.5 -6.8 -40
Day-37 190 63 29 5.1 1.7 61
Day1 191 29 25 6.8 3.4 25
Day7 179 18 20 5.1 1.7 12
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Dayl14 176 17 16 10.3 3.4 9
Dayl15 165 18 16 8.6 3.4 9
Day16 137 17 13 6.8 3.4 7
Day?22 154 18 15 5.1 1.7 11
Day29 142 17 11 6.8 3.4 8
Day35 169 18 19 3.4 1.7 9
Day57 135 32 17 8.6 3.4 23
Coagulation
INR
Units fraction
Range -1.15
Day-37 1.02
Dayl 1.08
Day7 1.05
Dayl4 1.1
Dayl15 1.12
Day16 1.11
Day22 1.06
Day29 1.08
Day35 1.08
Day57 1.09
Blood chemistry
ALB
Units g/L
Range 36-47
Day-37 39
Day1 38
Day7 36
Day14 36,38
Day15 34,34
Day16 30
Day17 32
Day18 33
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Day21 36
Day22 34
Day24 32
Day26 39
Day27 32
Day28 31,3
Day29 29
Day30 27
Day31 28
Day32 30
Day33 31
Day34 32
Day35 33
Day36 31
Day41 35
Day51 38
Day57 41
CBC

PMNB PLAT NEUT WBC HCT HB LYMPH EOS
Units fraction x10*9 fraction x10*9 vol g/L fraction fraction

c/L c/L
Range 4-.75 130-320 4-.73 33-94 35-.45  120- 18 -.52 0-.07
150

Day-37 .601 238 NA 8.71 386 127 32 .002
Dayl 528 264 NA 7.83 394 127 402 .013
Day7 .535 256 NA 6.17 366 118 394 .018
Dayl4 .64 249,249 .64 9.48,9.48 .352 116,116 .299,.299 .003
Dayl5 721 222,222 721 8.69,8.69 .345 109,109 .237,.237 .006
Dayl6 .612 194 .612 441 321 104 295 .029
Dayl7 .646 227 .646 6.38 NA 113 274 NA
Dayl8 .579 232 .579 5.37 NA 116 .309 NA
Day21 573 242 573 6.64 NA 125 303 NA
Day22 .642 240 .642 6.42 378 121 .28 .036
Day24 .55 220 .55 4.89 NA 107 352 NA
Day26 .884 335 .884 14.12 NA 134 .089 NA
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Day27 714 318 714 8.8 NA 129 192 NA
Day28 .658 304 .658 7.56 NA 126 221 NA
Day29 741 272,272 741 6.73,6.73 .34 114,114 .14e6, .146 .015
Day30 .686 265 .686 6.64 NA 107 202 NA
Day31 671 284 671 6.57 NA 104 219 NA
Day32 .681 330 .681 6.9 NA 110 222 NA
Day33 .674 314 .674 6.81 NA 107 .209 NA
Day34 .674 328 .674 6.17 NA 109 207 NA
Day35 .669 333,333 .669 8,8 321 104,104 215, 215 .041
Day36 791 279 791 9.56 NA 93 .143 NA
Day41 .628 301 .628 5 NA 100 24 NA
Day51 466 264 466 3.8 NA 100 453 NA
Day57 446 254 NA 7.04 348 112 476 .017
Al443117-21-279 Labs in US Units
LFT

ALP AST GGT TBILI DBILI ALT
Units U/L U/L U/L mg/dL mg/dL U/L
Range -359 -40 -51 -1.2 -4 -40
Day-37 190 63 29 3 .1 61
Day1 191 29 25 4 2 25
Day7 179 18 20 3 .1 12
Day14 176 17 16 .6 2 9
Day15 165 18 16 5 2 9
Day16 137 17 13 4 2 7
Day22 154 18 15 3 .1 11
Day29 142 17 11 4 2 8
Day35 169 18 19 2 .1 9
Day57 135 32 17 5 2 23
Coagulation

INR

Units fraction
Range -1.15
Day-37 1.02
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Dayl 1.08
Day7 1.05
Dayl4 1.1
Dayl5 1.12
Dayl6 1.11
Day22 1.06
Day29 1.08
Day35 1.08
Day57 1.09
Blood chemistry

ALB
Units g/dL
Range 3.6-4.7
Day-37 39
Dayl1 3.8
Day7 3.6
Day14 3.6,3.8
Day15 34,34
Day16 3
Day17 32
Day18 33
Day21 3.6
Day22 34
Day24 32
Day26 39
Day27 32
Day28 3.1, .3
Day29 29,29
Day30 2.7
Day31 2.8
Day32 3
Day33 31
Day34 32
Day35 33,33
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Day36 31

Day41 35

Day51 3.8

Day57 4.1

CBC

PMNB PLAT NEUT WBC HCT HB LYMPH EOS
Units % x10*9c/L % x10%*3 % g/dL % %
c/uL

Range 40 -75 130-320 40-73 33-94 35-45 12-15 18-52 0-7

Day-37 60.1 238 NA 8.71 38.6 12.7 32 2

Dayl 52.8 264 NA 7.83 394 12.7 40.2 1.3

Day7 53.5 256 NA 6.17 36.6 11.8 394 1.8

Dayl4 64 249,249 64 9.48,9.48 352 11.6, 29.9,29.9 3
11.6

Dayl5 72.1 222,222 72.1 8.69,8.69 345 10.9, 23.7,23.7 .6
10.9

Dayl6 61.2 194 61.2 4.41 32.1 10.4 29.5 29

Day17 64.6 227 64.6 6.38 NA 11.3 27.4 NA

Day18 57.9 232 57.9 5.37 NA 11.6 30.9 NA

Day21 57.3 242 57.3 6.64 NA 12.5 30.3 NA

Day22 64.2 240 64.2 6.42, 37.8 12.1 28 3.6

Day24 55 220 55 4.89 NA 10.7 352 NA

Day26 88.4 335 88.4 14.12 NA 134 8.9 NA

Day27 71.4 318 71.4 8.8 NA 12.9 19.2 NA

Day28 65.8 304 65.8 7.56 NA 12.6 22.1 NA

Day29 74.1 272,272 741 6.73,6.73 34 11.4, 14.6, 14.6 1.5
11.4

Day30 68.6 265 68.6 6.64 NA 10.7 20.2 NA

Day31 67.1 284 67.1 6.57 NA 10.4 21.9 NA

Day32 68.1 330 68.1 6.9 NA 11 222 NA

Day33 67.4 314 67.4 6.81 NA 10.7 20.9 NA

Day34 67.4 328 67.4 6.17 NA 10.9 20.7 NA

Day35 66.9 333,333 66.9 8,8 32.1 10.4, 21.5,21.5 4.1
10.4

Day36 79.1 279 79.1 9.56 NA 9.3 14.3 NA

Day41 62.8 301 62.8 5 NA 10 24 NA

313



2.7.6 il 2 DFRERD F & D Hepatitis C

BMS-790052/BMS-650032/BMS-791325 beclabuvir
Day51 46.6 264 46.6 3.8 NA 10 453 NA
Day57 44.6 254 NA 7.04 34.8 11.2 47.6 1.7
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Subject Identifier: A1443117-22-55
Protocol: AI443117

Event: ZJZALEE (VERY SEVERE / GRADE IV INTENSITY, RELATED RELATIONSHIP, DAY 15)

Reason(s) for Narrative: [ ]Death
(check all that apply) [X] SAE (regardless of relationship to treatment)
[X] AE leading to discontinuation (regardless of relationship to treatment)

[ ] Other significant medical event

Study Medication/Dose: Double-blind DCV 30 mg/ASV 200 mg/BCV 75 mg FDC tablet BID for 12 weeks; and
DCYV placebo tablet QD with ASV placebo capsules BID for 24 weeks

Treatment Group: Naive GT-1B DCV/ASV/BCV

Age: 57 YEARS Gender: FEMALE Race: JAPANESE Ethnicity: JAPANESE

Disease History: CHRONIC HEPATITIS C VIRUS, GENOTYPE : 1B CIRRHOSIS: No

General Medical History: HEAD, EYES, EARS, NOSE, THROAT: HEADACHES; RESPIRATORY: OLD
TUBERCULOSIS; GASTROINTESTINAL: CHRONIC GASTRITIS, HIATUS HERNIA, REFLUX
ESOPHAGITIS; RENAL: CHRONIC NEPHRITIS; ALCOHOL USE: BEER 350ML/DAY 1-2 TIMES A WEEK
FROM 40 YEARS OLD TO THE PRESENT; OTHER: TOXEMIA OF PREGNANCY

Prior and Concomitant Medication(s): ACETAMINOPHEN; PREDNISOLONE; BEPOTASTINE;
BETAMETHASONE TOPICAL; LANSOPRAZOLE; HEPARINOID; UREA TOPICAL

ERAREEE

BERE Al443117-22-55 1% 5T ik DENET, FFEE A DWWy = ) Z A 7 1b O CHRUEMEFREE CRia
W) Thoto, N—ATF A4 (Dayl) ® HCV RNA 27741751 IU/mL TH - 7=,

Day 1, #B#134 27 5% 2L (DCV) 30mg/7 27+ 7L /L (ASV) 200 mg/beclabuvir (BCV) 75 mg
BLEsE 1 H 2B L ONDCV 77 vAREE 1 H 1[I+ ASV 7 7RI 71 H 2EO#K%S%BMG LT,

Day 11, FEEEOHEFELD Grade 3 DI N Grade 3 DFIZNFEH L=, [WH (Dayll) . 7k T
T = OGRS T,

Day 15, 2HIZZ 9FENFKIL L2 6, FH (Day 15) IZFEM SNT-EEARORR, BEREERR, £
TOZ L AEOEMIEAL (individual cell keratinization) | H.5¢ FLEAJE O B & FH TOLED VU > X
ERIZE K OB 0 SRy ik VB R IE A B H vz, [FIH (Day 15) | #BRE 1T EE A FFRD Grade 4
@%%ﬂwkwméh\mf&x%/\E%%A&%&y/&v7vF:fmymmgﬁm%ﬁ%%%
L7z,

Day 17, #BRE L@ E ORI 2k 2. 0 E L OE OIS I QN il & QYRR S OBIFL RS B
7oz ARt L7z (DIMSP.36) © AFERERILRIX 0.11 (JE¥EME : 0~0.08) TH-o7=, [FH (Dayl7) . 7
L R=Y a3 40 mg/ H~ RSN, ZABEOFERO - OIRBRER .13 % 1k S, DCV/ASV/BCV
Bl G HEM NDCV 77 AR + ASV 7' 7 B AR O E#EHE5-H X Day 15 Th o7z, Day 18 £ TRRFAF D
B EI TR S T,

Day 28, TR OVEIZHEIENFEO B, FEEOFFRIL /R0 > 72, Day30, 7L F=> 1 /% 25 mg/H ~#i
ﬂ%ﬁﬁﬂo%ﬁ%m&f&y/®&51waifﬁméhtomw%\ﬁﬁﬁuﬁﬁbko%&@
VU OFZIEEE L, EIIZR oo 7-6 FH (Day36) . 7L K= 1 % 20 mg/H ~#lij S 41
72o Day43, BEOHFEGIIEE L7z, T T2/ 7= O 513 Day 43 £ Tkt iz, [FH
(Day43) . 'L R=Y 1 X 15mg/H N S 72, Day 50, Fi37e<. 7L K=Y 1 3 10 mg/
HAW <472 % Day 57, 'L R=Y 1 X Smg/H iR Iz 6 Day63 £ T/ L F=vnr o rDih
kR X7z, Day 71, BRITBO LT O, LB O FRIEIE L1,

BeHALTHEAUT, HCV RNA (242 1U/mL TH Y, #BRHE 1L SVRI2 & 2Rk L 72 o 7z,

BRRT — A _N— 2k % & IRREMEEME L, BE REROLIAKEOFRITIRRER G L EED
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n & L7z,

CIOMS 7> 5 DB ANEH

IRBREATERI S O K RBEROFAN « ZIALBHIER T COIRBRER G L B bH v ©,

BMS ORREAR DTN : ZIEALBE R OFEEUTE R T CTOIRBRER G L B bH 5000 Livgu S,

Al443117-22-55 Labs in SI Units

LFT
ALP AST GGT TBILI DBILI ALT

Units U/L U/L U/L umol/L umol/L U/L
Range - 340 -40 -70 -20.5 -12 -40
Day-35 218 33 25 8.6 3.4 25
Dayl 210 26 24 10.3 3.4 19
Day8 208 20 21 6.8 1.7 10
Dayl15 141 20 20 8.6 3.4 13
Day17 140 17 16 5.1 1.7 13
Day43 185 18 32 8.6 1.7 15
Coagulation

INR
Units fraction
Range -1.15
Day-35 .98
Day1 1.04
Day8 .96
Day15 1.01
Day17 1.03
Day43 1
Blood chemistry

ALB
Units g/L
Range 39-49
Day-35 41
Day1 41
Day8 42
Day15 37
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Day17 38
Day43 41
CBC
PMNB PLAT WBC HCT HB LYMPH EOS
Units fraction x10*9 ¢/L x10*9 ¢/L vol g/L fraction fraction
Range .28 - .89 130 - 370 39-9.8 335-.451 111-151  .19-.61 0-.08
Day-35 .58 215 2.8 341 115 .35 0
Dayl .65 229 2.8 .346 114 31 0
Day8 .54 229 3.1 .346 114 41 .01
Day15 78 214 3.5 379 129 115 .075
Day17 505 284 4 .35 118 225 A1
Day43 .83 205 7.1 365 120 .1 0
Al443117-22-55 Labs in US Units
LFT
ALP AST GGT TBILI DBILI ALT
Units U/L U/L U/L mg/dL mg/dL U/L
Range - 340 -40 -70 -1.2 -7 -40
Day-35 218 33 25 5 25
Dayl 210 26 24 .6 19
Day8 208 20 21 4 10
Dayl5 141 20 20 5 13
Dayl17 140 17 16 3 13
Day43 185 18 32 5 15
Coagulation
INR
Units fraction
Range -1.15
Day-35 .98
Day1 1.04
Day8 .96
Day15 1.01
Day17 1.03
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Day43 1
Blood chemistry
ALB

Units g/dL
Range 39-49
Day-35 4.1
Dayl 4.1
Day8 4.2
Dayl15 3.7
Dayl17 3.8
Day43 4.1
CBC

PMNB PLAT WBC HCT HB LYMPH EOS
Units % x10*9 ¢/L x10*3 c/ul % g/dL % %
Range 28 -89 130 - 370 39-9.8 335-451 11.1-151 19-61 0-8
Day-35 58 215 2.8 34.1 11.5 35 0
Day1 65 229 2.8 34.6 114 31 0
Day8 54 229 3.1 34.6 11.4 41 1
Day15 78 214 3.5 37.9 12.9 11.5 7.5
Day17 50.5 284 4 35 11.8 22.5 11
Day43 83 205 7.1 36.5 12 10 0
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Subject Identifier: A1443117-22-83
Protocol: AI443117

Event: 1% (SEVERE / GRADE III INTENSITY, NOT RELATED RELATIONSHIP, DAY 72)

Reason(s) for Narrative: [ ]Death
(check all that apply) [X] SAE (regardless of relationship to treatment)
[ TAE leading to discontinuation (regardless of relationship to treatment)

[ ] Other significant medical event

Study Medication/Dose: Double-blind DCV 60mg tablet QD/ASV 100mg capsule BID for 24 weeks; and
DCV/ASV/BCV FDC placebo tablet BID for 12 weeks

Treatment Group: Naive GT-1B DCV/ASV

Age: 60 YEARS Gender: FEMALE Race: JAPANESE Ethnicity: JAPANESE

Disease History: CHRONIC HEPATITIS C VIRUS, GENOTYPE : 1B CIRRHOSIS: No

General Medical History: HEAD, EYES, EARS, NOSE, THROAT: MIGRAINE HEADACHE; PERIPHERAL
VASCULAR: VARICOSE VEINS OF LOWER EXTREMITIES; GASTROINTESTINAL: APPENDICITIS,
CHOLECYSTECTOMY (2007), CONSTIPATION, GASTRITIS, HAEMORRHOIDS; HEPATOBILIARY:
CHOLECYSTOLITHIASIS; ENDOCRINE-METABOLIC: ANTITHROMBIN 3 DEFICIENCY,
HYPERLIPAEMIA; MUSCULOSKELETAL: LUMBAGO; PSYCHIATRIC: ANXIETY NEUROSIS; OTHER:
TOOTHACHE

Prior and Concomitant Medication(s): MAGNESIUM; LOXOPROFEN; GUAIAZULENE; CEFDITOREN;
ACETAMINOPHEN; REBAMIPIDE; ESCH/HCTOP; PROBIOTIC; MULTIVITAMIN; ANTIHEMORRHOIDAL
TOPICAL; BROTIZOLAM; CEFOTIAM; LIDOTP/TRIBEN; PICOSULPHATE; ETIZOLAM; PREGABALIN

ERRRBEE .

WS Al443117-22-83 1X 60 ik D & C, A Z DR WY =/ 24 7 1b ® CHEBMIFRERE CRiA
BB Thot-, BhETHHEEE LT, Rk, JHEYIER (2007 4) | [, HR, HELOEER, A
JEDR BT, X—AF A (Day1) @ HCV RNA (% 12892778 IU/mL T > 7=,

Day 1, #B#F134 27 7% AL (DCV) 60mg#E 1 H 1[0l/7 AF 7L EJL (ASV) 100mg » 7 &/ 1 H
2 [B1}2 1Y DCV/ASV/beclabuvir (BCV) BEAHED T T EAREE | H 2 RO G- ZB4h LT,

Day 2, FFEEDOHEFFRD Grade | © FHINFHHL L7z, Day8, THIIXH L TTrAALFT 47 X H0F
JEDFFZIZH LT FuanFy oGRS 7, Day 11, FTRIOFERIEE Lz, Tr 14
T4 7 AR Raa)vF Y oL Day 11 £ Tk Shuiz,

Day 46, FHEEDOHEES O Grade | O FRINFEH LT,

Day 57. HEEDOHEFERD Grade 3 DFFZHIENFBL L7z, WH (Day57) . o¥yrm 7= LA
VR, RETHFEIBREOR GG S v, RETHFFZIE ST Day 65 F Tkt S 7,

Day 66, B 1TRA%C X D3 R OO 7= 0 kbe Lz, £S5 3 em OAE RO Stz (B
) 7,

Day 72, #BRE TGO T2 ABL L, HFEHEITEERAEFL L L TlE S/, Day 73, #i%
ORIEFM DB EMmMI N, FH (Day73) . 7oA F T 47 A, EEHET7+T 7L, URIAU/E
U v RROEB b~ 72305 (B TAD ORGP Sz, Day 74, B3 AL 77— FOFE)R
Blth S 47z, Day 75 &£ CHIEH® 7 4+ F 7 L OG0k S iviz, 1RBRIEE 512 B3 2 HE i S v e
Drolz, Day 84, #BR#F IR L7- (DIMSP.12) 7, [AH (Day 84) . #¥%#& 1% DCV/ASV/BCV El A
DT T v REEDREKL G257, DCV60mg#E 1 H 18 +ASV 100 mg 7 7/ 1 H 2 [EDF 5% fkft L
7. Day 136 £ CTT R/NA AT 4 7 AR O~ 732U LAOE G Tk Sz, Day 141, BEERAE
FROFHZIEEILEIE Lz &l ST,

AREEERIES T, XY 7720 LAAIER, EaZ LT y— ERY KAUA 2/ YRR
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Hepatitis C
beclabuvir

DGk TH -T2,

BB 1TIGBR A 52 T L, DCV/ASV/BCV 7' 7 & AR EED ek 55-% Day 84 |25 1F, DCV/ASV DI b

% Day 168 125213 7=,
WEERF 13 SVR 12 & 3ERR LT,

BRRT — 2 _R—22 & % & IRBREEEME L, FEEEOFRITIGRIER G & M L &l L7,

CIOMS 7> 6 DBIEHE
TRER B R ER S O K FRAFR D

BMS OE RGO - FEZHEIIE R T CORBER 5 & R L,

FEAM - FREEENIE R T CORBREER G LB L,

Al443117-22-83 Labs in SI Units

LFT

ALP AST GGT TBILI DBILI ALT
Units U/L U/L U/L umol/L umol/L U/L
Range -340 -40 -70 -20.5 -12 -40
Day-35 183 25 14 15.4 5.1 25
Day1 167 26 12 10.3 3.4 26
Day8 172 19 12 17.1 5.1 12
Dayl5 161 18 10 13.7 5.1 11
Day22 157 16 10 12 34 11
Day29 153 20 10 12 34 14
Day43 146 18 10 12 34 12
Day57 157 18 10 10.3 34 12
Day71 165 18 12 17.1 5.1 11
Day85 170 18 9 6.8 1.7 12
Dayl113 170 19 10 13.7 34 10
Dayl41 163 21 10 8.6 34 11
Day169 161 18 9 10.3 34 13
Day190 150 21 9 13.7 34 13
Coagulation

INR

Units fraction
Range -1.15
Day-35 .94
Day1 .93
Day8 .98
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Dayl15 97
Day22 93
Day29 97
Day43 94
Day57 94
Day85 .99
Dayl13 .96
Dayl41 .93
Day169 .96
Day190 .94
Blood chemistry
ALB
Units g/L
Range 39-49
Day-35 42
Dayl1 39
Day8 41
Day15 41
Day22 40
Day29 40
Day43 41
Day57 39
Day71 42
Day85 40
Day113 40
Day141 41
Day169 41
Day190 41
CBC
PMNB PLAT WBC HCT HB LYMPH EOS
Units fraction x10*9 ¢/L x10*9 ¢/L vol g/L fraction fraction
Range .28 - .89 130 - 370 39-938 335 - 111-151 .19-.61 0-.08
451
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Day-35 465 235 34 401 132 43 .015
Dayl 49 203 4 .38 126 37 .04
Day8 .53 219 3.8 .38 125 .36 .04
Dayl5 51 248 3.6 384 123 42 .01
Day22 5 234 4.1 39 126 38 .02
Day29 .67 216 3.8 378 125 23 .02
Day43 57 243 4.5 .384 124 32 .03
Day57 51 232 3.6 .385 123 41 0
Day71 .6 282 3.8 389 126 .34 .01
Day85 .6 318 4.1 384 125 3 .03
Dayl113 .35 220 3.6 406 130 .53 .04
Dayl41 .33 252 3.7 .385 128 .56 .04
Day169 49 224 3.8 .385 128 43 .02
Day190 5 237 3.6 387 129 A7 .01

Al443117-22-83 Labs in US Units

LFT

ALP AST GGT TBILI DBILI ALT
Units U/L U/L U/L mg/dL mg/dL U/L
Range - 340 -40 -70 -1.2 -7 -40
Day-35 183 25 14 9 3 25
Day1 167 26 12 .6 2 26
Day8 172 19 12 1 3 12
Day15 161 18 10 .8 3 11
Day22 157 16 10 7 2 11
Day29 153 20 10 7 2 14
Day43 146 18 10 7 2 12
Day57 157 18 10 .6 2 12
Day71 165 18 12 1 3 11
Day85 170 18 9 4 1 12
Day113 170 19 10 .8 2 10
Day141 163 21 10 5 2 11
Day169 161 18 9 .6 2 13
Day190 150 21 9 .8 2 13
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Coagulation

INR
Units fraction
Range -1.15
Day-35 94
Dayl 93
Day8 98
Dayl15 97
Day22 93
Day29 97
Day43 .94
Day57 94
Day85 .99
Dayl113 .96
Dayl141 .93
Day169 .96
Day190 .94
Blood chemistry

ALB
Units g/dL
Range 39-49
Day-35 4.2
Day1 39
Day8 4.1
Day15 4.1
Day22 4
Day29 4
Day43 4.1
Day57 39
Day71 4.2
Day85 4
Day113 4
Day141 4.1
Dayl169 4.1
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Day190 4.1
CBC

PMNB PLAT WBC HCT HB LYMPH EOS
Units % x10*9 ¢/L x10*3 clul % g/dL % %
Range 28 -89 130 - 370 39-9.8 33.5-451 11.1-15.1 19-61 0-8
Day-35 46.5 235 3.4 40.1 13.2 43 1.5
Dayl 49 203 4 38 12.6 37 4
Day8 53 219 3.8 38 12.5 36 4
Dayl15 51 248 3.6 38.4 12.3 42 1
Day?22 50 234 4.1 39 12.6 38 2
Day29 67 216 3.8 37.8 12.5 23 2
Day43 57 243 4.5 384 12.4 32 3
Day57 51 232 3.6 38.5 12.3 41 0
Day71 60 282 3.8 389 12.6 34 1
Day85 60 318 4.1 384 12.5 30 3
Dayl13 35 220 3.6 40.6 13 53 4
Dayl41 33 252 3.7 38.5 12.8 56 4
Day169 49 224 3.8 38.5 12.8 43 2
Day190 50 237 3.6 38.7 12.9 47 1
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Subject Identifier: A1443117-23-291
Protocol: AI443117

Event: i &% 5 (MILD / GRADE I INTENSITY, NOT RELATED RELATIONSHIP, DAY 145)

Reason(s) for Narrative: [ ]Death
(check all that apply) [X] SAE (regardless of relationship to treatment)
[ TAE leading to discontinuation (regardless of relationship to treatment)

[ ] Other significant medical event

Study Medication/Dose: Double-blind DCV 60 mg tablet QD/ASV 100 mg capsule BID for 24 weeks; and
DCV/ASV/BCV FDC placebo tablet BID for 12 weeks

Treatment Group: Naive GT-1B DCV/ASV

Age: 49 YEARS Gender: MALE Race: JAPANESE Ethnicity: JAPANESE

Disease History: CHRONIC HEPATITIS C VIRUS, GENOTYPE : 1B, CIRRHOSIS: No

General Medical History: CARDIOVASCULAR: LEFT VENTRICLE HIGH POTENTIAL; RESPIRATORY:
PNEUMOTHORAX (20 YEARS OLD); GASTROINTESTINAL: ESOPHAGEAL HIATAL HERNIA,
GASTROESOPHAGEAL REFLUX DISEASE(STABLE); HEPATOBILIARY: HEPATIC CYST; ALCOHOL
USE: BEER 10 BOTTLES PER 2 OR 3 WEEKS,FROM 16 TO 47 YEARS OLD; TOBACCO USE: 15
CIGARRETS PER A DAY; OTHER: COLONIC POLYP(BENIGNANCY), INTESTINAL RESECTION (NO
MALABSORPTION,17 YEARS OLD)

Prior and Concomitant Medication(s): N/A

ERAREEE

WS Al443117-23-291 12 49 D BE T, A Z LDy =/ 2 A4 7 1b O CHEBMEIFREE CRIA
W) Thotm, BT LHELE LT, HEREOEBRY —7Rbol-, X"—2F A (Dayl) O
HCV RNA % 199368 IU/mL T&h -7~

Day 1, #B#134 7 7% AL (DCV) 60mg#E 1 H 1[0l/7 A+ 7L EJL (ASV) 100mg # 7 &/ 1 H
2 [B] )2 O* DCV/ASV/beclabuvir (BCV) BLAEED T T ®AREE 1 A 2 HOKR G 2B LT,

Day 86, #¢Bi# 1% DCV/ASV/BCV Bl G HED 7 7 B REED Fc#ée 54517, DCV 60 mg #E 1 H 1 [|] + ASV
100 mg /7 /v 1 B 2 [ O# 5 % fke L=,

Day 157, #¢BRE 75 O NI TOWE LIEBRIBOK Y OFEEIC IS X | IRRE(TEMZE X Grade 1 D%
Bl (Day 145~155) #HESRAEFRLE L CHE LS, WHREFITER T CIRBEEA B ER S (DCV 2
BE) LTz 3, Day 155, &S G OFERIIN AN LTHIE LI L@t Shi,

PR E TR A2 55T L. DCV/ASV/BCV D75 & R DA% 5% Day 86 12, DCV KX ASV D ik 4% 5-
% Day 163 (2521F 7=,

PG T % 4 T, HCV RNA OFFEIE 25 TUmL A3 (B9 Th o7z,

BRRT —Z X=X |28 5 &, IRBRELEMSIL, MER S OFGIIIRRIER G L B L &l L,
CIOMS 7> 5 DB NNEH

TRBR BT E AT O K RBIROFAM : R 51X EM T TORBRIER G L BER L &,

BMS DK EEIROFAM « @ EEGITER T CORBRIRE S LB LS,
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Al443117-23-291 Labs in SI Units

LFT
ALP AST GGT TBILI DBILI ALT

Units U/L U/L U/L umol/L umol/L U/L
Range -360 -32 - 69 -18.8 -5.1 -36
Day-35 302 65 41 18.8 1.7 111
Day1 270 71 49 20.5 1.7 130
Day8 250 34 40 15.4 1.7 58
Dayl5 250 20 33 17.1 1.7 29
Day29 229 21 29 17.1 1.7 35
Day43 245 19 26 10.3 1.7 24
Day57 237 22 28 15.4 1.7 28
Day71 246 24 30 13.7 1.7 34
Day78 258 23 29 17.1 1.7 30
Day87 252 18 26 13.7 1.7 21
Dayl113 312 17 21 8.6 1.7 19
Dayl41 276 19 23 12 1.7 19
Day157 323 20 25 8.6 1.7 22
Dayl64 325 16 24 6.8 1.7 19
Coagulation

INR
Units fraction
Range -1.15
Day-35 1.12
Day1 1.11
Day8 1.09
Day15 1.09
Day29 1.07
Day43 1.06
Day57 1.08
Day71 1.04
Day78 1.06
Day87 1.06
Day113 1
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Dayl141 1.01
Day157 98
Day164 98
Blood chemistry
ALB

Units g/L
Range 40 - 51
Day-35 43
Dayl 44
Day8 42
Dayl15 42
Day29 40
Day43 39
Day57 43
Day71 40
Day78 43
Day87 39
Day113 39
Day141 43
Day157 46
Day164 42
CBC

PMNB PLAT WBC HCT HB LYMPH EOS
Units fraction x10¥9¢/L  x10*9c¢/L  vol g/L fraction fraction
Range 3-8 131 -362 39-938 398 -.518 135-176 .09 -.55 0-.06
Day-35 .523 112 3.6 426 142 353 .014
Day1 .509 113 3.6 439 143 353 .024
Day8 .56 125 4 42 142 .308 .037
Day15 .623 129 4.9 409 137 273 .024
Day29 672 151 5.6 421 137 .196 .028
Day43 .627 125 5.3 426 142 25 .034
Day57 .689 139 6.4 408 136 212 011
Day71 .622 130 6.8 434 146 237 .024
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Day78 .622 141 6.8 414 139 235 .033

Day87 .62 147 4.9 423 140 268 .019

Dayl13 .686 114 44 404 135 2 .034

Dayl41 595 137 6.4 426 141 261 .044
Dayl157 .79 195 8.3 434 146 .16 .02

Dayl64 705 181 59 445 146 .189 .023

Al443117-23-291 Labs in US Units

LFT
ALP AST GGT TBILI DBILI ALT

Units U/L U/L U/L mg/dL mg/dL U/L
Range - 360 -32 - 69 -1.1 -3 -36
Day-35 302 65 41 1.1 A 111
Dayl 270 71 49 1.2 .1 130
Day8 250 34 40 9 .1 58
Day15 250 20 33 1 .1 29
Day29 229 21 29 1 .1 35
Day43 245 19 26 .6 A 24
Day57 237 22 28 9 .1 28
Day71 246 24 30 .8 .1 34
Day78 258 23 29 1 .1 30
Day87 252 18 26 .8 .1 21
Day113 312 17 21 5 .1 19
Day141 276 19 23 7 1 19
Day157 323 20 25 5 .1 22
Day164 325 16 24 4 1 19
Coagulation

INR
Units fraction
Range -1.15
Day-35 1.12
Day1 1.11
Day8 1.09
Day15 1.09
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Day29 1.07
Day43 1.06
Day57 1.08
Day71 1.04
Day78 1.06
Day87 1.06
Dayl13 1
Dayl41 1.01
Day157 .98
Dayl64 .98
Blood chemistry
ALB
Units g/dL
Range 4-51
Day-35 4.3
Dayl 4.4
Day8 4.2
Day15 4.2
Day29 4
Day43 39
Day57 4.3
Day71 4
Day78 43
Day87 39
Day113 39
Day141 4.3
Day157 4.6
Dayl64 4.2
CBC
PMNB PLAT WBC HCT HB LYMPH EOS
Units % x10*9 ¢/L x10*3 c/ul % g/dL % %
Range 30-80 131-362 39-938 39.8-51.8 13.5-17.6 9-55 0-6
Day-35 52.3 112 3.6 42.6 14.2 353 1.4
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Dayl 50.9 113 3.6 43.9 14.3 353 24
Day8 56 125 4 42 14.2 30.8 3.7
Dayl5 62.3 129 4.9 40.9 13.7 27.3 24
Day29 67.2 151 5.6 42.1 13.7 19.6 2.8
Day43 62.7 125 53 42.6 14.2 25 34
Day57 68.9 139 6.4 40.8 13.6 21.2 1.1
Day71 62.2 130 6.8 43.4 14.6 23.7 24
Day78 62.2 141 6.8 41.4 13.9 23.5 33
Day87 62 147 4.9 423 14 26.8 1.9
Dayl113 68.6 114 44 40.4 13.5 20 34
Dayl41 59.5 137 6.4 42.6 14.1 26.1 4.4
Day157 79 195 8.3 43.4 14.6 16 2
Dayl64 70.5 181 59 44.5 14.6 18.9 23
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Subject Identifier: A1443117-24-10
Protocol: AI443117

Event:lH3E[% % (SEVERE / GRADE III INTENSITY, RELATED RELATIONSHIP, DAY 18)
*OTHER SIGNIFICANT MEDICAL EVENT* TBILI GRADE 3 OR 4: GRADE 3 DAY (21) to DAY (24)

Reason(s) for Narrative: [ ]Death
(check all that apply) [X] SAE (regardless of relationship to treatment)
[ TAE leading to discontinuation (regardless of relationship to treatment)

[X] Other significant medical event

Study Medication/Dose: Open-label DCV 30 mg/ASV 200 mg/BCV 75 mg FDC tablet BID for 12 weeks

Treatment Group: Naive Open-label naive GT-1A
DCV/ASV/BCV

Age: 49 YEARS Gender: FEMALE Race: JAPANESE Ethnicity: JAPANESE

Disease History: CHRONIC HEPATITIS C VIRUS, GENOTYPE : 1A CIRRHOSIS: No

General Medical History: GASTROINTESTINAL: CONSTIPATION; GENITOURINARY: MENORRHALGIA,
MYOMA OF THE UTERUS; HEMATOLOGIC-LYMPHATIC: IRON DEFICIENCY ANAEMIA;
MUSCULOSKELETAL: LUMBAGO; DERMATOLOGIC: PRURITUS; PSYCHIATRIC: INSOMNIA;
ALCOHOL USE: BEER 700-1050ML/DAY FOR 20YEARS; TOBACCO USE: 3-4/DAY FOR 20YEARS

Prior and Concomitant Medication(s): ETIZOLAM; CYANOCOBALAMIN; LOXOPROFEN; REBAMIPIDE;
HEPARINOID; BETATP/GENTOP; IRON; DIPHENHYDRAMINE TOPICAL; ELECTROLYTE SOLUTION;
LEVOFLOXACIN; MULTIVITAMIN; ECABET; METOCLOPRAMIDE; RABEPRAZOLE; CEFPER/SULBAC;
GLUC/LYTESO; ASCORBIC ACID; VITAMIN B; OLOPATADINE; IRSOGLADINE; BROTIZOLAM,;
DEXAMETHASONE TOPICAL

ERPREEL .

PEERFT Al443117-24-10 1% 49 TR D ENET, FFEEZEDRWY = ) Z A 7 1la® CHRUBMEITREHE R
) CThotm, BIETARELE LT, T a—LER (E—/L 700~1050 mL/H % 20 /) KOV N
affiff] 3~4A&/H % 204EH) BdboTc, XN—AT A (Day 1) DORFRRAEIZ HCV RNA

916100 IU/mL, 77 =273/ 7 A7 x=7—E (ALT) 18U/L (EYEE : NA~42U/L) . 7 AT
U7 I/ N7 A7 =27 —F (AST) 22 U/L (EHEfE : NA~35U/L) | #E U /L E 104 pmol/L
(JEEfE : NA~21.9 pmol/L) | EHEE U/ 2.1 pmol/L (JEYEfE : NA~4.8 umol/L) | y-Z V4 )L
F7v 27 27— (GGT) 29 U/L (FEUEE : NA~40 U/L) | [EBEAE#E(LLE (INR) 0.94 (JEUE[E : NA
~1.15) \ 7NAVFRAT 7 X —E 182 UL (FEHEE : NA~360 UL) MONT /L7 X 44 g/ (GEHE(E -
39~49g/L) ThH -1z,

Day 1. #B#1L4% 27 T4 AL (DCV) 30mg/7 A+ 7L EJL (ASV) 200 mg/beclabuvir (BCV) 75 mg
FlA#E 1 H 2B OEEMR T CTOREG 2 LT,

Day 16, #Br#& 13 Grade | DBREZ A, 2% Y 07 = ORGEZHE LI, RRERGICHET 2 /HE
(B9 TSy A WA R

Day 17, #kBRFE IZER, HIE, NEEAWRL, S °, Grade | OIFEER (EMHEHEE DT
J#) J& N Grade 3 OFEEN (K 39°C) DIER D= KBE L= [HH (Dayl7) . 7I/ b7 A7 x5
—EROBEY LEANTIER ThH o7 (ALT 13 U/L, AST I8 U/L KA E U /L E > 12 pmol/L) . HEARE
Rk VA7 axh o onEkGE S, BEEX I VAl =X~ A 7T I73I REOTRT T
— VOGNS, [AH (Day 17) | EHEEREE CERENEONT, @2 va—X2kE
ik (CT) OFEE, HEEPRRENRD SNz, BRI G ICHET IR SN o Tz,

Day 18, {KIRAADT M EH-L 39.3°C L7 0 00 2 [B]H D EHHE &k i A CILFRREARE & QYR U o)
EIEIRSER0 b, WREITHEE LA EHFELOD Grade 3 DIHEEREE (EATHEHRE : HERERE) L2
Wrshi, 72/ b0 A2A7 27 —BRORE Y LVEVTIIER Thotz, WHE (Day18) . #BREIIA
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el o BREWRKORE 2%, B 7 XTI ANNRT Z LD G LT, BEE X I UAIO
P& 503 Day 18 & Tkt Sz, Day 19, SBREEIE, 7 A2V VEE, Gluc/Lyteso K VB4 I o B v
Hxhiz,

Day 20, JEEEDHEHLD Grade 2 DEE VL E U SE (RE UL E L 49.6 umol/L K OVEHEE U LB
> 31 umol/L) 733EBLL ., GGT DHEM (95 U/L, Grade 1) Hi® L7z, [RH (Day20) @ ALT %
42U/L, ASTIZ29UL Th 7=,

Day 21, @B UL E VMIEDOFESIX Grade 31ZHEL L7z (RE Y /L E L 67.5 umol/L K OVEHEE U LBV
445 pmol/L) , [AH (Day21) . GGT XX HIZ 105 U/L (Grade2) ([ZHIM L 72, ALT (X 46 U/L ~, AST
1330 UL ~H8M L7z, Day2l, 3[EIHOIEEE S HMRAE CHEREILE N8O bz, [[H (Day21) |
FE, JHSEREE L ONEE Y L E S IEDFER O - OIRRER S13hlranz, =~ O#E 51X Day 21
ENE STy g0

Day22, B U A EVERONEHBEE U LE EE HICFENEI 763 umol/L (Grade 3) & Y 50.8 pmol/L -~
W L7z, ALT XOVASTIFLELTEY, ZNEN 45 UL K 27UL ThHo7-, [WH (Day22) . A
N 7T ORERREES I, WA (Day22) | BEROFEZIIFEEL, vx Y rn 7z Of51T
FikEEn7,

Day 24, FEAOFRIMEE L7z, WA (Day24) . IBBRFEEANSIT Grade 2 D AFBRERIEINE 2 FEHFE O
FRELTHE L, [FA (Day24) | 4[81H ORFEE S RARA ORGSR, NEEER R IXEE LTz,

Day 25, @E U L EVIE (BRE Y /LE Y 28 umol/L, Grade 1 X ONEBEE U L E Y 16.9 pmol/L) D H5:
KBS L7 Sl S iz, BRERIK, B 74T UANNT A TAILVE VRO E X I B
O 51 Day 24 £ THEE S7z, Day25. LR 7 o d¥ o 0 OB NBIE SN T-, Day26. JGBRIEKE
DEH ST,

Day 28, A /WY 77 OFENRHRIES T,

Day 29, 5[ H OEHEEFRMRE CIIER L2 ITA o2 -7z, FA (Day29) . MHEREEOFRIT
AR L7z &l S, #RBRAE 130REE L7z 2,

Day 31, JEHT OFGIIEIE Lz, A b7 a7 T I RERTRT T — /O3 Day 31 F Tk <
L. VAR 7 a Xt O H1T Day 32 F Tkl S av7c,

Day 50, AFERERINNE O FLILEITE Lz & @iE Sz,

PSR 12IRBR A 58 T L. DCV/ASV/BCV Bl &5 & D I #é 5 5-% Day 85 125217 7=,

PERE 1L SVR 12 & Rk LT,

BRR T — 2 N—2C k5 &, InRE(EERMSIT, 3R, EMEm. B2 HERE, Sv e simiE

M O R BRYEINE D F TR 5- L B 0 & fillkr L7z,

CIOMS 75 DB NNEH

TR L ERTSE O K R O AT : ARSEREE L BMS-791325, 47 T X ALK ONT A F 7 L)L b R
Ho o,

BMS ORI EEROFEAM : fHEEREE X BMS-791325, #7 Z X AENLNKOT AT 7L ENEEEH L0

L7 e,

Al443117-24-10 Labs in SI Units

LFT

ALP AST GGT TBILI DBILI ALT
Units U/L U/L U/L umol/L umol/L U/L
Range -360 -35 -40 -21.9 -4.8 -42
Day-33 189 25 49 12.3 2.7 25
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BMS-790052/BMS-650032/BMS-791325 beclabuvir
Dayl 182 22 29 10.4 2.1 18
Day8 205 15 21 10.9 2.2 10
Dayl5 203 13 17 10.8 2.1 8
Day17 222 18 20 12 2.9 13
Dayl8 253 26 45, 45 18.3,18.3 7.5,7.5 27
Dayl19 282 40 79 25.8 13.5 40
Day20 275 29 95 49.6 31 42
Day21 306 30 105, 105 67.5,67.5 44.5,44.5 46
Day22 345 27 102, 102 76.3,76.3 50.8, 50.8 45
Day23 398 34 101 71 47 49
Day24 365 25 89 39.7 25 43
Day25 358 29 86 28 16.9 45
Day26 330 30 81, 81 222,222 13.2,13.2 48
Day27 314 30 79 21.5 12 49
Day28 307 32 70 233 11.8 48
Day29 312 28 66, 66 20.7,20.7 10.9,10.9 45
Day43 280 34 27 10.1 39 39
Day50 303 46 26 14.2 4.1 60
Day57 312 33 22 9.2 2.7 46
Day64 334 46 20 10.1 2.6 64
Day71 320 50 22 9.4 NA 70
Day86 381 74 33 12.5 2.7 98
Day92 333 28 39 11.3 2.7 41
Day113 297 17 25 11.3 2.2 9
Coagulation

INR
Units fraction
Range -1.15
Day-33 .95
Dayl1 .94
Day8 95
Dayl15 92
Day17 1
Day18 1.08
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BMS-790052/BMS-650032/BMS-791325 beclabuvir
Day19 1.15
Day20 1.17
Day21 1.1
Day22 1.07
Day23 1.05
Day24 1.01
Day25 .99
Day26 1
Day27 .98
Day28 97
Day29 97
Day43 .95
Day50 .96
Day57 .96
Day64 .96
Day71 .99
Day86 .99
Day92 .98
Day113 .94
Blood chemistry

ALB
Units g/L
Range 39-49
Day-33 41
Dayl 44
Day8 45
Day15 46
Day17 41
Day18 42
Day19 37
Day20 34
Day21 32
Day22 31
Day23 35
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BMS-790052/BMS-650032/BMS-791325 beclabuvir
Day24 32
Day25 35
Day26 38
Day27 40
Day28 38
Day29 40
Day43 43
Day50 47
Day57 43
Day64 44
Day71 40
Day86 43
Day92 41
Day113 46
CBC

PMNB PLAT WBC HCT HB LYMPH EOS
Units fraction x10¥9¢/L  x10¥9c¢/L  vol g/L fraction fraction
Range 29 - .83 150 - 350 3.5-85 35-.45 115-150 .2-.52 0-.11
Day-33 .64 242 5.01 364 121 .26 .04
Day1 57 253 4.83 362 119 .26 .05
Day8 .67 266 39 343 109 24 .02
Day15 .645 282 4.82 355 117 .19 .065
Day17 91 194 4.68 326 107 .03 .02
Day18 .892 142 6.24 335 111 .045 .026
Day19 .891 136 5.12 .305 101 .035 .027
Day20 795 123 4.59 3 99 .1 .033
Day21 74 124 3.99 3 99 13 .04
Day22 .65 132 4.22 295 97 15 11
Day23 .6 172 4.68 302 98 .19 17
Day24 46 203 438 303 97 2 22
Day25 44 253 4.09 326 105 27 17
Day28 .55 302 6.27 .339 108 .07 25
Day29 48 307 5.17 .35 113 .16 .29
Day43 47 206 4.57 378 118 31 A2
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BMS-790052/BMS-650032/BMS-791325 beclabuvir
Day50 .53 181 4.75 403 129 27 .06
Day57 52 179 3.51 384 127 31 .06
Day64 .6 175 4.17 .394 131 23 .08
Day71 .62 150 3.61 .366 121 21 .05
Day86 52 168 343 .379 127 31 .05
Day92 52 182 4.05 .366 123 32 .05
Dayl13 .6 189 5 381 126 31 .01

Al443117-24-10 Labs in US Units

LFT

ALP AST GGT TBILI DBILI ALT
Units U/L U/L U/L mg/dL mg/dL U/L
Range - 360 -35 -40 -13 -.28 -42
Day-33 189 25 49 7 .16 25
Dayl 182 22 29 .6 12 18
Day8 205 15 21 .6 13 10
Dayl5 203 13 17 .6 12 8
Day17 222 18 20 7 17 13
Dayl8 253 26 45,45 1.1, 1.1 44, .44 27
Day19 282 40 79 1.5 .79 40
Day20 275 29 95 29 1.81 42
Day21 306 30 105, 105 4,4 2.6,2.6 46
Day22 345 27 102, 102 45,45 297,297 45
Day23 398 34 101 4.2 2.75 49
Day24 365 25 89 23 1.46 43
Day25 358 29 86 1.6 .99 45
Day26 330 30 81, 81 13,13 71,717 48
Day27 314 30 79 1.3 7 49
Day28 307 32 70 1.4 .69 48
Day29 312 28 66, 66 12,12 .64, .64 45
Day43 280 34 27 .6 23 39
Day50 303 46 26 .8 24 60
Day57 312 33 22 S .16 46
Day64 334 46 20 .6 15 64
Day71 320 50 22 .6 NA 70
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Day86 381 74 33 7 .16 98
Day92 333 28 39 7 .16 41
Dayl13 297 17 25 7 13 9
Coagulation
INR
Units fraction
Range -1.15
Day-33 95
Dayl .94
Day8 95
Dayl5 .92
Dayl17 1
Dayl8 1.08
Day19 1.15
Day20 1.17
Day21 1.1
Day22 1.07
Day23 1.05
Day24 1.01
Day25 .99
Day26 1
Day27 .98
Day28 97
Day29 97
Day43 .95
Day50 .96
Day57 .96
Day64 .96
Day71 .99
Day86 .99
Day92 98
Dayl13 .94
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Blood chemistry
ALB

Units g/dL
Range 39-49
Day-33 4.1
Dayl 4.4
Day8 4.5
Dayl15 4.6
Day17 4.1
Day18 4.2
Day19 3.7
Day20 34
Day21 32
Day22 3.1
Day23 3.5
Day24 32
Day25 3.5
Day26 3.8
Day27 4
Day28 3.8
Day29 4
Day43 4.3
Day50 4.7
Day57 43
Day64 4.4
Day71 4
Day86 4.3
Day92 4.1
Day113 4.6
CBC

PMNB PLAT WBC HCT LYMPH EOS
Units % x10*9 ¢/L x10*3 c/ul % % %
Range 29 - 83 150 - 350 3.5-85 35-45 20 - 52 0-11
Day-33 64 242 5.01 36.4 26 4
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Dayl 57 253 4.83 36.2 11.9 26 5
Day8 67 266 3.9 343 10.9 24 2
Dayl5 64.5 282 4.82 355 11.7 19 6.5
Dayl7 91 194 4.68 32.6 10.7 3 2
Dayl8 89.2 142 6.24 335 11.1 4.5 2.6
Day19 89.1 136 5.12 30.5 10.1 3.5 2.7
Day20 79.5 123 4.59 30 9.9 10 33
Day21 74 124 3.99 30 9.9 13 4
Day22 65 132 4.22 29.5 9.7 15 11
Day23 60 172 4.68 30.2 9.8 19 17
Day24 46 203 4.38 30.3 9.7 20 22
Day25 44 253 4.09 32.6 10.5 27 17
Day28 55 302 6.27 33.9 10.8 7 25
Day29 48 307 5.17 35 11.3 16 29
Day43 47 206 4.57 37.8 11.8 31 12
Day50 53 181 4.75 40.3 12.9 27 6
Day57 52 179 3.51 38.4 12.7 31 6
Day64 60 175 4.17 39.4 13.1 23 8
Day71 62 150 3.61 36.6 12.1 21 5
Day86 52 168 3.43 37.9 12.7 31 5
Day92 52 182 4.05 36.6 12.3 32 5
Dayl13 60 189 5 38.1 12.6 31 1
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Subject Identifier: Al443117-24-292
Protocol: AI443117

Event: 5§ JRJ% H . (SEVERE / GRADE III INTENSITY, NOT RELATED RELATIONSHIP, DAY 40)

Reason(s) for Narrative: [ ]Death
(check all that apply) [X] SAE (regardless of relationship to treatment)
[ TAE leading to discontinuation (regardless of relationship to treatment)

[ ] Other significant medical event

Study Medication/Dose: Open-label DCV 30 mg/ASV 200 mg/BCV 75 mg FDC tablet BID for 12 weeks

Treatment Group: EXPR Open-label GT-1A/1B
DCV/ASV/BCV

Age: 60 YEARS Gender: FEMALE Race: JAPANESE Ethnicity: JAPANESE

Disease History: CHRONIC HEPATITIS C VIRUS, GENOTYPE : 1B CIRRHOSIS: Yes

General Medical History: HEAD, EYES, EARS, NOSE, THROAT: CATARACT, DIZZINESS, DRY EYE,
HEADACHE; GASTROINTESTINAL: CHRONIC PANCREATITIS, CONSTIPATION, GASTRITIS;
GENITOURINARY: UTERINE MYOMA; ENDOCRINE-METABOLIC: OSTEOPOROSIS; PSYCHIATRIC:
MALAISE(THE CAUSE OF IFN INTOLERANT); IMMUNOLOGY/ALLERGIES: CONTRASTMEDIA
ALLERGY

Prior and Concomitant Medication(s): INTERFERON ALFA 2B; RIBAVIRIN; ELDECALCITOL; DIGESTIVE
ENZYMES; CAMOSTAT; MOSAPRIDE; TEPRENONE; ESOMEPRAZOLE; ELECTROLYTE SOLUTION;
HYDROXYZINE; METOCLOPRAMIDE; SODIUM BICARBONATE; BETAHISTINE; GLUTATHIONE
TOPICAL; REBAMIPIDE; FAMOTIDINE; ALFACALCIDOL; SENNA; OLOPATADINE; LOXOPROFEN;
LEVOFLOXACIN; RABEPRAZOLE; DOMPERIDONE; OMEPRAZOLE; CARVEDILOL; CLOTIAZEPAM,;
APAP/CAFENE/PROMET/SALICY; IRON

ERAREEE

HEBRFE Al443117-24-292 1% 60 i D LMET, A ZMES V= ) XA 7 1b O CHUBMHIFREE (1 ¥ —
7 =0 BRI T A RMER]) Thotz, Bh#ET AL LT, HR, BYERELMERLHD .
FEAHX y hOEEGEHFTHoTz, X—2F A (Dayl) ® HCV RNA (% 16049021 TU/mL TH > 7=,

Day 1, #Br&134 27 5% 2L (DCV) 30mg/7 ZAF 7L /L (ASV) 200 mg/beclabuvir (BCV) 75 mg
FLEEE 1 A 2B OIEER FTORG 2B L7,

Day 2. Grade 2 DEELBFE LT,
Day 7. Grade 2 @ _EREIRAAFEEL L7z, Day 8, MEFHEZHEMRAE OFRIZIETE TH o7,

Day 11, FEEEOFHEFRD Grade | DFENPREBL L7, WA (Day11) | EHBEETEHEER D B2
— X2 Witk (CT) TIEBEGBERTOR RN D OELIT A 6N/ 7=, Day 11, EFEREK, A b
r7arI7 I FERERex Y Fa 7203 HESR, LR7axd oy A a7 TI RKERTRT
T = VORI STz,

Day 14, JEHHE EHMRE CIIR GBI O/ RN O OZLIZR b7 o7, [AH (Day14) | BRE
WIRK A N7 a7 I RIERPFHERE S, RoXY RrofGnEm s,

Day 18, JEBEE MR CIEE 5BRTOMBEN S OE(LIZR b/ o7, Day 19 £Tr¥ Y 7”7
= OB IIMFES AL, Day2l FTRYRY R0 A 7 a7 7 I REOIERS v ORIk S
iz, Day22, ¥EAOHFEGIME Lz, LR 7 axH¥ 20 051T Day 22 £ Tkt Sz,

Day 38, IEH:ANFEEL L 7= 19, Day 40, & OIZEIMED £ UK QML ONR U - 720 FEL L, s 13ok
BeL7= 10 BAREOIMEIL 78/44 mmHg, DT 52bpm TH Y . $BRFIIHEEEE CTH 72 19, FHH
(Day 40) FEfii S N 7-BERR LIS 75 (MR CIEHT7Z 2 M M-CR 2 1T /B b7 ds» 7228, CT T
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BMS-790052/BMS-650032/BMS-791325 beclabuvir

MAFEH BNz, £, HEENREREOR R, HRIEHMAFED 67z, WA (Day40) | #5HR
FIXEE A HEFLO Grade 3 OFHFFIREHIM & 2BrEiv, ABEL7 1% [AH (Day40) OERKBRAORKS
B ~NETZ oL Tlgl (RX—RZ T A Ml 2 147g/L, FEYEE : 115~150g/L) . %1 BR ¥ i
243 x102¢/L ("—RA T A M : NA, FHEE : 3.7~49x102%c¢/L) THo7-, FH (Day40) . Grade3
OEMBFEH L, A hrur7 IR, BRERRKR (777 v 71E) KORMERER 2 BAA LS
72 1% [AH (Day40) . A AT 7Y — /R OEMEEK (727 F > MgiR) OF G R OB 1E D Bl b4k
Entz 0 BEEH DO FESO R ORBEE GRSz, [RAH (Day40) . BIEEEOFSRIEE
B\,

Day 43, {H{LENUSMRENFETDIL, LMAHR I, AT TV — VR OVEMRERRKR (77 F
v NER) OFe51E Day 43 £ TRkt Sz, [AH (Day43) . BEMNFHRE IR,

Day 44, 18R GREE SN, A (Day4d) . AN a— 1 fRTXT TV — )L O&RG)RBIG
iz,

Day 46, BELOHLIIEE L=, Day 48, WEBAH IR L7z 10,

Day 78, THALENEHBRA OMR, WHRBRFIER 2T ORBIE2 o hv, i B # R IR0 b
MNotz, WA (Day78) . ~EZ/ B E T 83gL, FRMMEKEIL 328x102%c¢/L Th o7z, [FH
(Day 78) . W §RlRMRE H o> FEAIE U7z &l &7z,

BeBRE 131654 55 T L, DCV/ASV/BCV Bi&fE (1 A 2[H) Dff&# 5 % Day 86 (25217 72,

T R A HERE T, BILOFRIIFHELTEBY, IXT 7 — L E O NARNY a— OS5 Tk
FihCchH o7,

WBRE 1T SVR 12 23Rk LT,

BRIRT — 2 N—212 L % & IRBREEEAE T, 2N OVH §F I8 H i O S8 3n B b L BdE R L
SHIWT L, EL, BEREEE R OSERAO GRS G L B H D &l L7z,

CIOMS 7> & D3BANE ) -

TR EATE RS O K BBMR O - B IREH L% 7 9 % A/ 7 A5 7 L EJL/BMS-791325 Bl& b
L REE AR L1,

BMS DK EEAROFAN : BEIREEMILXE 7 T % AL/ T A5 7 L EJL/BMS-791325 BlA e & B

Al443117-24-292 Labs in SI Units

LFT
ALP AST GGT TBILI DBILI ALT

Units U/L U/L U/L umol/L umol/L U/L
Range - 360 -35 -40 -21.9 -4.8 -42
Day-35 160 34 15 14.2 29 35
Day1 168 56 22 18.8 34 48
Day3 172 42 24 25.1 4.8 44
Day8 154 21 22 13.9 24 16
Day14 198 23 41 26.2 9.1 20
Day18 237 21 43 21.2 7.5 24
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BMS-790052/BMS-650032/BMS-791325 beclabuvir
Day22 216 21 43 16.2 4.4 18
Day29 218 21 35 14.2 29 13
Day36 236 24 27 17.6 32 16
Day40 141 20 14 13 2.9 14
Day41 133 20 12 16.8 39 14
Day42 NA 19 NA NA NA 12
Day43 156 21 16 19.3 3.8 14
Day44 156 19 14 18.1 3.8 13
Day45 164 23 18 24.5 5 15
Day46 150 26 15 21.7 43 15
Day47 144 24 14 17.3 3.8 18
Day57 149 53 14 14.4 24 59
Day64 182 82 16 15 24 99
Day71 182 83 19 133 2.6 109
Day78 196 117 31 214 43 150
Day80 223 125 36 26 7.2 160
Day87 209 134 53 26.2 10.8 134
Day9%4 210 29 52 13 3.1 43
Day108 194 26 33 14.7 22 19
Coagulation

INR
Units fraction
Range -1.15
Day-35 .98
Day1 1
Day3 97
Day8 .95
Day14 1.12
Day18 1.02
Day22 .99
Day29 98
Day36 .96
Day40 1.05
Day41 1.05
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BMS-790052/BMS-650032/BMS-791325 beclabuvir
Day43 .99
Day44 1
Day45 98
Day46 1
Day47 1
Day57 .99
Day64 1
Day71 1.01
Day78 1.03
Day80 1.03
Day87 1
Day9%4 .96
Day108 98
Blood chemistry

ALB
Units g/L
Range 39-49
Day-35 42
Dayl 45
Day3 47
Day8 43
Dayl4 34
Dayl8 33
Day22 35
Day29 39
Day36 42
Day40 32
Day41 32
Day43 37
Day44 35
Day45 39
Day46 38
Day47 37
Day57 37
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BMS-790052/BMS-650032/BMS-791325 beclabuvir
Day64 41
Day71 39
Day78 41
Day80 40
Day87 36
Day9%4 39
Day108 42
CBC

PMNB PLAT WBC HCT HB LYMPH EOS
Units fraction x10¥9c¢/L  x10*¥9c¢/L  vol g/L fraction fraction
Range 29 - .83 150-350 3.5-85 35-.45 115-150 .2-.52 0-.11
Day-35 .63 137 434 412 142 27 .02
Dayl 5 122 441 423 147 42 .02
Day3 47 121 4.94 426 143 37 .01
Day8 .55 136 4.3 394 133 38 .01
Dayl4 .83 90 6.56 356 120 .08 .03
Day18 .39 159 5.61 333 112 31 2
Day22 37 216 5.18 338 115 32 22
Day29 32 219 5.01 352 119 .39 .16
Day36 .38 188 4.78 359 120 .39 .1
Day40 754 175 10.11 209 71,71 .165 017
Day41 619 129 6.58 206 73,73 307 .006
Day42 .58 130 5.32 22 78,78 .29 .03
Day43 .68 144 4.01 234 82,82 21 .03
Day44 .62 164 4.51 233 78,78 28 .01
Day45 45 231 4.54 255 87,87 .38 .06
Day46 47 195, 206 3.62,4.89 245, .233 82, 80, 385 .035

80, 82

Day47 544 182 3.91 222 76,76 35 .031
Day57 54 170 3.85 276 89 .29 .04
Day64 53 155 2.99 266 84 27 .05
Day71 .55 148 2.7 263 83 31 .04
Day78 4 164 3.24 265 83, 83 49 .03
Day80 57 172 5.77 277 87 .26 .05
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BMS-790052/BMS-650032/BMS-791325 beclabuvir
Day87 .56 176 3.52 279 86 .29 .03
Day9%4 57 214 3.12 28 87 34 .005
Day108 41 158 2.84 278 83 42 .04
Al443117-24-292 Labs in US Units
LFT

ALP AST GGT TBILI DBILI ALT
Units U/L U/L U/L mg/dL mg/dL U/L
Range - 360 -35 -40 -13 -.28 -42
Day-35 160 34 15 .8 17 35
Dayl 168 56 22 1.1 2 48
Day3 172 42 24 1.5 .28 44
Day8 154 21 22 .8 .14 16
Dayl14 198 23 41 1.5 53 20
Dayl8 237 21 43 1.2 44 24
Day?22 216 21 43 1 .26 18
Day29 218 21 35 .8 17 13
Day36 236 24 27 1 .19 16
Day40 141 20 14 .8 17 14
Day41 133 20 12 1 23 14
Day42 NA 19 NA NA NA 12
Day43 156 21 16 1.1 22 14
Day44 156 19 14 1.1 22 13
Day45 164 23 18 1.4 29 15
Day46 150 26 15 1.3 25 15
Day47 144 24 14 1 22 18
Day57 149 53 14 8 14 59
Day64 182 82 16 9 14 99
Day71 182 83 19 .8 15 109
Day78 196 117 31 1.3 25 150
Day80 223 125 36 1.5 42 160
Day87 209 134 53 1.5 .63 134
Day94 210 29 52 .8 18 43
Day108 194 26 33 9 13 19
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Coagulation

INR
Units fraction
Range -1.15
Day-35 98
Dayl 1
Day3 97
Day8 95
Dayl14 1.12
Day18 1.02
Day22 .99
Day29 .98
Day36 .96
Day40 1.05
Day41 1.05
Day43 .99
Day44 1
Day45 .98
Day46 1
Day47 1
Day57 .99
Day64 1
Day71 1.01
Day78 1.03
Day80 1.03
Day87 1
Day9%4 .96
Day108 .98
Blood chemistry

ALB
Units g/dL
Range 39-49
Day-35 4.2
Dayl 4.5
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Day3 4.7
Day8 43
Dayl4 3.4
Day18 33
Day22 35
Day29 39
Day36 4.2
Day40 32
Day41 32
Day43 3.7
Day44 3.5
Day45 39
Day46 3.8
Day47 3.7
Day57 3.7
Day64 4.1
Day71 39
Day78 4.1
Day80 4
Day87 3.6
Day9%4 3.9
Day108 4.2
CBC

PMNB PLAT WBC HCT HB LYMPH EOS
Units % x10*9 ¢/L x10*3 cul % g/dL % %
Range 29 -83 150 - 350 35-85 35-45 11.5-15 20-52 0-11
Day-35 63 137 4.34 41.2 14.2 27 2
Dayl 50 122 4.41 423 14.7 42 2
Day3 47 121 4.94 42.6 14.3 37 1
Day8 55 136 43 39.4 13.3 38 1
Dayl4 83 90 6.56 35.6 12 8 3
Day18 39 159 5.61 333 11.2 31 20
Day22 37 216 5.18 33.8 11.5 32 22
Day29 32 219 5.01 352 11.9 39 16
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Day36 38 188 4.78 359 12 39 10
Day40 75.4 175 10.11 20.9 7.1,7.1 16.5 1.7
Day41 61.9 129 6.58 20.6 7.3,7.3 30.7 .6
Day42 58 130 5.32 22 7.8,7.8 29 3
Day43 68 144 4.01 23.4 82,82 21 3
Day44 62 164 4.51 233 7.8,7.8 28 1
Day45 45 231 4.54 25.5 8.7,8.7 38 6
Day46 47 195, 206 3.62,4.89 245,233 82,8,8, 38.5 35
8.2
Day47 544 182 391 22.2 7.6,7.6 35 3.1
Day57 54 170 3.85 27.6 8.9 29 4
Day64 53 155 2.99 26.6 8.4 27 5
Day71 55 148 2.7 26.3 8.3 31 4
Day78 40 164 3.24 26.5 83,83 49 3
Day80 57 172 5.77 27.7 8.7 26 5
Day87 56 176 3.52 279 8.6 29 3
Day9%4 57 214 3.12 28 8.7 34 5
Day108 41 158 2.84 27.8 8.3 42 4
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Subject Identifier: A1443117-24-9
Protocol: AI443117

Event: [HZ£[%5E (SEVERE / GRADE III INTENSITY, RELATED RELATIONSHIP, DAY 11)

Reason(s) for Narrative: [ ]Death
(check all that apply) [X] SAE (regardless of relationship to treatment)
[ TAE leading to discontinuation (regardless of relationship to treatment)

[ ] Other significant medical event

Study Medication/Dose: Double-blind DCV 30 mg/ASV 200 mg/BCV 75 mg FDC tablet BID for 12 weeks; and
DCYV placebo tablet QD with ASV placebo capsules BID for 24 weeks

Treatment Group: Naive GT-1B DCV/ASV/BCV

Age: 46 YEARS Gender: FEMALE Race: JAPANESE Ethnicity: JAPANESE

Disease History: CHRONIC HEPATITIS C VIRUS, GENOTYPE : 1B CIRRHOSIS: No

General Medical History: HEAD, EYES, EARS, NOSE, THROAT: HYPERMETROPIA, MIGRAINE;
GASTROINTESTINAL: GASTRITIS; GENITOURINARY: TOTAL HYSTERECTOMY;
MUSCULOSKELETAL: CARPAL TUNNEL SYNDROME; ALCOHOL USE: BEER 5000ML/WEEK FOR
23YEARS; TOBACCO USE: 3/DAY FOR 2 YEARS; IMMUNOLOGY/ALLERGIES: FOOD
ALLERGIES(BUCKWHEAT,JEW'S-EAR,GRAPEFRUIT,ORANGE)

Prior and Concomitant Medication(s): APAP/CAFENE/PROMET/SALICY; CARBOCYSTEINE; CEFCAPENE
PIVOXIL; DIMEMORFAN; FAMOTIDINE; BETATP/GENTOP; LOXOPROFEN; ELECTROLYTE
SOLUTION; SODIUM CHLORIDE; CLOTIAZEPAM; GLUC/LYTESO; METOCLOPRAMIDE;
RABEPRAZOLE; HYDROXYZINE; TIPEPIDINE; CEFPER/SULBAC; SENNA; ASCORBIC ACID; VITAMIN
B; BROTIZOLAM; LEVOFLOXACIN; OLOPATADINE; NARATRIPTAN; ZOLMITRIPTAN; MAGNESIUM;
DIPHENHYDRAMINE TOPICAL; HERBS; BETAMETHASONE TOPICAL; KETOPROFEN TOPICAL;
RETINOL; SALICYLIC ACID TOPICAL; SUMATRIPTAN

ERPREE .
BB Al443117-24-9 13 46 i D&, IFEEZ bWy = ) 4 7 1b O CRUBMEIFREE CRIAE
i) Thotz, BETLHEEL LT, B, FEaM,. 7va— 48 (B —/0 5000 mL/#E % 23 4f#)
KOZ N2l GA/AZ 24EH) b oTc, X—Z2T A (Day 1) OEKBRAEIL HCV RNA
3386661 IUmML, 77 =73/ b7 A7 =7—E (ALT) 46 UL (Grade 0, J¥EfH : NA~42 U/L) .
TARTXUET I ) F T A7 27— (AST) 36 U/L (Grade 0, FE¥EH : NA~35U/L) | y-Z V%
SR TUAT 2T —F (GGT) 34 U/L (FEUEH : NA~40U/L) . #2E UL E L 11.8 pmol/L (FEYE(H -
NA~21.9 umol/L) M ONEHEE U /L E L 2.4 umol/L (FEYEfE : NA~4.8 umol/L) Tholz, XN—RA T A
DT NHVERAT 7 X2 —FIL169 UL GEEEE : NA~360U/L) . 707 2 03 41 g/ (JEVE(HE : 39~
49 g/L) . FEBHEAELEE (INR) 13097 (GEUEME : NA~1.15) THY . W HR—2 T A K UGRERH
Mz LB LTEFRTHoT2,
Day 1. ##B#&134 27 7% 2L (DCV) 30mg/7 AF 7L /L (ASV) 200 mg/beclabuvir (BCV) 75 mg
BLASE1 H 2R OIDCV 78 REE1H 1H+ASV X IR L1 B 2E0O¥EA2BRE LT,
Day 10, #¢BRF IZEEE ORI, ML OFEEN (KR 38.6°C) D7=kBEL7z ', [AH (Day10) |
Grade |l OEE VL E VA (RE Y /L EY 243 umol/L X OVEHEE U LB 5.5 umol/L) & T Grade 3 ™
FENREBLLT-, [MH (Day10) , =¥ Y a7 = RNz,
Day 11, @EOEFE GEE K OFEEL (RIR 40°C) O7=KBE L=, FHA (Day 11) 2%k Sz fiik
BEREOA I N o PREORKRIFRETH o7, FH (Day 11) | IEHEERBEEORS, SVEHF
fEENEEDIL, 2 Ea—2WEREE (CT) OER, BARRED b, 2EFEEREDI, [FH
(Day 11) . C-FUSPEEMA (CRP) 1E85mg/L ("—A T A Ml : NA, FEVEE : NA~3mg/L) Th-o
72, RH (Day11) . #¢5&%F 1L Grade | DK K O Grade 3 DIHFEREE L2 S, ABeL7=', [FA
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(Day 11) | EREEEI RG-S, KFETOMH Day 12 £ Tk S 7,

[ H (Day12) . FEE (K 39°C) ZfF 2 BUF. FOKRODEmRAFEBL LY, FA (Day12)
Gluc/Lyteso D#5-23BfAs S 4, Day 13 £ Tilkfie S U7,

Day 14, Grade | DfERAFEBL L=, [FH (Day 14) | MEHE S EEAE ORISR, MHIEEILE & QWK AT
D Hiv, CT DFER. MAKKONEARDGTRD bivlz, Day 14, &mE U L E VMEDFEGIE Grade 2 1IZHAL L
72 BBV LE L 441 pmol/L K OVEHEE UL E > 234 umol/L) . [AH (Day 14) . GGT (% 70 U/L
(Grade 1) (ZHAN L7z, [RH (Day14) . #5313 Grade 1 gk 2l n7-, A (Day14) . F#
DHFERRITI AR L TEIE LTz, HBEEEOZDRRER G IIhEr 417z, Day 16, & E Y /L E I
eV AEY 178 umol/L K OEHEE U L E Y 72 pmol/L) OFERIIM AR L TRIELEZ, nf Y 7o
7 = > O 513 Day 16 £ Cilki S iz,

Day 17, fiEH + BN A IS TEMMEE KX O ZHBIBRRD b,

Day 18, CT 2 CHI/K K OREKDOUGENZED bz, [FIA (Day 18) . M/KOHFLIXEIE Lz,

Day 19, Grade 1 ® _EJg3m A HEL L 7=,

Day 20, VRBRIER G 23FBH S 7z, Day 21, JKFETOHHDB TN,

Day 25, MHZFEFEEOFGIIMEIE Lz &l S, R 1XBFBE L= (DIMS P.185) ',

Day 28, E/KODHEGIIAIE L7z, Day4l, IO FELRIIEME L7z, Day 63, HEMOEZRIIEIE L,

Day 86, ## 13 DCV/ASV/BCV BLAFE DR #5250, DCV 77 &R 1 H 1[H +ASV 77 &R D
7V 1R 2EIOHE % kR LT,

B HA& T 8 FFAR T, HCV RNA OFf&fEIX 25 UL Klili (BiEd) Thoiz,

BBRE 1 XIRR % 52 T L, DCV/ASV/BCV Bl & 8E D ik 5% Day 86 125 1F, DCV 77 AR LK NASV 7
7RO fkAE % Day 170 (232 1) 7=,

BRRT — 2 _R—A 2L D b, IRBREEES L, HgEEE AL OE BV LB EDFSITIE5R K
Beh LS L LT,

CIOMS 7> 5 DB N

TRBREEERN S O KRR OFAT « BHEEFITER T CTORBRER LG LEEH D, BAKDEE U L E
> IME X ETAR AR S0 1

BMS DK EBIROFAM : IRFEREE, BEKLOEE VU LB v E IR 5 LS 5008 LivZen

11
o

Al443117-24-9 Labs in SI Units

LFT

ALP AST GGT TBILI DBILI ALT
Units U/L U/L U/L umol/L umol/L U/L
Range - 360 -35 -40 -21.9 -4.8 -42
Day-33 172 37 30 7.7 1.7 41
Dayl 169 36 34 11.8 2.4 46
Day10 179 17,17 28, 28 243,243 55,55 18, 18
Dayl1 NA 16, 16 30, 30 30.3,30.3 10.4,10.4 16, 16
Day12 165 15 37 17.4 6.5 18
Day13 188 14 51 22.7 9.9 19
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Dayl14 265 14, 14 70,70 44.1,44.1 23.4,23.4 25,25
Dayl5 241 13 55 35.2 19 22
Day16 241 11 52 17.8 7.2 19
Dayl8 246 13 52 14.9 5.5 16
Day20 253 18 52 11.3 4.1 19
Day21 254 18, 18 56, 56 20.2,20.2 6.2,6.2 18,18
Day22 263 26 52 28.7 8.4 23
Day23 234 23 43 17.8 NA 24
Day24 223 18 40 12.1 3.8 21
Day25 226 19, 19 39, 39 19.8,19.8 55,55 21,21
Day28 209 17 32 13.5 3.6 19
Day31 186 15 26 15.4 3.8 15
Day45 176 18 17 22.9 4.8 14
Day52 164 20 14 17.8 3.8 20
Day59 152 24 14 16.2 32 30
Day72 173 43 14 15.9 3.1 63
Day79 176 49 NA 19.2 3.9 84
Day87 186 57 16 24.5 53 101
Day9%4 190 20 23 15.6 29 35
Day115 166 15 19 16.9 3.4 11
Day143 170 15 14 19 3.8 10
Day171 188 14 12 15.6 32 9
Day199 181 15 11 9.6 1.7 11
Coagulation

INR
Units fraction
Range -1.15
Day-33 .95
Day1 97
Day10 95
Dayl2 1.1
Dayl3 1.11
Dayl15 1.15
Dayl6 1.12
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Day18 1.05
Day20 1.05
Day21 1.02
Day22 1.03
Day23 1.01
Day24 .99
Day25 97
Day28 .98
Day31 95
Day45 .98
Day52 98
Day59 .95
Day72 98
Day79 1
Day87 .99
Day9%4 .96
Day115 .92
Day143 .92
Day171 .92
Day199 9
Blood chemistry

ALB
Units g/L
Range 39-49
Day-33 39
Day1 41
Day10 43
Dayl1 37
Day12 32
Day13 28
Dayl15 26
Day16 25
Day18 31
Day20 39
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Day21 40
Day22 39
Day23 37
Day24 35
Day25 39
Day28 40
Day31 40
Day45 43
Day52 40
Day59 39
Day72 39
Day79 38
Day87 39
Day9%4 41
Day115 43
Day143 43
Day171 42
Day199 43
CBC

PMNB PLAT NEUT WBC HCT HB LYMPH EOS
Units fraction x10*9 fraction x10*9 vol g/L fraction fraction

c/L c/L
Range 29 - .83 150-350 .29-.7 35-85 35-.45 115- 2-.52 0-.11
150

Day-33 46 131 NA 3.16 45 158 41 .01
Day1 .6 180 NA 5.04 428 146 31 .02
Day10 72 181 NA 451,451 434 147 21 .02
Dayl1 .86 146 NA 7.06,7.06 417 142 .085 .01
Day12 821 111 NA 5.48 37 130 .084 .029
Day13 73 110 NA 6.09 .36 126 12 .049
Day14 705 136 NA 7.8,7.8 416 142 125 .065
Day15 .63 126 NA 6.5 .383 130 18 115
Day16 A48 146 NA 4.4 .385 130 28 .16
Day18 41 177 NA 4.56 379 130 .33 1
Day20 .36 211 NA 5.5 .38 135 404 144
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Day21 43 234 33 5.38,5.38 415 144 27,.27 22,.22
Day?22 .39 245 NA 6.44 434 149 .15 34
Day23 21 227 NA 6.29 395 135 .35 38
Day24 33 225 NA 5.85 399 134 .35 22
Day25 A4 236 32 5.68,5.68 .39 134 .35, .35 2,.2
Day28 46 222 NA 4.54 388 132 38 .09
Day31 22 232 NA 4.4 379 130 445 195
Day45 44 161 NA 4.54 406 135 .36 .09
Day52 45 178 NA 4.27 389 131 43 .03
Day59 .39 181 NA 3.24 371 121 47 .03
Day72 A48 180 NA 3.59 377 125 41 .02
Day79 45 178 NA 3.47 357 125 .35 .02
Day87 505 200 NA 4.16 373 125 .32 .06
Day9%4 .39 198 NA 4.74 386 130 44 .05
Day115 49 175 NA 3.8 357 120 38 .01
Day143 .62 175 NA 5.14 375 123 31 0
Day171 5 181 NA 4.71 365 124 4 .01
Day199 41 165 NA 4.25 363 122 49 .03
Al443117-24-9 Labs in US Units
LFT

ALP AST GGT TBILI DBILI ALT
Units U/L U/L U/L mg/dL mg/dL U/L
Range - 360 -35 -40 -1.3 -.28 -42
Day-33 172 37 30 .5 .1 41
Day1 169 36 34 7 .14 46
Day10 179 17,17 28,28 14,14 32,.32 18,18
Dayl1 NA 16, 16 30, 30 1.8,1.8 .61, .61 16, 16
Day12 165 15 37 1 .38 18
Day13 188 14 51 1.3 .58 19
Day14 265 14, 14 70,70 2.6,2.6 1.37,1.37 25,25
Day15 241 13 55 2.1 1.11 22
Day16 241 11 52 1 42 19
Day18 246 13 52 9 .32 16
Day20 253 18 52 7 24 19
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Day21 254 18, 18 56, 56 12,12 .36, .36 18,18
Day22 263 26 52 1.7 49 23
Day23 234 23 43 1 NA 24
Day24 223 18 40 i 22 21
Day25 226 19, 19 39,39 12,12 32,.32 21,21
Day28 209 17 32 .8 21 19
Day31 186 15 26 9 22 15
Day45 176 18 17 1.3 .28 14
Day52 164 20 14 1 22 20
Day59 152 24 14 1 .19 30
Day72 173 43 14 9 18 63
Day79 176 49 NA 1.1 23 84
Day87 186 57 16 1.4 31 101
Day9%4 190 20 23 9 17 35
Day115 166 15 19 1 2 11
Day143 170 15 14 1.1 22 10
Day171 188 14 12 9 .19 9
Day199 181 15 11 .6 .1 11
Coagulation

INR
Units fraction
Range -1.15
Day-33 .95
Day1 97
Day10 .95
Day12 1.1
Day13 1.11
Day15 1.15
Day16 1.12
Day18 1.05
Day20 1.05
Day21 1.02
Day22 1.03
Day23 1.01
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Day24 .99
Day25 97
Day28 98
Day31 95
Day45 98
Day52 98
Day59 95
Day72 98
Day79 1
Day87 .99
Day94 .96
Dayl15 92
Day143 .92
Day171 92
Day199 9
Blood chemistry

ALB
Units g/dL
Range 39-49
Day-33 39
Day1 4.1
Day10 4.3
Dayl1 3.7
Day12 32
Day13 2.8
Day15 2.6
Day16 2.5
Day18 3.1
Day20 39
Day21 4
Day22 3.9
Day23 3.7
Day24 35
Day25 39
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Day28 4
Day31 4
Day45 43
Day52 4
Day59 39
Day72 39
Day79 3.8
Day87 39
Day9%4 4.1
Dayl15 43
Day143 4.3
Dayl71 4.2
Day199 4.3
CBC

PMNB PLAT NEUT WBC HCT HB LYMPH EOS
Units % x10¥9c/L % x10*3 % g/dL % %

c/uL

Range 29-83 150-350 29-70 35-85 35-45 11.5-15 20-52 0-11
Day-33 46 131 NA 3.16 45 15.8 41 1
Dayl 60 180 NA 5.04 42.8 14.6 31 2
Dayl0 72 181 NA 451,451 434 14.7 21 2
Dayl1 86 146 NA 7.06,7.06 41.7 14.2 8.5 1
Dayl12 82.1 111 NA 5.48 37 13 8.4 2.9
Dayl3 73 110 NA 6.09 36 12.6 12 4.9
Dayl4 70.5 136 NA 7.8,7.8 41.6 14.2 12.5 6.5
Dayl5 63 126 NA 6.5 383 13 18 11.5
Dayl6 48 146 NA 4.4 38.5 13 28 16
Dayl8 41 177 NA 4.56 37.9 13 33 10
Day20 36 211 NA 5.5 38 13.5 40.4 14.4
Day21 43 234 33 538,538 415 14.4 27,27 22,22
Day22 39 245 NA 6.44 43.4 14.9 15 34
Day23 21 227 NA 6.29 39.5 13.5 35 38
Day24 33 225 NA 5.85 39.9 13.4 35 22
Day25 40 236 32 5.68,5.68 39 134 35,35 20,20
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Day28 46 222 NA 4.54 38.8 13.2 38 9
Day31 22 232 NA 44 37.9 13 44.5 19.5
Day45 44 161 NA 4.54 40.6 13.5 36 9
Day52 45 178 NA 4.27 38.9 13.1 43 3
Day59 39 181 NA 3.24 37.1 12.1 47 3
Day72 48 180 NA 3.59 37.7 12.5 41 2
Day79 45 178 NA 3.47 35.7 12.5 35 2
Day87 50.5 200 NA 4.16 373 12.5 32 6
Day9%4 39 198 NA 4.74 38.6 13 44 5
Dayl15 49 175 NA 3.8 35.7 12 38 1
Day143 62 175 NA 5.14 37.5 12.3 31 0
Dayl71 50 181 NA 4.71 36.5 12.4 40 1
Day199 41 165 NA 4.25 36.3 12.2 49 3
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Subject Identifier: A1443117-24-98
Protocol: AI443117

Event:lH%%[% % (SEVERE / GRADE III INTENSITY, RELATED RELATIONSHIP, DAY 16); & &'V L ifl
JiE (VERY SEVERE / GRADE IV INTENSITY, RELATED RELATIONSHIP, DAY 18)

*OTHER SIGNIFICANT MEDICAL EVENT* TBILI GRADE 3 OR 4: GRADE 3 DAY(17) to DAY(18) GRADE
4 DAY(18) to DAY(21) GRADE 3 DAY(21) to DAY(23)

Reason(s) for Narrative: [ ]Death

(check all that apply) [X] SAE (regardless of relationship to treatment)

[X] AE leading to discontinuation (regardless of relationship to treatment)
[X] Other significant medical event

Study Medication/Dose: Double-blind DCV 30 mg/ASV 200 mg/BCV 75 mg FDC tablet BID for 12 weeks; and
DCYV placebo tablet QD with ASV placebo capsules BID for 24 weeks

Treatment Group: Naive GT-1B DCV/ASV/BCV

Age: 66 YEARS Gender: FEMALE Race: JAPANESE Ethnicity: JAPANESE

Disease History: CHRONIC HEPATITIS C VIRUS, GENOTYPE : 1B CIRRHOSIS: No

General Medical History: GASTROINTESTINAL: GALLBLADDER ADENOMYOMATOSIS, HERNIA
SURGERY, LARGE INTESTINAL POLYPECTOMY; IMMUNOLOGY/ALLERGIES: POLLENOSIS

Prior and Concomitant Medication(s): LOXOPROFEN; ELECTROLYTE SOLUTION; LEVOFLOXACIN;
FAMOTIDINE; METOCLOPRAMIDE; TEPRENONE; OLOPATADINE; GLUC/LYTESO; CEFPER/SULBAC;
ASCORBIC ACID; VITAMIN B; ALBUMIN; BROTIZOLAM

ERARBEE .
PR Al443117-24-98 13 66 ik DL MET, IHMEAZEDRWY = ) Z A 7 1b O CHUBMEATREE CRIG
Bl Thoto, BT LEEE LT, HERGIE, ~V=7 F ML ORER Y =71 -7, ~
— 27 A (Dayl) OEKEMRAEMEIZHCV RNA 11447186 1U/mL, 77 =7 /) b TV A7 2T —F
(ALT) 50 UL (JEYEfE : NA~42U/L) \ TANXNTXUET I ) hT7 A7 27— (AST) 43 UL
(EYERE : NA~35U/L) . TABVARAT 72— (ALP) 339 U/L (FL¥E(E : NA~360 U/L) . y-2 /b
ZINET AT 27— (GGT) 28 UL (FEMEE : NA~40U/L) . ME UL E Y 15 umol/L (JEYEfE :
NA~21.9 umol/L) . E#E VU /L E L 2.6 pmol/L (GEYE(H : NA~4.8 umol/L) . 7 /L7 I 43 g/l (L
il : 39~49 g/L) KON [EEERE(LEE (INR) 0.96 (GEYE(E : NA~1.14) TH-o7=,

Day 1, #BR&134 27 7% 2L (DCV) 30mg/7 AF 7L EJL (ASV) 200 mg/beclabuvir (BCV) 75 mg
BCASE L H 2L ODCV 77 vAREE 1 H 1[I +ASV 7R A 71 H 2B O#KS % B4G LT,

Day 14, Grade | O DA O Grade 1| OFEL (KR 37°C) 23 %BL L7z, FH (Day14) . o¥% Y
a7z REREEn,

Day 15, JEHESIRAEORE T, MHZEEE L OFIREED IR, FFFTEEY o EifER I NS IAE A RO B
7eo [AH (Day 15) | #BR#E X Grade 2 OHFEREE L ZM S, 77V /0 AM/a7IIK, LRY
nXtor TrEF UL, AnRE Y ROERERR O 2 BG LT,

Day 16, JEHE S MR O R, HEREL OCMIEEOREOMENRO bz, FH (Dayle) . =
Vo — X WiiERigis (CT) (S TIEK, Pl OMESEER O RER . VMl ME B FERE AR EE QNS B AR N IE K 23538
oz, B (Day 16) . HZEEREEDOFESLIL Grade 3 ~, JE/KDESRIT Grade | ~EAL L7720, Hibx
FIXABE L7 12, [ H (Day 16) . Gluc/Lyteso & O cefper/ AV 37 2 LOFH MBS iz, LR 71
XY DO E1T Day 16 £ THkkt Suiz, @B VL E VEDESRO 7= OIGFRER 513 — Bl Shr-
. mE UL E UNE R ONEFEREEOERO =D H IE Xz, DCV/ASV/BCV ELAHEN X DCV 77 &R
J N ASV 77 AR O 5-H X Day 16 Th o 72,

Day 17, HEEOHEFSLO Grade 3 DEE VL E VE FRE UL E Y 57.1 pmol X ONERHEE Y L

359




2.7.6 il 2 DFRERD F & D Hepatitis C
BMS-790052/BMS-650032/BMS-791325 beclabuvir

35.6 umol) 23FBLL7=, [FAH (Day17) . GGT % 117 U/L (Grade2) (I L 7=, Day 17, IMiEks#E D
fERIIREETH -7, FIH (Day17) . EX I BEKOT A2V B BOR G HG ST,

Day 18, @ E U/ EVMIIEDFRIE Grade 4 (AL U /L E L 1103 pmol/L K NEHEE U LB

71.8 umol/L) 2L L7, [AH (Day18) . GGTIX 132 U/L (Grade?2) (ZHEHI L, MEHEEFIMREIZT
JEZEEEARE K ONEIKR 358 B LTz,

Day 19, eV L E R OEZE U LEAZSILIZHEML, £ 126.5 pmol/L (Grade 4) KT
84.8 umol/L TH -7, [WH (Day19) . GGTIL 117 U/L (Grade2) ~b L7z,

Day 20, BV LV E LV ROEHEE VL E LS HIZZE4 141.6 pmol/L (Grade 4) 2 T* 95.6 pmol/L ~
HML7-, WA (Day20) . GGTIX 135U/L (Grade3) ~HihNL7-, RH (Day20) Dyl X Mo
FRITIER TH Y, Lo a—HE TILOEBKATHENRD v, CT Tk, HFEERERE, JEK. MKk ON
JERAED bz, FH (Day20) . FEEAOHESLIMEIE LI,

Day 21, #E UL E LV RNEHEE Y L E XZENEL 75.6 pmol/L (Grade 3) K& T 48.9 pmol/L ~JEA L
7z. [AH (Day21) . GGTIX 109 U/L (Grade3) ~J#/ L7z, Gluc/Lyteso D% 51 Day 21 £ THkfE S+
7zo H (Day21) . OEEAPREOFEZIIEIE L,

Day 23, e U L E VK ONERFEE UL E U IXZNEI 43.9 umol/L (Grade 2) M OF 25.1 pmol/L ~J&/> L
7co [AH (Day23) . GGT X108 U/L (Grade2) ~JE/ L. MEHEHTIBRAEOR R, HEREILE OUE
DRD BT, FH (Day23) . BEAKOFRIEIE L, BRREAEKO BT Day 23 £ Tkt <7z,

Day 24, HHZEFEEOFLIIMIE Lz, #BRF IR L7 12,

TV, ARrnaTT I REDT 7 E®F Y OFE1T Day 72 £ Tk S vz,

B HTH# 4 R T, SR bz,

R T — 2 X=X D & IRREEEMS T, HEREE, &Y UL E s MER OO FH5ITI55R R
Bl LREE S 0 Ll LT,

CIOMS 75 DIBNEH

TEBR T TIE AT S O K R BIR O AT : JHSEREE . S U AP U IER OFREIT SR T TOIRRIEE S & B
W0, RN OE BV LY MGE LR i 12,

BMS DK EBIROFAM : ARFERESE, BEAKL OE B U LB v UEIRIEBRIER G L D 5008 Lven

12
o

Al443117-24-98 Labs in SI Units

LFT

ALP AST GGT TBILI DBILI ALT
Units U/L U/L U/L umol/L umol/L U/L
Range - 360 -35 -40 -21.9 -4.8 -42
Day-34 257 41 25 16.9 29 47
Dayl 339 43 28 15 2.6 50
Day9 374 19 23 7.9 1.5 14
Dayl5 334 31 46 17.3 43 22
Dayl6 296 19, 19 100, 100 333,333 19.2,19.2 22,22
Dayl7 257 12 117 57.1 35.6 17
Dayl8 327 14 132 110.3 71.8 17
Day19 298 14 117 126.5 84.8 17
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Day20 335 17,17 135,135 141.6, 141.6 95.6,95.6 19, 19
Day21 296 16 109 75.6 48.9 16
Day23 311 18,18 108, 108 43.9,43.9 25.1,25.1 16, 16
Day28 303 22 73 23.9 12.7 15
Day37 341 19 45 16.1 7.4 10
Day42 346 23 42 15.6 6.3 13
Day51 349 25 32 15.6 4.1 17
Coagulation

INR
Units fraction
Range -1.14
Day-34 1
Dayl1 .96
Day9 95
Day15 1
Dayl6 1.18
Day17 1.33
Day18 1.35
Day19 1.3
Day20 1.15
Day21 1.14
Day23 1.06
Day28 1.04
Day37 1.02
Day42 1.02
Day51 1
Blood chemistry

ALB
Units g/L
Range 39-49
Day-34 44
Day1 43
Day9 42
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Dayl15 42
Day16 33,33
Day17 27
Day18 28
Day19 24
Day20 26,26
Day21 29
Day23 36, 36
Day28 37
Day37 39
Day42 42
Day51 41
CBC

PMNB PLAT NEUT WBC HCT HB LYMPH EOS
Units fraction x10*9 Fraction x10*9 Vol g/L fraction fraction

c/L c/L
Range 29 - .83 150-350 .29-.7 35-85 35-.45 115- 2-.52 0-.11
150

Day-34 .56 125 NA 3.92 424 146 37 0
Dayl .53 142 NA 42 431 148 38 .06
Day9 45 144 NA 427 426 143 46 .02
Dayl5 .845 102 NA 4.17 394 134 .07 .04
Dayl6 .76 78 32 2.86,2.86 .406 135 .16, .16 .03, .03
Day17 745 74 NA 3.21 363 124 118 .053
Day18 .685 79 NA 5.49 383 134 195 .055
Day19 .633 80 NA 6.01 355 122 225 072
Day20 5 102 425 7.27,7.27 398 135 24, .24 115, 115
Day21 .39 119 NA 4.94 356 119 215 145
Day23 28 191 24 4.54,4.54 366 123 32,.32 245, .245
Day28 5 320 NA 4.79 37 123 31 A1
Day37 .39 173 NA 4.28 372 124 41 A1
Day42 5 125 NA 3.64 .386 128 41 .07
Day51 A48 139 NA 4.15 392 131 4 .03
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Al443117-24-98 Labs in US Units

LFT

ALP AST GGT TBILI DBILI ALT
Units U/L U/L U/L mg/dL mg/dL U/L
Range -360 -35 -40 -1.3 -.28 -42
Day-34 257 41 25 1 17 47
Day1 339 43 28 9 15 50
Day9 374 19 23 5 .09 14
Dayl5 334 31 46 1 25 22
Dayl6 296 19, 19 100, 100 2,2 1.12,1.12 22,22
Day17 257 12 117 3.3 2.08 17
Dayl8 327 14 132 6.5 4.2 17
Day19 298 14 117 7.4 4.96 17
Day20 335 17,17 135,135 83,83 5.59,5.59 19, 19
Day21 296 16 109 44 2.86 16
Day23 311 18,18 108, 108 2.6,2.6 1.47,1.47 16, 16
Day28 303 22 73 1.4 74 15
Day37 341 19 45 9 43 10
Day42 346 23 42 9 37 13
Day51 349 25 32 9 24 17
Coagulation

INR

Units fraction
Range -1.14
Day-34 1
Day1 .96
Day9 95
Dayl15 1
Day16 1.18
Day17 1.33
Day18 1.35
Day19 1.3
Day20 1.15
Day21 1.14
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Day23 1.06
Day28 1.04
Day37 1.02
Day42 1.02
Day51 1
Blood chemistry
ALB
Units g/dL
Range 39-49
Day-34 4.4
Dayl1 43
Day9 4.2
Dayl5 4.2
Dayl6 33,33
Day17 2.7
Day18 2.8
Day19 24
Day20 2.6,2.6
Day21 29
Day23 3.6,3.6
Day28 3.7
Day37 39
Day42 4.2
Day51 4.1
CBC
PMNB PLAT NEUT WBC HCT HB LYMPH EOS
Units % x10*9c/L % x10*3 % g/dL % %
c/uL
Range 29 - 83 150-350 29-70 3.5-85 35-45 11.5-15 20-52 0-11
Day-34 56 125 NA 3.92 42.4 14.6 37 0
Day1 53 142 NA 4.2 43.1 14.8 38 6
Day9 45 144 NA 4.27 42.6 14.3 46 2
Day15 84.5 102 NA 4.17 39.4 13.4 7 4
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BMS-790052/BMS-650032/BMS-791325 beclabuvir
Dayl6 76 78 32 2.86,2.86 40.6 13.5 16,16 3,3
Dayl7 74.5 74 NA 3.21 36.3 12.4 11.8 53
Dayl8 68.5 79 NA 5.49 383 13.4 19.5 5.5
Day19 63.3 80 NA 6.01 355 12.2 22.5 7.2
Day20 50 102 42.5 727,727 398 13.5 24,24 11.5,11.5
Day21 39 119 NA 4.94 35.6 11.9 21.5 14.5
Day23 28 191 24 4.54,4.54 36.6 12.3 32,32 24.5,24.5
Day28 50 320 NA 4.79 37 12.3 31 11

Day37 39 173 NA 4.28 37.2 12.4 41 11

Day42 50 125 NA 3.64 38.6 12.8 41 7

Day51 48 139 NA 4.15 39.2 13.1 40 3
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Subject Identifier: A1443117-25-71
Protocol: AI443117

Event: *OTHER SIGNIFICANT MEDICAL EVENT* 7 7 =7 X / s 7V X7 = 7 —EH#Il (MODERATE
/ GRADE II INTENSITY, RELATED RELATIONSHIP, DAY 15); 7 AT X g7 I ) T A7 =7 —8
#4901 (MODERATE / GRADE II INTENSITY, RELATED RELATIONSHIP, DAY 15); L7 /v VAR A7 7
2 —E 41 (MODERATE / GRADE II INTENSITY, RELATED RELATIONSHIP, DAY 15); & &'V /L & 1
JE (MODERATE / GRADE Il INTENSITY, RELATED RELATIONSHIP, DAY 15)

Reason(s) for Narrative: [ ]Death
(check all that apply) [ 1SAE (regardless of relationship to treatment)
[ ] AE leading to discontinuation (regardless of relationship to treatment)

[X] Other significant medical event

Study Medication/Dose: Double-blind DCV 30 mg/ASV 200 mg/BCV 75 mg FDC tablet BID for 12 weeks; and
DCYV placebo tablet QD with ASV placebo capsules BID for 24 weeks

Treatment Group: Naive GT-1B DCV/ASV/BCV

Age: 58 YEARS Gender: Female Race: JAPANESE Ethnicity: JAPANESE

Disease History: CHRONIC HEPATITIS C VIRUS, GENOTYPE : 1B, CIRRHOSIS: NO

General Medical History: HEAD, EYES, EARS, NOSE, THROAT: HEADACHE; ENDOCRINE-METABOLIC:
HASHIMOTO’S DISEASE; MUSCULOSKELETATL: LUMBAR DISC HERNIATION; ALCOHOL USE:
CHANCE DRINKER; IMMUNOLOGY/ALLERGIES: POLLINOSIS, CONTRAST MEDIA ALLERGY

Prior and Concomitant Medication(s): KORUGENNKOHWA JEL CAPSULE (FOR POLLINOSIS);
METOCLOPRAMIDE; GLUC/LYTESO; CEFTRIAXONE; ANTIPYRETIC; LOXOPROFEN;
LEVOFLOXACIN; DOMPERIDONE; REBAMIPIDE; COLD REMEDY; THROAT PREPARATION;
CYANOCOBALAMIN; LIMAPROST

EERAE R .

HBRFET Al443117-25-T1 1X 58 s D& MET, IHEEZ b7 nWy = 2 X A 7 1b O CRUYBMIFRBEH CRIG

W) Thoto, N—AT A (Dayl) ORAEREFIT HCV RNA 21458190 IU/mL, v U /LB

20.5 pmol/L (FEUE(E : NA~20.5 umol/L) | EHE VL E > 1.7 umol/L (JEYEfH : NA~5.1 pmol/L) |, 7

NHVHRAT7H—F (ALP) 247 U/L (EEYEE : NA~359UL) . 79=VT7 I/ 727 25—F
(ALT) 16 UL (JEYEfE : NA~42U/L) \ TARTXUBRT I ) 72 A7 27— (AST) 19U/L
(FEMEE - NA~33U/L) . EEESE(LEE (INR) 1.08 (FEYEME : NA~1.1) . 77 3 44/ (FLHE

il : 40~50U/L) . IM/IBEX 197 x 10° ¢/ (GEYE(E : 130~350 x 10°c¢/L) TH D, W FEUERE DO HFiPH

NTHo77,

Day 1. #8r&134 27 7% 2L (DCV) 30mg/7 A+ 7 L /L (ASV) 200 mg/beclabuvir (BCV) 75 mg

BASE L A2 ONDCV 7T REEL A 1E+ASV IR A 7w/ 1 A 2EOEEAZBMGLT-,

Day 11, fAEFGD Grade 1| DFEEN, Grade | OBAFIJR. Grade | DHEIE, Grade | DI, Grade 1| DIER
JE % Y Grade 1 O O FEIHEEAR PR A REIL Lz, 25 OFLITWT R L IEBREIEERMSIC X 0 RBRIK L BE
HH 0 LS, ERINKRE SN (Day11) . 26 DOFESRIC K DRI T 2 AL ITH S
N moiz,

Day 12, A HEHL O Grade 2 DFENFEH L, IRRE(LEMEIC X > TR L BEH 0 Ll Sz,
nXx Y rua 7 rn &S Sz (Day 12~15) , Day 13, RBEUIEIE L7z, RBRERICEE 4 2 AL 1T H S
Nl ho iz,

Day 13, VU > /SERENEA L (0399 x 10°¢/L, Grade3, ~X—A7 A > (Dayl) fif: 1.93x10°¢/L) . C-
FOSPEER R (CRP) 2N L7Z (662 mg/L, ~_X— AT A A« KRG, JEWEE : Ry . b=
SUTIEREATE A% Z X > T Grade 3 O U NERJVE & OF Grade 2 O CRP MDA FFL & L CTHRES
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o, TEERIEEBEE S D L Stz [RIH (Day 13) | Grade 1 @ H %8} O} Grade 1 DEL O FEFHLMN
FHL, WTNOFEEHLIRRBEIEEAEIC L > THRERIE L BER L L filrshiz, ZhbD 4 DDFES
X LC, RBRERICBT 2 HEIXE S N0 o7z, Day 131 A7 aXH o rnfkkbh s (Day 17 £ T
Mkfe) . Day 15 IZEIGIERICHR LT R XU K> (Day 25 & Cike) LKL NI B R (Day 25 & Gk
o) BEH S,

Day 15, ALUEfE LR 3 580> ALT/AST 01K OHHE(E LR 2 5L LR e Y L B BNAFRIRFZEED &
AU, ALTIX 165 U/L (Grade2) . AST X 128 UL (Grade2) . #AE U /L E 1% 44.5 umol/L (Grade2) T
o7z, Day 15 \CEHEEZ BAl> 7= 2 OMOERBEAE HIX ALP (955 U/L, Grade2) | HEEEE Y LE
> (239 pumol/L) . 7 L7 F = [69 umol/L, Gradel, ~X—AF A > (Dayl) fi : 57 umol/L, F:#
filfl : 35~62 umol/L) | HERERILEE (0.061, FEHEME : 0.009~0.05, #FEEERHExER : 0.312x10%c¢/L) KN y-
TNEINKNT AT 2T —E [GGT, 300 U/L, X—AF A (Dayl) ff : 14 UL, FEYEfE : NA~
48 U/L) Th-olz, [AH (Dayl15) O U L EEIT 0961 x 10°c/L ThH-o7-, [FH (Day15) . GradelO)
B9, Grade | OIEFE . Grade 1 DA & O Grade 1 O 1 ENHEA A PR O FHL I MIE Lz (Bgei -

H) . £72. HWH (Dayl5) OT7 LTI (41 gL) (ZIEEERHEANTH -7, RRE(LEMS iGrade
20| E Y ILEVMSE, Grade2 @ ALT ¥/, Grade 2 DI H ALP ¥4/ K O Grade 2 @ AST /%, FH
H73Day 15 DAEFLL L THRE L, WTNOFZOIERELEEDH Y LHW LT, ZnbD450F
ZUTKT VR T O T IR 2 E IR S R0 o T,

Day 22, ALT, AST., #RE U /LB EHEE UL E 2 RO CRP O REAMR A L7~ C IR A P (=]
HL7-, FH (Day22) . Grade2 ®OiHE U /L E IMAE, Grade 2 D AST HIN& O Grade 2 D ALT H3/l1o
FLIEE L7z (Refiif : 8 ) . [AIH (Day22) . Grade2 ® CRPH{INOHEG G [AIE L7z (Fifc
M :10H) . [AHA (Day22) . GGT (146 U/L) KN ALP (527 U/L, Grade 1) &5 &k ZHMAFED &
iz, Day 25, Grade 1 OFELOFESRIEIE L2 (Refci : 13 H) . Day29, U v 8Bk

1.79 x 10° /L \Z[EI#E L=, [AH (Day29) . Grade3 ® VU > RERJB/VE. Grade 2 DIfilH ALP B3I K OF
Grade | DEREOFRILETE L (Feli - £ 17, 15 X TV19 H) , Day 151238® LAV ERIR
BAEREIZEIET D WL 55D THY (ALP O GGT DFRIHIARBIMNET 2 ) I A7 =25
—EBOINL Y R&EDo7) | A TH o=, T 6 ORMRAM I IL C RFRIGEZ RilrE31C
M L2 &b, BRI iof%l’ét ENFETIHRNZ EDNRBENT,

Day 33, Grade | DF A HEL L, IBREMEMEICE > TREE L BEER L L s, vx V7
0”7 =Y (Day33) 235 SN7-, Day36, HEJmIXEIE Lz (P - 4 B) , 1RERSRICEIT 2 5@
RSN ol

Day 71, FRAEMAOFEFR, ALTHIN (71 UL, Grade 1) KONASTHIN (50 U/L, Grade 1) 2338 51

oo TNDHDERITIERE(EERMSZ X > T Grade 1 ® ALT ¥ O Grade 1 D AST HENOAG EH 4 &

LCHEIN, {GREEBEHL Y LU S, 2 b OFRIIHT HIREII ThnT, 1G5RIKICBT
HIEEIIRON o7, [WH (Day71) | Grade | DB ROEGIIMEE Lz Eieii : 59 H) .

Day 84, #BR¥ X DCV/ASV/BCV BLGEED RS G2 3%1F, DCV 77 EAREE 1 H 1[E + ASV 7T &R D
71 B 2EOEE 2k LT,

Day 113, ALT }&T* AST D ERRARAAR AN B EE O FEFHNIZ[EITE L7, Grade 1 ® ALT #1 % Of Grade 1 ©
AST HINEEIE L7e (FefeIfd] - 43 H)

HERE 1XIRBR A 52 T L. DCV/ASV/BCV Bl G 8E D Fofé % 5-% Day 84 1251}, DCV 77 kAR + ASV 77
TR OB % Day 168 125217 72,

WeBRE 1T SVR 12 Z3ERL LT,
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Al443117-25-71 Labs in SI Units

LFT
ALP AST GGT TBILI DBILI ALT

Units U/L U/L U/L umol/L umol/L U/L
Range -359 -33 -48 -20.5 -5.1 -42
Day-21 308 24 17 18.8 1.7 21
Day1 247 19 14 20.5 1.7 16
Day8 306 16 14 10.3 1.7 12
Day13 353 33 49 20.5 6.8 26
Day15 955 128 300 44.5 23.9 165
Day?22 527 16 146 12 3.4 27
Day29 388 18 102 18.8 34 18
Day36 325 21 69 18.8 34 16
Day43 322 20 51 12 1.7 19
Day57 296 21 30 12 1.7 24
Day71 340 50 27 13.7 1.7 71
Day85 366 54 37 17.1 34 76
Day113 327 18 37 12 1.7 16
Day141 344 22 29 15.4 1.7 16
Day169 328 20 22 13.7 1.7 13
Day197 313 17 19 12 1.7 12
Coagulation

INR
Units fraction
Range -1.1
Day-21 1.03
Day1 1.08
Day8 1.01
Day13 1.15
Day15 1.1
Day29 1.05
Day36 1.03
Day43 1.01
Day57 1.03
Day71 1.09
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Hepatitis C

BMS-790052/BMS-650032/BMS-791325 beclabuvir
Day85 1.09
Day113 97
Day141 97
Day169 .96
Day197 .94
Blood chemistry
ALB

Units g/L
Range 40 - 50
Day-21 43
Dayl 44
Day8 45
Day13 38
Day15 41
Day29 45
Day36 45
Day43 46
Day57 43
Day71 44
Day85 45
Day113 43
Day141 46
Day169 45
Day197 45
CBC

PMNB PLAT WBC HCT HB LYMPH EOS
Units fraction x10¥9¢/L  x10¥9¢/L  vol g/L fraction fraction
Range 469 -.729 150 - 360 4-9 356-.454 115-150  .275-.502 .009 - .073
Day-21 539 235 5.24 408 140 389 015
Day1 558 197 5.05 396 136 382 012
Day8 515 239 5.03 398 135 423 012
Day13 .825 184 4.11 407 142 .097 .044
Day15 .659 211 5.11 41 147 188 .061
Day29 462 352 4.46 401 137 401 .07
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Day36 47 250 3.95 388 132 375 .094

Day43 .503 219 4.59 39 133 386 .05

Day57 .55 234 5.2 378 128 .36 .023

Day71 .563 212 4.69 381 131 367 .015

Day85 538 212 4.52 405 140 396 011

Dayl13 AT77 213 4.88 402 137 439 .023

Dayl41 474 231 4.81 424 145 462 .006
Dayl169 5 240 5.52 398 136 446 .005
Day197 544 247 5.57 399 138 409 .009

Al443117-25-71 Labs in US Units

LFT

ALP AST GGT TBILI DBILI ALT
Units U/L U/L U/L mg/dL mg/dL U/L
Range -359 -33 -48 -1.2 -3 -42
Day-21 308 24 17 1.1 .1 21
Day1 247 19 14 1.2 .1 16
Day8 306 16 14 .6 .1 12
Day13 353 33 49 1.2 4 26
Day15 955 128 300 2.6 1.4 165
Day22 527 16 146 7 2 27
Day29 388 18 102 1.1 2 18
Day36 325 21 69 1.1 2 16
Day43 322 20 51 7 .1 19
Day57 296 21 30 7 .1 24
Day71 340 50 27 .8 .1 71
Day85 366 54 37 1 2 76
Day113 327 18 37 7 .1 16
Day141 344 22 29 9 1 16
Day169 328 20 22 .8 .1 13
Day197 313 17 19 7 1 12
Coagulation

INR

Units fraction
Range -1.1
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Day-21 1.03
Day1 1.08
Day8 1.01
Day13 1.15
Day15 1.1
Day29 1.05
Day36 1.03
Day43 1.01
Day57 1.03
Day71 1.09
Day85 1.09
Day113 97
Day141 97
Day169 .96
Day197 .94
Blood chemistry

ALB
Units g/dL
Range 4-5
Day-21 4.3
Dayl 4.4
Day8 4.5
Day13 3.8
Day15 4.1
Day29 4.5
Day36 4.5
Day43 4.6
Day57 4.3
Day71 4.4
Day85 4.5
Day113 4.3
Day141 4.6
Day169 4.5
Day197 4.5
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CBC

PMNB PLAT WBC HCT HB LYMPH EOS
Units % x10*9 ¢/L x10*3 clul % g/dL % %
Range 46.9 -72.9 150 - 360 4-9 356-454 11.5-15 27.5-50.2 9-73
Day-21 53.9 235 5.24 40.8 14 38.9 1.5
Day1 55.8 197 5.05 39.6 13.6 38.2 1.2
Day8 51.5 239 5.03 39.8 13.5 423 1.2
Day13 82.5 184 4.11 40.7 14.2 9.7 4.4
Day15 65.9 211 5.11 41 14.7 18.8 6.1
Day29 46.2 352 4.46 40.1 13.7 40.1 7
Day36 47 250 3.95 38.8 13.2 37.5 9.4
Day43 50.3 219 4.59 39 13.3 38.6 5
Day57 55 234 52 37.8 12.8 36 2.3
Day71 56.3 212 4.69 38.1 13.1 36.7 1.5
Day85 53.8 212 4.52 40.5 14 39.6 1.1
Day113 47.7 213 4.88 40.2 13.7 43.9 2.3
Day141 47.4 231 4.81 42.4 14.5 46.2 .6
Day169 50 240 5.52 39.8 13.6 44.6 5
Day197 54.4 247 5.57 39.9 13.8 40.9 .9
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Subject Identifier: A1443117-25-200
Protocol: AI443117

Event: #&ff%4: 104 PN EERE (SEVERE / GRADE III INTENSITY, NOT RELATED RELATIONSHIP, DAY 21);
54 (SEVERE / GRADE III INTENSITY, NOT RELATED RELATIONSHIP, DAY 21); #fiLfi£ (SEVERE /
GRADE III INTENSITY, NOT RELATED RELATIONSHIP, DAY 21)

Reason(s) for Narrative: [ ]Death

(check all that apply) [X] SAE (regardless of relationship to treatment)
[ TAE leading to discontinuation (regardless of relationship to treatment)
[ ] Other significant medical event

Study Medication/Dose: Double-blind DCV 30 mg/ASV 200 mg/BCV 75 mg FDC tablet BID for 12 weeks; and
DCV placebo tablet QD with ASV placebo capsules BID for 24 weeks

Treatment Group: Naive GT-1B DCV/ASV/BCV

Age:71 YEARS Gender: FEMALE Race: JAPANESE Ethnicity: JAPANESE

Disease History: CHRONIC HEPATITIS C VIRUS, GENOTYPE : 1B CIRRHOSIS: No

General Medical History: HEAD, EYES, EARS, NOSE, THROAT: CATARACT, HEADACHE,
SUBARACHNOID HEMORRHAGE; PERIPHERAL VASCULAR: VARICOSE VEIN; GASTROINTESTINAL:
CONSTIPATION; HEPATOBILIARY: GALLBLADDER ADENOMYOMA, GALLBLADDER STONE;
RENAL: RENAL STONE; MUSCULOSKELETAL: LUMBAR SPONDYLOSIS; DERMATOLOGIC:
ALOPECIA AREATA, ECZEMA; PSYCHIATRIC: INSOMNIA; ALCOHOL USE: CHANCE DRINKER

Prior and Concomitant Medication(s): BISACODYL; SENNA; ETIZOLAM; ZOLPIDEM; LOXOPROFEN;
BETAMETHASONE TOPICAL; CARPRONIUM; DIFLUCORTOLONE; LUBIPROSTONE; FAMOTIDINE;
CACO/MAG/NAHCO; ELECTROLYTE SOLUTION; PIPER/TAZO; DOPAMINE; SODIUM CHLORIDE;
THROMBOMODULIN ALFA; ACETAMINOPHEN; LANSOPRAZOLE; METOCLOPRAMIDE; ANTIBIOTICS
RESISTANT LACTIC ACID BACTERIAE; ANTITHROMBIN III; GLUCOSE; VITAMIN K; ALBUMIN;
CEFAZOLIN; SODIUM PHOSPHATE DIABASIC; BROTIZOLAM; CEFMETAZOLE; POTASSIUM;
CEFCAPENE PIVOXIL; KETOPROFEN TOPICAL; DEXAMETHASONE; MEPIVACAINE

EERAEEE -

BBRAE Al443117-25-200 1% 71 DO T, I Z by = 2 24 7 1b O CHUBMHIFREE CRiA
BB Thot-, BIETHHEE LT, . < bR THm, &Rk, Bea. H3Esha. IHsERE
KORIRIEN B~ 7z, ~_—AF A (Day1) ® HCV RNA L 1865344 IU/mL T&H > 7=,

Day |, #BR#1X% 27 5% AL (DCV) 30mg/7 2+ 7L /L (ASV) 200 mg/beclabuvir (BCV) 75 mg
BCASEL H 2K ONDCY 7T vREEL H 1 +ASV 7T R A 7L 1 H 20085 2B LT,

Day 19, FEEOHEFLD Grade 3 DIEENHHL L 72, Day 20, Grade 1 DIEMHSFEBL L, (KIRIT
402°C ThH-7= 3, Day20~21, ¥y 7n 7= R3Eh5Shi,

Day 21, FRERAEORERIZZ LT F =2 178 umol/L (+X— R T A A : 38 umol/L, FEYEfH : 35~

62 umol/L) . C-BUGPEEE (CRP) 1452 mg/L (W — 2T A AE R OEYEE : REHE) . 7AB VAR
77 A —E433U/L (N—ATA A 197 UL, FEHEE : NA~359UL) | y-Z NV FZINV T AT =T
—E 72UL (R—AT A Ml : 15U/L, HEYEE : NA~48U/L) . BE VU /LE L 393 pmol/L (“R— AT A
B 2 10.3 pmol/L, FEYE(E : NA~20.5 umol/L) | EHE U /LB 222 pmol/L (WN—R 7 A U :

1.7 pmol/L, JYE(H : NA~5.1 pmol/L) | Mi/PREL 74 x 107 ¢/L ("X—A T A E 1 168 x 10° ¢/L, KL
5 150~360 x 10° ¢/L) . GFFEREER 0.851 (WN— 2T A Ll ¢ 0.527, FLHE(H : 0.469~0.729) . ffEk
Hoe$59.55 x 10°¢/L (\—RA T A Al : 3.15x10%°¢/L) . FAMERE 11.22 x 10°c/L («\X—R T A i :
597 x 10%¢/L, JEUEMH : 4~9x 10°¢c/L) . U 2 /NBRIEFR 0.07 (R—RA T A Al : 0374, FLUEfH : 0.213~
0.502) . YU/ EKE0.785 x 10° /L (\X—A T A M : 223 x 10°¢/L) | AFEREREE=R 0.05 (R—Z T A
fil : 0.007, JEHEME : 0.002~0.073) M OUFEERERER 0.561 x 10° ¢/ (~X— 2T A A : 0.042 x 10°c/L) TH
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ofc, MERA (BEREOPER) ORERITMRIEE 3+T, MERE (FRi) ORI RARE 1+
Thole, arEa—2WEHREE (CT) TIIMMFEREILE, HEFEWE, REMSAKR DL EERNRD
Hiv, MEEEE R CIITI L O I BT /e o7z, ELISAIZE S D XA ~—I%

89.6 pg/mL (FEVEME : NA~2 pg/mL) C. IFI% 89/46 mmHg Tdh -7 13, FH (Day2l) . #5r#EIX
Grade 3 DEENH EFEZOFEMEME NEEE ., Grade3 DEELRAEFROBLFL. Grade3 DEER
AEFEZOMINIE, HFEEOHEFEGD Grade 2 DEAJHIE, Grade2 DEE Y /L E U MSE, Grade 2 DI
IRV E . Grade 1 O UFBRERIEINIE } OF Grade | OREE[EE L ZWr S iz, RIH (Day21) . #5E X
ABEL B, JREAT  FORBEKROKEBICLDMEZZ T2, FH (Day2l) . SEEREEI G S
N, BTV BTN EN RRIV BNV UA hrURET 2V CTAT ., TRERT
R T2 KR T T T = OFE DB ST,

Day 22, 2 [0 H OIS RRAE O R, KEER OHEEHEIED b, [AA (Day22) . FEEED
HEREZOMPTNT I RPN L, 77 I 0324 g/l (N—RAT A Ml : 35¢g/L, FEVEHE : 40~
50g/L) ToHoiz, [AH (Day22) . A b7 ur7 I K& SN, IELBEOZGENPBGE I, &
U EIIE, BB, B R ORIV M NEERE O FRO 72 OIRBREEE 51X P S iz,

Day 23, IfLlH 77 I U DOFSE Grade 3 (19 g/L) 1ZEAL L7, [AH (Day23) . @, A,
RS RO AR RS e OV AlEY (O3 d Grade 1) 23R L7z, Day23, 7> F bk BV 1, Zba—
A, EXIVKEOT AT I vOEGRHGS e, RB (Day23) . IBHICE VIRH-OFE RIS
L. DEMENIN AR LTHEIE Lz, BT U /2R B AOFKE T Day 23 £ Tiiksi S iz,

Day 24, /IR E D FS I Grade 3 (41 x 10°¢/L) (ZEAL L7z, [FH (Day24) 2%k S 7=l X
PRA CIFERF IR N0 oo, GFREEKIEINGE (AFBREKEE=R 0.033, AFFEERER 0.406 x 10° ¢/L) DFR
FEE L7z Lfllrs iz, WH (Day24) . BE7 7V U ORERRM I, RXIy, Zba—
A, BHAIVK, BT R OA, TUoFharErMIEOY bR RET 2 Y VTV 7 O
Day 24 % Cilkfit S 4172, Day 25, FHIOFEGILEE L7z, Day 26, TR OFLRIIIEE L7z, Day 27,
BT AL =V OEERRG Sz, WA (Day27) . BEEGEREKOEE Y L EVIE BE U vE >
18.8 umol/L K INEHEE U /L E L 8.6 umol/L) DFLRIXRIE Lz L flfis e, TATI VKN E7 7Y
V> D513 Day 27 £ TRkt S vz, WA (Day27) . TRBR3ER G586 Sz,

Day 28, 2 [8] H O X SRAEOFE R, BEITRO LN T, HEIEE I NMERE (BER) ORI
G T o7,

Day 29, FHEEDOAEFEFLO Grade | DIFFEERHINNE (AFEEERILEE 0.058, AFEAEREL 0.547 x 10° ¢/L) KN
Grade l O@EmE VL E VMG (RE Y /L EY 29.1 umol/L X ONEHEE UL B 12 pmol/L) AFFORE®D B
7oo [AH (Day29) | JESEBACAEAS & O/ MEAE (145 x 10° ¢/L) OFRIXEIE L=, Day3l, @bt
UnesdE RE UL E S 18.8 pumol/L X ONEREE Y /L 6.8 pmol/L) DG IIMIE L7,

Day 32, FEAOFEZRIIEE Lo, KIEEIC K 5MANT Day 32 £ Tikfe S iz,

Day 35, 3 [2] H Ol X SR CIERE TR ST, AFRREREIE (AFBeERH=R 0.06, 4FEREKEL

0.397 x 10° ¢/L) OHFEGIIEIE Uiz LW S 7z, Day 36 £TE 7 X &Y — )L OG0k S vz,

Day 37, BE7 IR ERF A OEENREHIG Sz, Day 39, #ERE IR LT B,

Day 41, FHEEOHEFGD Grade | DAFFEERIENNE (GFEEEREE 0.087, AFEAEREL 0.560 x 10° ¢/L) 3%
L7, MH (Day4l) . M7 L7 I (5gL) OFELIFEE L L Hlisnz, 72 b7/
Tz BT IROERF VO ITIENZEI Day 41 KO Day 42 ¥ Tilkfie S4v7z, PEFLER B I
Day 43 % THlkfoe S 4172,

Day 57. Grade 1 DEPERNFEBL L7, [FH (Day57) . B&BER, WBUMGE, FEFEVE M PEERE K OGfiE
BRIAINAE  (AFBAEKLE=R 0.019, AFEREREX 0.157 x 10° ¢/L) O FRIX[EE L=, Day572°5 Day 62 £ T, &
THRUERF VPG I T2, Day 63, #ERFE X Grade 1| D5 IR 2 7F 2. 72,

Day 66, 3 [0 H OB ERRAE O R, KEEKONAT v MERIZRIIA G2 o 72, Day 66, 1%
V7m 7 = OGRS v,

Day 71, 4Rl H O X SARAEOR R, BFITR OGN, [AH (Day71) . MHFEREEIIEE L7,
Day 84, #¢5i# X DCV/ASV/BCV LA SED ki 52 %7, DCV 7' Z7EA$E 1 H 1[E + ASV 7T AR D
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Hepatitis C
beclabuvir

v 1 H 2B OG- 2k L7-, Day 85, ERAKILISE#HYE (MR TIXEZEZRFT IO Hiedo
77

Day 104, =2t a—ZMiEREE (CT) ICTERADEIEDNHR S L7z, Day 107, JRE AT & FAER
E &7z, Day 127, BEEKROEGUIEIE LTz,

BB 1 XIRBR A2 52 T L, DCV/ASV/BCV Bl&8E D ik 5% Day 84 125 1F, DCV 7' 7R L NASV 7
7 B RO % Day 168 (2521 72,

PERA 1L SVR 12 & 5k L 7=,

F A R— A ERE T, SEROFELIIFR L TRBY, aXxy7a 72T 7 — Lo
Hixfeh ch o7z,

BPR T — 5 S — AT K & WBEHERAE T, BRI, RO R ORI G PSR DB
LEREIZR L LT LT,

CIOMS 7> & DB NNFHER

TRBR B E RS O FEIR O « AR ERB 2. WUlE & OFEFEME M NEEE X B T CORBREEKR S
LREEER L B,

BMS O KRBACROFHAMG - 22 FB e, WliE & OFRREVE M A8 PN BEENT B R T TOIRBRI R G- & B 7e L

13
o

Al443117-25-200 Labs in SI Units

LFT

ALP AST GGT TBILI DBILI ALT
Units U/L U/L U/L umol/L umol/L U/L
Range -359 -33 -48 -20.5 -51 -42
Day-28 203 24 16 13.7 1.7 16
Dayl 197 19 15 10.3 1.7 15
Day8 217 13 14 10.3 1.7 7
Dayl16 211 12 13 15.4 1.7 7
Day21 433 13 72 39.3 222 17
Day?22 295 15 NA NA NA 16
Day24 280 10 45 NA NA 14
Day27 NA NA NA 18.8 8.6 NA
Day29 205 14 26 29.1 12 8
Day31 201 10 27 18.8 6.8 7
Day35 234 9 25 13.7 5.1 7
Day36 NA NA NA 15.4 5.1 NA
Day41 286 19 23 13.7 5.1 11
Day57 281 20 14 10.3 3.4 13
Day71 276 21 11 15.4 3.4 15
Day85 284 19 12 8.6 1.7 15
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BMS-790052/BMS-650032/BMS-791325 beclabuvir
Day113 282 14 15 8.6 1.7 7
Dayl141 306 13 13 10.3 1.7 6
Dayl169 298 14 13 10.3 1.7 10
Day190 266 17 14 13.7 1.7 9
Coagulation
INR
Units fraction
Range -1.1
Day-28 1.05
Dayl 1.08
Day8 1.01
Dayl6 1.03
Day21 1.48
Day?22 1.55
Day24 1.27
Day29 1.23
Day31 1.19
Day35 1.14
Day41 1.09
Day57 1.09
Day71 1.12
Day85 1.03
Day113 97
Day141 .98
Day169 .96
Day190 1.02
Blood chemistry
ALB
Units g/L
Range 40 - 50
Day-28 41
Day1 35
Day8 37
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Day16 37

Day21 30

Day22 24

Day23 19

Day24 24

Day29 26

Day31 26

Day35 30

Day41 35

Day57 34

Day71 33

Day85 33

Dayl113 36

Dayl41 38

Day169 38

Day190 40
CBC

PMNB PLAT NEUT WBC HCT HB LYMPH EOS
Units fraction x10*9 fraction x10*9 vol g/L fraction fraction
c/L c/L
Range 469 -.729  150-360 .46-.613 4-9 .356 - 115 - 275-.502  .009-.073
454 150

Day-28 448 167 NA 5.52 378 131 475 .013
Dayl 527 168 NA 5.97 .348 123 374 .007
Day8 415 197 NA 4.78 358 124 51 .01
Dayl6 514 189 NA 5.69 .348 120 376 .04
Day21 851 74, 74 851 11.22 355 129 .07 .05
Day22 .825 61 NA 9.12 338 121 .08 .06
Day24 759 41 NA 12.29 317 116 .146 .033
Day29 .846 145 NA 14.59 .269 95 .055 .058
Day31 702 210 NA 8.82 27 95 135 .087
Day35 .554 259 NA 6.62 293 101 295 .06
Day36 NA 263 .54 6.48 NA NA NA NA
Day41 484 248 NA 6.44 327 109 343 .087
Day57 .594 207 .594 8.25 341 117 331 .019
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Day71 497 196 NA 6.69 343 117 428 .013

Day85 535 224 NA 6.89 331 113 406 .01

Dayl13 .36 207 NA 5.48 352 118 584 .005
Dayl41 377 187 NA 6.67 355 118 553 .009
Dayl169 454 187 NA 8.56 333 112 488 .006
Day190 352 196 NA 5.31 35 115 571 .011

Al443117-25-200 Labs in US Units

LFT

ALP AST GGT TBILI DBILI ALT
Units U/L U/L U/L mg/dL mg/dL U/L
Range - 359 -33 -48 -1.2 -3 -42
Day-28 203 24 16 8 1 16
Dayl 197 19 15 6 1 15
Day8 217 13 14 .6 .1 7
Dayl16 211 12 13 9 1 7
Day21 433 13 72 23 1.3 17
Day?22 295 15 NA NA NA 16
Day24 280 10 45 NA NA 14
Day27 NA NA NA 1.1 5 NA
Day29 205 14 26 1.7 7 8
Day31 201 10 27 1.1 4 7
Day35 234 9 25 .8 3 7
Day36 NA NA NA 9 3 NA
Day41 286 19 23 .8 3 11
Day57 281 20 14 .6 2 13
Day71 276 21 11 9 2 15
Day85 284 19 12 5 1 15
Day113 282 14 15 5 1 7
Day141 306 13 13 .6 1 6
Day169 298 14 13 .6 1 10
Day190 266 17 14 .8 1 9
Coagulation

INR
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Units fraction
Range -1.1
Day-28 1.05
Dayl 1.08
Day8 1.01
Day16 1.03
Day21 1.48
Day22 1.55
Day24 1.27
Day29 1.23
Day31 1.19
Day35 1.14
Day41 1.09
Day57 1.09
Day71 1.12
Day85 1.03
Dayl13 97
Dayl41 98
Dayl169 .96
Day190 1.02
Blood chemistry

ALB
Units g/dL
Range 4-5
Day-28 4.1
Dayl 3.5
Day8 3.7
Dayl6 3.7
Day21 3
Day22 2.4
Day23 1.9
Day24 2.4
Day29 2.6
Day31 2.6
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Day35 3
Day41 35
Day57 34
Day71 33
Day85 33
Dayl13 3.6
Dayl141 3.8
Day169 3.8
Day190 4
CBC
PMNB PLAT NEUT WBC HCT HB LYMPH EOS
Units % x10¥9c/L % x10*3 % g/dL % %
c/uL
Range 469-729 150-360 46-613 4-9 35.6 - 11.5-15 275-502 9-73
45.4
Day-28 44.8 167 NA 5.52 37.8 13.1 47.5 1.3
Day1 52.7 168 NA 597 34.8 12.3 374 7
Day8 41.5 197 NA 4.78 35.8 12.4 51 1
Dayl6 514 189 NA 5.69 34.8 12 37.6 4
Day21 85.1 74 85.1 11.22 35.5 12.9 7 5
Day22 82.5 61 NA 9.12 33.8 12.1 8 6
Day24 75.9 41 NA 12.29 31.7 11.6 14.6 33
Day29 84.6 145 NA 14.59 26.9 9.5 5.5 5.8
Day31 70.2 210 NA 8.82 27 9.5 13.5 8.7
Day35 55.4 259 NA 6.62 29.3 10.1 29.5 6
Day36 NA 263 54 6.48 NA NA NA NA
Day41 48.4 248 NA 6.44 32.7 10.9 343 8.7
Day57 59.4 207 59.4 8.25 34.1 11.7 33.1 1.9
Day71 49.7 196 NA 6.69 34.3 11.7 42.8 1.3
Day85 53.5 224 NA 6.89 33.1 11.3 40.6 1
Day113 36 207 NA 5.48 352 11.8 58.4 .5
Day141 37.7 187 NA 6.67 35.5 11.8 55.3 9
Day169 45.4 187 NA 8.56 333 11.2 48.8 .6
Day190 352 196 NA 5.31 35 11.5 57.1 1.1
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Subject Identifier: Al443117-27-69
Protocol: AI443117

Event: SE{7 PE[E#314 5 £y (MODERATE / GRADE II INTENSITY, NOT RELATED RELATIONSHIP, DAY
67)

Reason(s) for Narrative: [ ]Death

(check all that apply) [X] SAE (regardless of relationship to treatment)
[ TAE leading to discontinuation (regardless of relationship to treatment)
[ ] Other significant medical event

Study Medication/Dose: Double-blind DCV 30 mg/ASV 200 mg/BCV 75 mg FDC tablet BID for 12 weeks; and
DCV placebo tablet QD with ASV placebo capsules BID for 24 weeks

Treatment Group: Naive GT-1B DCV/ASV/BCV

Age: 70 YEARS Gender: FEMALE Race: JAPANESE Ethnicity: JAPANESE

Disease History: CHRONIC HEPATITIS C VIRUS, GENOTYPE : 1B CIRRHOSIS: No

General Medical History: HEAD, EYES, EARS, NOSE, THROAT: CATARACT, HEADACHE;
GASTROINTESTINAL: CHRONIC GASTRITIS, ESOPHAGEAL HIATAL HERNIA; HEPATOBILIARY:
HEMANGIOMA OF LIVER; RENAL: KINDNEY STONE; GENITOURINARY: UTERINE LERVICAL
NEOPLASM RESECTION; ENDOCRINE-METABOLIC: CONSTIPATION, DYSLIPIDEMIA;
HEMATOLOGIC-LYMPHATIC: CAROTID ATHEROSCLEROSIS; OTHER: CA19-9 INCREASED

Prior and Concomitant Medication(s): REBAMIPIDE; ATORVASTATIN; LANSOPRAZOLE; SENNA,;
DICLOFENAC; LEVOFLOXACIN; SODIUM BICARBONATE; METOCLOPRAMIDE;
GLUC/NACL/SODLAC; GLUC/LYTESO; BETAHISTINE; LOXOPROFEN

EEPRHEE .

BERET Al443117-27-69 1 705k DEMET, FHEEZEDRWY = ) 2 A 7 1b O CHUEMFREE CRia
BBl Thoto, BIET 2HEELE LT, IBERFIE, TSR OB (WER > Te, N—A T
A (Day 1) ® HCV RNA (% 4902466 IU/mL T& -7z,

Day 1. #BR#I134 27 5% 2L (DCV) 30mg/7 2 F 7L /L (ASV) 200 mg/beclabuvir (BCV) 75 mg
BLASE 1 H 2L ONDCV 77 vAREE 1 H 1 +ASV TR D 71 H 2EOFKG % B4 LT,

Day 65, IRBRE(TLEEATSEIE Grade 2 QIEM MR D WA IFEEOFEFEFLL L THE L=, FA
(Day 65) . FELROERAIRGIEHL L2 14 Day 66, Mk DJREE CHIIRNERTR M T oA Tz 14, RIBKSR

TRV LKA N7 a7 T I RG-S, BNAEREEMED O OHELRO 12 DIEBREER G-I S

niz,

Day 67, JERNPYGE Lo 7o), FEERA K OVEH H B CHERE X AR L72 %, [AIH (Day 67) . #%

BRE X A EFERD Grade 2 OFENPERERIED T EBB SNz, FH (Day67) . Z/La—R/E

fiFE, N eAFr ROy a7 rongEIsini, AN a 7T I KR )V a— R /ERE X

Day 67 £ TG S 7z, Day 68, S AHLRIEM A (Dix-Hallpike 5) | “PHrEEREMR A OVl E il ) A

DR, BFITRO bR h o7z, FERPYEE L, HBREFITRFZHIA L, Day 71 ITIBFE L7z 14,

Day 72, 1RBRFEF G515 STz,

T =B R—ZEERE T, BMERERED FVOFELREIRRH L THY, X eRAF U EUrXY Fa 7

= OEGIIEGEH Th o 7,

PERFE I ZIEBR & 55 T L. DCV/ASV/BCV Bl & 8E D e #% G- % Day 84 |25, DCV 77 &R KN ASV 7

7B R DR % Day 168 12517 7=,

WRER#E X SVR 12 &Rk LT=,

BRR T — 2 X—2(C L 5 & IRBRETEMSE X, SANYEREERMED OO FEGIIRBEEE 5 L B L &
T L7,
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CIOMS 725 DIBINTEH -
TRBR SR E RN O K FEAR O « SEAZME ML O VNI ER T CTORBRER G L BER L 14,
BMS O [K B-BA% O34T« BENVEREIELEE O E VNI ER T TORBRER 5. & B2 L 14,

Al443117-27-69 Labs in SI Units

LFT
ALP AST GGT TBILI DBILI ALT

Units U/L U/L U/L umol/L umol/L U/L
Range -359 -33 -47 -20.5 -10.3 -30
Day-33 206 44 28 12.7 1.4 51
Day1 228 63 51 12.7 9 79
Day8 226 23 46 13 1.2 26
Day15 214 20 38 13 1 15
Day24 193 19 27 10.8 1 11
Day29 179 21 26 13.3 1.5 13
Day43 182 21 22 10.6 9 13
Day57 182 20 24 15.4 1.5 15
Day71 161 21 20 14.9 9 15
Day85 158 16 17 11.5 9 10
Day113 193 23 26 13.2 1 12
Day143 212 24 38 12.8 1 20
Day169 208 23 26 12.5 9 14
Day197 206 25 29 15.4 1.5 17
Coagulation

INR
Units fraction
Range -1.25
Day-33 1.05
Dayl 1.09
Day8 1.07
Dayl15 1.1
Day24 1.12
Day29 1.14
Day43 1.11
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Day57 1.11
Day71 1.1
Day85 1.14
Dayl13 1.09
Day143 1.06
Dayl169 1.04
Day197 1.07
Blood chemistry
ALB

Units g/L
Range 40 - 50
Day-33 40
Dayl1 38
Day8 38
Day15 37
Day24 35
Day29 38
Day43 38
Day57 41
Day71 38
Day85 38
Day113 41
Day143 40
Day169 41
Day197 40
CBC

PMNB PLAT WBC HCT HB LYMPH EOS
Units fraction x10*9 ¢/L x10*9 ¢/L vol g/L fraction fraction
Range 4-7 130 - 360 4-9 34 - .45 110-150 .3-.43 .02 -.04
Day-33 598 179 2.3 .396 136 32 .022
Day1 .604 154 2.6 387 132 335 .015
Day8 .629 173 2.7 389 133 .306 .019
Dayl5 .594 154 3 .384 131 329 .027
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Day24 .627 133 2.8 357 121 298 021
Day29 575 137 2.8 384 132 338 .018
Day43 .624 157 2.8 381 130 307 .022
Day57 552 161 2.9 409 140 .369 .024
Day71 591 157 34 406 143 329 .03
Day85 552 140 2.5 376 129 364 .028
Dayl13 .566 151 2.8 .396 133 .369 .022
Day143 702 160 3.6 391 133 247 .017
Day169 .668 173 4.5 419 143 .269 .016
Day197 704 158 34 406 139 252 .015

Al443117-27-69 Labs in US Units

LFT

ALP AST GGT TBILI DBILI ALT
Units U/L U/L U/L mg/dL mg/dL U/L
Range - 359 -33 -47 -1.2 -.6 -30
Day-33 206 44 28 7 .08 51
Dayl 228 63 51 7 .05 79
Day8 226 23 46 .8 .07 26
Dayl15 214 20 38 .8 .06 15
Day24 193 19 27 .6 .06 11
Day29 179 21 26 .8 .09 13
Day43 182 21 22 .6 .05 13
Day57 182 20 24 9 .09 15
Day71 161 21 20 9 .05 15
Day85 158 16 17 7 .05 10
Day113 193 23 26 .8 .06 12
Day143 212 24 38 .8 .06 20
Day169 208 23 26 7 .05 14
Day197 206 25 29 9 .09 17
Coagulation

INR

Units fraction
Range -1.25
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Day-33 1.05
Dayl 1.09
Day8 1.07
Dayl15 1.1
Day24 1.12
Day29 1.14
Day43 1.11
Day57 1.11
Day71 1.1
Day85 1.14
Dayl113 1.09
Day143 1.06
Day169 1.04
Day197 1.07
Blood chemistry

ALB
Units g/dL
Range 4-5
Day-33 4
Dayl 3.8
Day8 3.8
Dayl5 3.7
Day24 35
Day29 3.8
Day43 3.8
Day57 4.1
Day71 3.8
Day85 3.8
Dayl13 4.1
Day143 4
Dayl169 4.1
Day197 4
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CBC

PMNB PLAT WBC HCT HB LYMPH EOS
Units % x10*9 ¢/L x10*3 c/ul % g/dL % %
Range 40 -170 130 - 360 4-9 34 -45 11-15 30-43 2-4
Day-33 59.8 179 2.3 39.6 13.6 32 22
Dayl 60.4 154 2.6 38.7 13.2 33.5 1.5
Day8 62.9 173 2.7 38.9 13.3 30.6 1.9
Dayl5 59.4 154 3 384 13.1 32.9 2.7
Day24 62.7 133 2.8 35.7 12.1 29.8 2.1
Day29 57.5 137 2.8 384 13.2 33.8 1.8
Day43 62.4 157 2.8 38.1 13 30.7 22
Day57 552 161 29 40.9 14 36.9 24
Day71 59.1 157 3.4 40.6 14.3 32.9 3
Day85 552 140 2.5 37.6 12.9 36.4 2.8
Day113 56.6 151 2.8 39.6 13.3 36.9 22
Day143 70.2 160 3.6 39.1 13.3 24.7 1.7
Day169 66.8 173 4.5 41.9 14.3 26.9 1.6
Day197 70.4 158 3.4 40.6 13.9 25.2 1.5
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Subject Identifier: AI443117-29-105
Protocol: AI443117

Event: /5 £ U /L E' U [filJ (SEVERE / GRADE III INTENSITY, RELATED RELATIONSHIP, DAY 154); % 4L
M- #5547 (MODERATE / GRADE II INTENSITY, RELATED RELATIONSHIP, DAY 156)
*OTHER SIGNIFICANT MEDICAL EVENT* ALT GRADE 3 OR 4 ELEVATIONS: ALT GRADE 3 DAY(154)

to DAY(156); *OTHER SIGNIFICANT MEDICAL EVENT* TBILI GRADE 3 OR 4: GRADE 3 DAY(154) to
DAY(161);

Reason(s) for Narrative: [ ]Death
(check all that apply) [X] SAE (regardless of relationship to treatment)
[X] AE leading to discontinuation (regardless of relationship to treatment)

[X] Other significant medical event

Study Medication/Dose: Double-blind DCV 60 mg tablet QD/ASV 100 mg capsule BID for 24 weeks; and
DCV/ASV/BCV FDC placebo tablet BID for 12 weeks

Treatment Group: Naive GT-1B DCV/ASV

Age: 65 YEARS Gender: FEMALE Race: JAPANESE Ethnicity: JAPANESE

Disease History: CHRONIC HEPATITIS C VIRUS, GENOTYPE : 1B CIRRHOSIS: No

General Medical History: RESPIRATORY: ASTHMA BRONCHIAL; ENDOCRINE-METABOLIC: THYROID
HYPERFUNCTION DISORDERS; DERMATOLOGIC: ATOPIC DERMATITIS; IMMUNOLOGY/ALLERGIES:
POLLINOSIS

Prior and Concomitant Medication(s): CARBOCYSTEINE; TULOBUTEROL; ZAFIRLUKAST;
ACETAMINOPHEN; GARENOXACIN; PROBIOTIC; CODEINE; METOCLOPRAMIDE; NUTRITIONAL
SUPPLEMENT; ELECTROLYTE SOLUTION; PENTAZOCINE; FENTANYL; OMEPRAZOLE;
BROMHEXINE; CEFAZOLIN; PARENTERAL NUTRITION

ERPREEL .
BB Al443117-29-105 1% 65 ik DM T, A ZfEDRWT = 7 Z A 7 1b O CHRUBMITRIEE (KRG
W) CThole, N—AT A (Dayl) DOFRAKMBAORESIL, HCV RNA 8741093 IU/mL, 77 =27 3
J 8 F7 A7 x=7—E (ALT) 26 U/L (Grade 0, A¥EfE : NA~40U/L) | TANXRTFU@T I/ FT v
A7 =7 —¥ (AST) 35U/L (Grade 0, JEUEfH : NA~35U/L) | y-ZNHINVET AT =2T7—F
(GGT) 29 U/L (JEYE(E : NA~50U/L) . AE UL E L 8.6 umol/L (FEYEfE : NA~18.8 pmol/L) . [EL#%
E'ULE Y 34 umol/L (EYE(E : NA~5.1 umol/L) | EFREHE(LEL (INR) 1.1 CGE¥EE : NA~12) KT
TNT I 34 g/l (Grade 1, JEYE(HE : 38~50g/L) Tholz, X—ATA DT INVHYEKAT 74 —8IZL
249 U/L (EHEfH : NA~360U/L) THY, X=X 74V RUOREBHIMAZ LB L TEF Th o7,

Day 1, #8#F1L4 27 7% AL (DCV) 60mg#E 1 H 1[8/7 A+ 7 L e/ (ASV) 100mg 7 &/L 1 H
2 [A]}. OY DCV/ASV/beclabuvir (BCV) Ed&8E~7 7 B AEE | H 2 B0 54 54a LT,

Day 84, #¢Ba# 1% DCV/ASV/BCV BLA$E 7 7 B REED k& 5257, DCV 60 mg #E 1 H 1[0 + ASV
100 mg 7 72/ 1 B 2 [EO#F G % fk LTz,

Day 141, IEEEDOHEHFHGD Grade 3 D ASTHEAN (182 U/L) . Grade2 ™ ALTH#4H1 (189 U/L) Kt
Grade 1 ®EmE U LV EVMAE (RE Y L E L 257 umol/L XL INEHEE Y /LB 10.3 umol/L) FEBL L7,

M H (Day141) . GGT (X 65U/L (Grade1) . INR X126 (Grade0) Toh 7=, LD, INR I Day 161
F T 1.40~1.42 (Grade 1) DO EfECTHER LT,

Day 152, #BR#F IIHE KA % 5, AH (Day 152) ([CIHEHEEOFEHFLD Grade | DELNFEI LT,
Day 153, JEEEOHEFLOD Grade | O FHFINFEI L1=,

Day 154 (DCV/ASV/BCV BL&8E 7 7 B RO FMEFE 5% 70 H) . ALTH#IN 308 U/L) KUEmE Y ey
MAE DL Grade 3 (A E U /L E Y 53 umol/L X NEFZE U LB L 342 umol/L) (2L L7-, [FIH
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(Day 154) . AST ' GGT 1ZZ#1E41 338 U/L (Grade 3) & OF 110 U/L (Grade 1) [ZHEHI L 7=,
Day 154, A b7 m 77 I R REMGH M OEREREORGDBBRE ST, mE Y L EVMAEDTZ D
DCV KON ASV O 5 13H 1 S 41, DCV/ASV D&% 5-H X Day 153 Tod - 72, DCV/ASV/BCV Fl & i
7T AR OEEE G HIiX Day 84 Th o7z,
Day 156 (DCV/ASV/BCV BL&HET 7 B AR DR G4 72 B) | MIEH X &R NEE 2 v B a—X
Wrigtiks ik (CT) OFER. Grade 2 DZEFLIE+ "FEEEE RO H AL, HEREIIAPE L7215, [FH
(Day 156) . U2V FATIFTI—=AROT = X = ANFESn, BEMEASHE, [FH
(Day 156) | HELLKOTHIOFRIXETE L=, [FH (Day156) . ALTIX 183 U/L (Grade2) ~~, AST
£ 142 U/L (Grade2) ~~, GGTI£92U/L (Grade 1) ~, #t U/ E1E 479 pmol/L (Grade3) ~., [E
B UL E T 29.1 pmol/L ~EA LTz, 747 2 E Day 156~166 (2227 T 29 g/dL (Grade 2) 75
34 g/dL (Grade 1) OHIPHNTHER L7z, A F7 07T 3 FEORBMHHAI OB 513 Day 156 £ Tkt <
iz, F72. Day 156 I[ZFE (KR 38.0°C) g HAL, 7 M7 X/ 7= U REE S72 15, Day 157
~162, E7 7V kb Snic, BRERERE NT = ¥ =)V O 51X Day 159 F Tkt S vz,
Day 160, FERE O5FRIC X 2 IR BRIA Sz,
Day 161, ALTH#MOFLNEE L7 B9U/L) . [AH (Day161) . ASTIXS55U/L (Grade 1) ~~, GGT
IZ 58U/ (Grade 1) ~, ¥ U /LEL1X23.9 umol/L (Grade 1) ~~, [EHZE U /L E T 17.1 pmol/L ~J
b L7, Day 163, BFEAZMIA LY, Day 164, MEXR, IRH L ORBITRD LR -T2 15, AT F
V=V R OFERR 1 53812 K DRI IL Day 166 & Tilkfe X7z,
Day 168, ZEFLIE+ —FEIBEE O FRILMEIE L, #BRE IR L7 15,
Day 182, AST#4/ (25U/L) KU E U A EVIIEDOFLIEEIE L7z (RE Y L E L 13.7 pmol/L K}
EHEEY/LEL 6.8umol/L) , [AH (Day182) . GGT (66 U/L, Grade 1) OHEHIEEHEL T iz,
B G446 T % 8 HIRF AT, HCV RNA DR AEIL 25 TU/mL Kifi (bE4) Tho7z,
BRR T — 2 X—=22 L5 &, IRREEEMEIL, s ) e i, 2+ ZRIBEE. Bo. T
I ALT ¥EIN KON AST H9 TG BREER G- & Bdd 0 &b L 7=,
CIOMS 75 DIBINEH
1RBREATE RS O R R PIROFEAT « 2L+ ZF8ETHI Y 7 7 2 AT T B R K OT AF 7L e/
TIRREBEEHY, XU T HAENT AT T L EIL/BMS-791325 Bl A dE & BE 2 L 1S,

BMS ORI EBMZ O : I IRBIREIIS 7 T XA AT TR KR ORT AF T LT TR
BORE D 52 ZAE )T AF 7L EJL/BMS-791325 Bl & 88 & B 722 L 15,

Al443117-29-105 Labs in SI Units

LFT
ALP AST GGT TBILI DBILI ALT

Units U/L U/L U/L umol/L umol/L U/L
Range - 360 -35 -50 -18.8 -5.1 -40
Day-42 217 36 37 10.3 3.4 31
Dayl 249 35 29 8.6 3.4 26
Day8 259 20 29 10.3 3.4 15
Dayl5 241 20 25 12 3.4 14
Day28 189 19 19 8.6 3.4 13
Day42 220 20 22 10.3 3.4 15
Day57 222 21 21 10.3 3.4 16
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Day71 215 19 15 12 34 14
Day79 234 20 17 8.6 3.4 14
Day85 211 20 15 12 34 14
Dayl13 226 53 20 13.7 3.4 59
Dayl41 265 182 65 25.7 10.3 189
Day154 280 338, 338 110 53,53 34.2,34.2 308, 308
Dayl56 218 142, 142 92 47.9,479 29.1,29.1 183, 183
Dayl61 157 55,55 58 239,239 17.1,17.1 39,39
Day166 NA 47,47 NA 20.5,20.5 NA 32,32
Day182 240 25 66 13.7 6.8 19
Coagulation

INR
Units fraction
Range -1.2
Day-42 1.06
Dayl 1.1
Day8 1.07
Day15 1.04
Day28 1.05
Day42 1.02
Day57 1.06
Day71 1.06
Day79 1.02
Day85 1.08
Day113 1.06
Day141 1.26
Day154 1.4
Day156 1.41
Dayl61 1.42
Day182 1.09
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Blood chemistry
ALB

Units g/L
Range 38-50
Day-42 41
Dayl1 34
Day8 40
Dayl15 42
Day28 39
Day42 42
Day57 43
Day71 40
Day79 42
Day85 41
Dayl113 44
Dayl141 39
Day154 38
Day156 34
Dayl61 29
Day166 31
Day182 39
CBC

PMNB PLAT WBC HCT HB LYMPH EOS
Units fraction x10¥9¢/L  x10¥9c¢/L  vol g/L fraction fraction
Range 36 - .84 130 - 400 35-9 36 - .45 120-150 .17-.49 0-.1
Day-42 585 183 4.5 416 141 31 .02
Day1 425 154 3.8 384 129 365 .06
Day8 .54 200 5 423 141 295 .045
Day15 57 224 6.4 426 141 .29 .05
Day28 385 172 4.7 .396 133 42 .07
Day42 575 231 4.7 423 140 .29 .035
Day57 .55 195 4.7 423 142 .33 .03
Day71 515 178 4.6 399 136 365 .035
Day79 .54 184 4.7 408 136 37 .04
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Day85 .55 182 4.7 411 137 35 .03

Dayl13 48 169 4.4 419 139 .33 .05

Dayl41 54 153 39 426 141 37 .03

Dayl54 .619 166 6.1 439 148 277 .01

Dayl156 611 168 5 416 144 273 .004

Dayl61 361 119 32 38 125 397 .066

Dayl166 338 133 32 375 126 447 .047

Dayl182 .55 147 5.5 445 148 31 .04

Al443117-29-105 Labs in US Units

LFT

ALP AST GGT TBILI DBILI ALT
Units U/L U/L U/L mg/dL mg/dL U/L
Range -360 -35 -50 -1.1 -3 -40
Day-42 217 36 37 .6 2 31
Dayl 249 35 29 5 2 26
Day8 259 20 29 .6 2 15
Dayl15 241 20 25 7 2 14
Day28 189 19 19 5 2 13
Day42 220 20 22 .6 2 15
Day57 222 21 21 .6 2 16
Day71 215 19 15 7 2 14
Day79 234 20 17 S 2 14
Day85 211 20 15 7 2 14
Dayl13 226 53 20 8 2 59
Dayl41 265 182 65 1.5 .6 189
Dayl54 280 338,338 110 3.1,3.1 2,2 308, 308
Dayl56 218 142, 142 92 2.8,2.8 1.7, 1.7 183, 183
Dayl61 157 55,55 58 14,14 1,1 39, 39
Day166 NA 47,47 NA 1.2,1.2 NA 32,32
Day182 240 25 66 .8 4 19
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Coagulation

INR
Units fraction
Range -1.2
Day-42 1.06
Dayl 1.1
Day8 1.07
Day15 1.04
Day28 1.05
Day42 1.02
Day57 1.06
Day71 1.06
Day79 1.02
Day85 1.08
Dayl113 1.06
Dayl141 1.26
Dayl54 1.4
Day156 1.41
Dayl61 1.42
Day182 1.09
Blood chemistry

ALB
Units g/dL
Range 38-5
Day-42 4.1
Day1 34
Day8 4
Day15 4.2
Day28 39
Day42 4.2
Day57 4.3
Day71 4
Day79 4.2
Day85 4.1
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Dayl13 4.4
Dayl141 3.9
Day154 3.8
Day156 34
Dayl161 2.9
Day166 3.1
Day182 39
CBC

PMNB PLAT WBC HCT HB LYMPH EOS
Units % x10*9 ¢/L x10*3 c/ul % g/dL % %
Range 36-84 130 - 400 35-9 36 -45 12-15 17 -49 0-10
Day-42 58.5 183 4.5 41.6 14.1 31 2
Dayl 42.5 154 3.8 384 12.9 36.5 6
Day8 54 200 5 423 14.1 29.5 4.5
Dayl5 57 224 6.4 42.6 14.1 29 5
Day28 38.5 172 4.7 39.6 13.3 42 7
Day42 57.5 231 4.7 423 14 29 3.5
Day57 55 195 4.7 423 14.2 33 3
Day71 51.5 178 4.6 39.9 13.6 36.5 35
Day79 54 184 4.7 40.8 13.6 37 4
Day85 55 182 4.7 41.1 13.7 35 3
Day113 48 169 4.4 41.9 13.9 33 5
Day141 54 153 39 42.6 14.1 37 3
Day154 61.9 166 6.1 43.9 14.8 27.7 1
Day156 61.1 168 5 41.6 14.4 27.3 4
Dayl61 36.1 119 32 38 12.5 39.7 6.6
Day166 33.8 133 32 37.5 12.6 44.7 4.7
Day182 55 147 5.5 44.5 14.8 31 4
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Subject Identifier: A1443117-29-310
Protocol: AI443117

Event: 7 fitE4LHE (MODERATE / GRADE II INTENSITY, NOT RELATED RELATIONSHIP, DAY 87)

Reason(s) for Narrative: [ ]Death
(check all that apply) [X] SAE (regardless of relationship to treatment)
[ TAE leading to discontinuation (regardless of relationship to treatment)

[ ] Other significant medical event

Study Medication/Dose: Double-blind DCV 60 mg tablet QD/ASV 100 mg capsule BID for 24 weeks; and
DCV/ASV/BCV FDC placebo tablet BID for 12 weeks

Treatment Group: Naive GT-1B DCV/ASV

Age: 69 YEARS Gender: FEMALE Race: JAPANESE Ethnicity: JAPANESE

Disease History: CHRONIC HEPATITIS C VIRUS, GENOTYPE : 1B CIRRHOSIS: Yes

General Medical History: HEAD, EYES, EARS, NOSE, THROAT: MENIERE'S DISEASE;
CARDIOVASCULAR: HYPERTENSION, HYPERTENSIVE HEART DISEASE; GASTROINTESTINAL:
APPENDICITIS, ESOPHAGEAL VARICES, GASTRITIS ATROPHIC, REFLUX GASTRITIS;
HEPATOBILIARY: CALCULUS GALLBLADDER; ENDOCRINE-METABOLIC: DIABETES MELLITUS;
NEOPLASIA: BREAST CANCER

Prior and Concomitant Medication(s):AMLODIPINE; GLIMEPIRIDE; GUAIAZULENE; LEVOGLUTAMIDE;
ACETAMINOPHEN; FEXOFENADINE; BETAMETHASONE TOPICAL; ETHACRIDINE; LIRANAFTATE;
UREA TOPICAL; CEFCAPENE PIVOXIL; CEFDINIR; BETAMETHASONE; TEPRENONE

ERAREEE

PERFE Al443117-29-310 1% 69 kD LVET, NFHEAZfED ¥ = / Z A 7 1b O CHRUBVENTREE CRIGHE
#l) Thotz, BETDIHELE LT, |miE, L, A ==— Rk OEEEaR ST, X—AT A
> (Day 1) @ HCV RNA (% 1282627 IU/mL Toh - 7=,

Day 1, #8#F134 7 7% 2L (DCV) 60mg#E 1 H 1[0l/7 A F 7L EJL (ASV) 100mg # 7 &/ 1 H
2 [B]}2 8 DCV/ASV/beclabuvir (BCV) BLAHET 7 EAREE 1 H 2 BlIOE G A BIG LT,

Day 64, A7 FREONEIR K OREAEN B L= 1, [AH (Day 64) . #BRE XFHEEOHEFRD Grade 2 D
FlEEMERLEE & 2 S 7z, Day 70, 47 FIEXOFRIR K OMEIRNEAL Lo 7200, #BRFT I3 HIS O JFbe 2 52 22
L7z (DIMSP.15) '6, JEBRIEEGICBT A EITI O 72 o72, [AIH (Day70) . 77 I/ 7=
V. RFTANRZ A Z ethacridine, 7 =¥V 7= F Py, VTFT7H— N ROFEITHARSZEORS HE
BENTZ, DayT5 £ TT B b7 I 720 BT =2F% Y 7 =2 F VU35 &=, Day 76, JERDhE
Lighoioiow, HBREIIH O A2 =2 Lz 1% [HH (Day76) . &7 0 OG0B E L,

Day 83 £ T# 5. 3T,

Day 84, #BR# X DCV/ASV/BCV BL&8E 7 7 B ARFED H A4 G- 4517, DCV 60 mg#E 1 H 1[8] + ASV

100 mg 57 7V 1 B 2 [BlO# 5 % fk LTz,

Day 84, JERMELTE Lo T2720, #REITHE S OREEZ2 L2 %, FHB (Day84) . E7v=
OGP STz, Day 86, FFAMRORER. NENEERELIEDR B O Hiviz, RPTHNZ A 2
v, B7 Y=/, ethacridine, V 7 7% — K R ORFTHKRSRIT Day 86 £ T 5. 37z, [AH

(Day86) . 7B RT /) Tz RERAZSVURORT TV OFRG BB NI,

Day 87, SERMPULERTT, BB EEICRY . BTHREE L 72572 16, #ERE 1L Grade 2 OFSHEITEALBE (=
FlE SRR - AEEIMERLBEOEAL) DT ABE LTz, BRI GICBET 2 E XIS Lo Tz,

Day 97, JERITRAEORE R NVLZFHIC LV SEE LS, [FH (Day97) . #BRFE IR L7216,

Day 111, gD KEMAEZZZ L, RXF A X VEROT 7L AR O HENEE Sz 16,

Day 113, #BREITIRROT-DITRPE L, JEROBEED R S 72 'S Day 124 F TV 7 I /) 7=
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. RBERET U RONT T S S iz, Day 125, #BRE ISR O KE 2% Lz 1S, [FH
(Day 125) . FEEPEALBEOFESILEIE LTz,

Day 149, IEEEOHERHL O Grade 2 DIMARZIEMRE (RIS HRE : IBIIEEIE(LAE) 23388 L 7=,
T )72 RO T 7L o ORENHR ST,

WER#E 1 XI5 &2 52 T L. DCV/ASV/BCV BLAEET T & REED B #&#¢5-% Day 84 (231}, DCV/ASV D
&P 5% Day 168 1251 ) 7=,

5T #% 4 B R T, HCV RNA ORAETE 25 TU/mL Kdili (HE3) Th o7z,

T A R—REERR T, MBRBIEEHOFRIIFRL TRV, 77V v o&G3eT ch o7,
BRIR T — 2 R—22 k5 & I1BBREMEMET, MR 5 & B Ze U &l L7z,
CIOMS 7> 5 DB N

TEBR BT AT A O K RBIROFM - FEFIMEALBEIXE R T COMRBRIEE G- & BE2 L 16,

BMS O X FRIRDFHN : #EEERBEIIE R T CORBRIRE G L B L 'S,

Al443117-29-310 Labs in SI Units

LFT
ALP AST GGT TBILI DBILI ALT

Units U/L U/L U/L umol/L umol/L U/L
Range -360 -35 -50 - 18.8 -5.1 -40
Day-36 492 38 41 15.4 6.8 27
Dayl 448 50 55 13.7 5.1 41
Day8 402 21 48 10.3 5.1 19
Dayl5 452 23 50 222 8.6 15
Day29 459 18 37 17.1 6.8 12
Day43 459 18 36 17.1 6.8 11
Day57 486 25 33 13.7 6.8 18
Day71 482 40 43 20.5 8.6 35
Day78 471 31 44 17.1 6.8 26
Day85 476 30 46 18.8 8.6 24
Dayl113 348 18 47 18.8 6.8 26
Dayl41 307 26 48 17.1 6.8 36
Day169 372 50 82 20.5 8.6 40
Coagulation

INR
Units fraction
Range -1.2
Day-36 1.05
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Dayl 1.03
Day8 1.02
Dayl15 1.08
Day29 1.06
Day43 1.1
Day57 1.09
Day71 1.11
Day78 1.14
Day85 1.14
Dayl113 1.04
Dayl41 1.05
Day169 1.16
Blood chemistry
ALB
Units g/L
Range 38-50
Day-36 41
Dayl 43
Day8 38
Dayl15 44
Day29 42
Day43 41
Day57 41
Day71 41
Day78 40
Day85 39
Dayl13 42
Dayl41 37
Dayl169 41
CBC
PMNB PLAT WBC HCT HB LYMPH EOS
Units fraction x10*9 ¢/L x10*9 ¢/L vol g/L fraction fraction
Range .36 - .84 130 - 400 35-9 36 - .45 120-150 .17-.49 0-.1
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Day-36 .55 136 3.8 392 129 38 .01
Dayl .52 145 4.2 384 127 31 .05
Day8 51 131 33 .345 113 35 .03
Dayl5 585 160 4.2 .38 126 255 .09
Day29 .625 136 43 .359 116 255 .045
Day43 475 145 3.7 358 118 325 .065
Day57 .58 130 3.5 .344 114 255 .095
Day71 .61 152 39 .349 115 27 .055
Day78 .59 147 4.1 .35 116 .25 .06
Day85 .68 157 39 341 112 A8 .05
Dayl113 .665 124 5 377 125 .26 .025
Dayl41 .63 171 5.7 .362 119 .25 .03
Day169 .59 180 4 .344 112 275 .025

Al443117-29-310 Labs in US Units

LFT

ALP AST GGT TBILI DBILI ALT
Units U/L U/L U/L mg/dL mg/dL U/L
Range -360 -35 -50 - 1.1 -3 -40
Day-36 492 38 41 9 4 27
Day1 448 50 55 .8 3 41
Day8 402 21 48 .6 3 19
Day15 452 23 50 1.3 .5 15
Day29 459 18 37 1 4 12
Day43 459 18 36 1 4 11
Day57 486 25 33 .8 4 18
Day71 482 40 43 1.2 .5 35
Day78 471 31 44 1 4 26
Day85 476 30 46 1.1 5 24
Day113 348 18 47 1.1 4 26
Day141 307 26 48 1 4 36
Day169 372 50 82 1.2 5 40
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Coagulation

INR
Units fraction
Range -1.2
Day-36 1.05
Dayl 1.03
Day8 1.02
Dayl15 1.08
Day29 1.06
Day43 1.1
Day57 1.09
Day71 1.11
Day78 1.14
Day85 1.14
Dayl113 1.04
Dayl41 1.05
Day169 1.16
Blood chemistry

ALB
Units g/dL
Range 38-5
Day-36 4.1
Day1 4.3
Day8 3.8
Dayl5 4.4
Day29 4.2
Day43 4.1
Day57 4.1
Day71 4.1
Day78 4
Day85 39
Day113 4.2
Day141 3.7
Dayl169 4.1
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CBC

PMNB PLAT WBC HCT HB LYMPH EOS
Units % x10*9 ¢/L x10*3 c/ul % g/dL % %
Range 36 -84 130 - 400 35-9 36-45 12-15 17 - 49 0-10
Day-36 55 136 3.8 39.2 12.9 38 1
Dayl 52 145 4.2 384 12.7 31 5
Day8 51 131 3.3 34.5 11.3 35 3
Dayl5 58.5 160 42 38 12.6 25.5 9
Day29 62.5 136 4.3 35.9 11.6 25.5 4.5
Day43 47.5 145 3.7 35.8 11.8 32.5 6.5
Day57 58 130 3.5 344 11.4 25.5 9.5
Day71 61 152 3.9 34.9 11.5 27 5.5
Day78 59 147 4.1 35 11.6 25 6
Day85 68 157 3.9 34.1 11.2 18 5
Day113 66.5 124 5 37.7 12.5 26 2.5
Dayl41 63 171 5.7 36.2 11.9 25 3
Day169 59 180 4 344 11.2 27.5 2.5
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Subject Identifier: A1443117-3-249
Protocol: AI443117

Event: /i 2 /iR (MILD / GRADE I INTENSITY, NOT RELATED RELATIONSHIP, DAY 167)

Reason(s) for Narrative: [ ]Death
(check all that apply) [X] SAE (regardless of relationship to treatment)
[ TAE leading to discontinuation (regardless of relationship to treatment)

[ ] Other significant medical event

Study Medication/Dose: Double-blind DCV 60 mg tablet QD/ASV 100 mg capsule BID for 24 weeks; and
DCV/ASV/BCV FDC placebo tablet BID for 12 weeks

Treatment Group: Naive GT-1B DCV/ASV

Age: 58 YEARS Gender: MALE Race: JAPANESE Ethnicity: JAPANESE

Disease History: CHRONIC HEPATITIS C VIRUS, GENOTYPE : 1B CIRRHOSIS: Yes

General Medical History: CARDIOVASCULAR: HYPERTENSION; GASTROINTESTINAL: CHRONIC
GASTRITIS, REFLUX OESOPHAGITIS; RENAL: NEPHROLITHIASIS; GENITOURINARY: BENIGN
PROSTATIC HYPERPLASIA; ENDOCRINE-METABOLIC: HYPERLIPIDAEMIA, TYPE 2 DIABETES
MELLITUS; HEMATOLOGIC-LYMPHATIC: IRON DEFICIENCY ANAEMIA; OTHER: ROAD TRAFFIC
ACCIDENT(LEFT FOOT AMPUTATION)

Prior and Concomitant Medication(s): CANDESARTAN; GLIMEPIRIDE; LANSOPRAZOLE; OMEGA 3;
VILDAGLIPTIN; TAMSULOSIN; IRON; AZILSARTAN; TOSUFLOXACIN;BICALUTAMIDE; LEUPROLIDE

FREHEE .

HEERFE Al443117-3-249 (X 58 e D BIET, WA EES V= /) XA 7 1b @ CHUSMIFRBE (RIGHE
Bl) Thotz, BETHHELEL LT, BRUERINIRERIENH -7, X—RZF 1 (Dayl) ® HCV RNA
1% 73323 IU/mL T - 7=,

Day 1. #¢BRE X427 7 2 AL (DCV) 60mg#HE 1 H 1[8l/7 2 F 7L e (ASV) 100mg 7 7/ 1H
2 [8] &% Y DCV/ASV/beclabuvir (BCV) BLAHET 7 BREE 1 B 2 BOF L E2BItA LT,

Day 84, #B52% (X DCV/ASV/BCV Bl &6t~ 7w AR EED Fefk 5% 517, DCV 60 mg & 1 H 1[0] + ASV
100 mg /7 7V 1 B 2 [BO# 5 % ke L=,

Day 126, FERMAEORER, AZRFFEDUR (PSA) 723 10.83 pg/mL & EIINFED 47z, Day 133 12 FEfE
SN-FEMRA TIX, PSAIT 11.05ug/mL TH -7 17,

Day 140, #RIELIGAER E R AR A 23 Sl S 47z 17,

Day 167, Huﬁﬁﬂﬁ@tm&’%ﬁ% IIARE L. EERAEFELO Grade | ORISLIEE & 2B SN, BT

BRI X TRBR R LRSI L o CTURBRSER G LR L LIl S ivie, bR T8> bV

%@&Erﬁiﬁﬂ%ﬁééMf: (Day 167~k ) o IRBRIKICRE 3 2 EIX I S L8k o 7o, Day 168, #ERHE
IBBE LT,

PR 1XIBBR %252 T L. DCV/ASV/BCV BL&8E T T ¥ REEDE e 5-% Day 84 (2% 1F. DCV/ASV D

¥ H-% Day 168 1232 1) 7=,

IBHRFRA I P O Day 195 1 FEhi S =B > F 7T 7 4 WONE Day 197 (25 S AU 7= BERE < L0 i 14 15
(MRD K= va—2EiEigiE (CT) CTIEEBITRO R, EHLE I RED

leuprolide D 5-23 4 =47z (Day 204)

T B _— A RS C, BN IXEE LT e o e,

WEBRA 1T SVR 12 2 FERR L 7=,

BRR T —# X—=22 L5 & IRREEERSE I, RIS O FRITTEERIER G & B 7 U &l L7z,
CIOMS 7> 5 DB INEH
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2.7.6 il 2 DFRERD F & D Hepatitis C
BMS-790052/BMS-650032/BMS-791325 beclabuvir

TRBREAEEE A O KUERBACR O - TSR X E R T ORI RS & B L 7,
BMS DK REAGRORHMG « BISZBE LS T TOMBRER S LB L Y,

Al443117-3-249 Labs in SI Units

LFT
ALP AST GGT TBILI DBILI ALT

Units U/L U/L U/L umol/L umol/L U/L
Range -359 -33 -47 -20.5 -34 -42
Day-35 242 54 25 10.3 1.2 57
Dayl 243 59 40 10.4 1 69
Day8 254 28 36 12.3 1.2 31
Day15 258 22 34 12.1 1.2 21
Day29 267 20 32 10.9 7 21
Day43 255 20 31 12.1 9 19
Day57 264 17 30 7.5 7 18
Day71 239 19 26 9.2 1 16
Day78 258 20 27 9.9 1 17
Day85 254 18 26 7.2 5 16
Day113 261 16 26 9.6 9 14
Day141 271 18 27 8.6 5 16
Day169 301 15 27 7.5 5 15
Day197 247 17 26 13.7 9 16
Coagulation

INR
Units fraction
Range -1
Day-35 1.1
Dayl 1.06
Day8 1.07
Dayl15 1.04
Day29 1.06
Day43 1.09
Day57 1.06
Day71 1.09
Day78 1.09
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Day85 1.07
Dayl13 1.06
Dayl141 1.08
Day169 1
Day197 1.08
Blood chemistry
ALB

Units g/L
Range 39-49
Day-35 38
Dayl1 40
Day8 40
Dayl5 39
Day29 39
Day43 41
Day57 40
Day71 40
Day78 42
Day85 42
Dayl113 41
Dayl41 41
Dayl169 42
Day197 43
CBC

PMNB PLAT WBC HCT HB LYMPH EOS
Units fraction x10*9 ¢/L  x10*9 ¢/L vol g/L Fraction fraction
Range 365 -.758 150-350 3.5-85 4-.5 135-170  .196 - .527 .01-.078
Day-35 .533 185 6.7 333 100 385 .001
Dayl .569 130 5.6 376 116 348 .005
Day8 578 135 5.8 386 123 334 .009
Dayl5 .626 104 6.1 385 124 285 .007
Day29 591 133 6.7 378 124 326 .01
Day43 591 131 6.6 389 128 326 .009
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Hepatitis C

BMS-790052/BMS-650032/BMS-791325 beclabuvir
Day57 .638 141 6.3 377 123 262 .008
Day71 565 151 6.4 373 121 34 .006
Day78 697 138 7.2 37 119 235 .004
Day85 .634 153 6.6 371 120 285 .008
Dayl13 .65 146 7.7 371 119 278 .006
Dayl41 .673 152 7.6 365 115 254 .003
Day169 73 151 8.7 379 120 201 .006
Day197 .696 169 7 368 115 247 .003
Al443117-3-249 Labs in US Units
LFT

ALP AST GGT TBILI DBILI ALT
Units U/L U/L U/L mg/dL mg/dL U/L
Range - 359 -33 -47 -1.2 -2 -42
Day-35 242 54 25 .6 .07 57
Dayl 243 59 40 .6 .06 69
Day8 254 28 36 7 .07 31
Day15 258 22 34 7 .07 21
Day29 267 20 32 .6 .04 21
Day43 255 20 31 7 .05 19
Day57 264 17 30 4 .04 18
Day71 239 19 26 5 .06 16
Day78 258 20 27 .6 .06 17
Day85 254 18 26 4 .03 16
Day113 261 16 26 .6 .05 14
Day141 271 18 27 5 .03 16
Day169 301 15 27 4 .03 15
Day197 247 17 26 .8 .05 16
Coagulation

INR

Units fraction
Range -1
Day-35 1.1
Day1 1.06
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Day8 1.07
Dayl5 1.04
Day29 1.06
Day43 1.09
Day57 1.06
Day71 1.09
Day78 1.09
Day85 1.07
Dayl113 1.06
Dayl41 1.08
Day169 1
Day197 1.08
Blood chemistry

ALB
Units g/dL
Range 39-49
Day-35 3.8
Dayl 4
Day8 4
Day15 39
Day29 39
Day43 4.1
Day57 4
Day71 4
Day78 4.2
Day85 4.2
Day113 4.1
Day141 4.1
Day169 4.2
Day197 43
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CBC

PMNB PLAT WBC HCT HB LYMPH EOS
Units % x10*9 ¢/L x10*3 cul % g/dL % %
Range 36.5-75.8 150 - 350 3.5-85 40 -50 13.5-17 19.6 - 52.7 1-7.8
Day-35 533 185 6.7 333 10 38.5 1
Dayl 56.9 130 5.6 37.6 11.6 34.8 5
Day8 57.8 135 5.8 38.6 12.3 334 9
Dayl5 62.6 104 6.1 38.5 12.4 28.5 i
Day29 59.1 133 6.7 37.8 12.4 32.6 1
Day43 59.1 131 6.6 38.9 12.8 32.6 9
Day57 63.8 141 6.3 37.7 12.3 26.2 8
Day71 56.5 151 6.4 373 12.1 34 .6
Day78 69.7 138 7.2 37 11.9 23.5 4
Day85 63.4 153 6.6 37.1 12 28.5 8
Dayl113 65 146 7.7 37.1 11.9 27.8 .6
Dayl41 67.3 152 7.6 36.5 11.5 25.4 3
Day169 73 151 8.7 37.9 12 20.1 .6
Day197 69.6 169 7 36.8 11.5 24.7 3
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BMS-790052/BMS-650032/BMS-791325 beclabuvir

Subject Identifier: A1443117-31-116
Protocol: AI443117

Event: #ff (SEVERE / GRADE III INTENSITY, RELATED RELATIONSHIP, DAY 124)

Reason(s) for Narrative: [ ]Death
(check all that apply) [X] SAE (regardless of relationship to treatment)
[ TAE leading to discontinuation (regardless of relationship to treatment)

[ ] Other significant medical event

Study Medication/Dose: Double-blind DCV 60 mg tablet QD/ASV 100 mg capsule BID for 24 weeks; and
DCV/ASV/BCV FDC placebo tablet BID for 12 weeks

Treatment Group: Naive GT-1B DCV/ASV

Age:66 YEARS Gender: FEMALE Race: JAPANESE Ethnicity: JAPANESE

Disease History: CHRONIC HEPATITIS C VIRUS, GENOTYPE : 1B CIRRHOSIS: No

General Medical History: CARDIOVASCULAR: HYPERTENSION; HEPATOBILIARY: GALLBLADDER
POLYP; RENAL: RENAL CYST, RENAL STONE; MUSCULOSKELETAL: TENOSYNOVITIS

Prior and Concomitant Medication(s): AMLODIPINE; DEXAMETHASONE; BICARBONATE; SODIUM
BICARBONATE; NACL/POTAS/SODLAC; LACTATED RINGERS; BETAHISTINE; PREDNISOLONE;
ELECTROLYTE SOLUTION; CYANOCOBALAMIN; PARENTERAL NUTRITION;
METHYLPREDNISOLONE; ALPROSTADIL; FAMOTIDINE; CYANOCOBALAMIN; ADENOSINE; HERBS

ERAREEE

BeBRAE Al443117-31-116 1% 66 I D T, FFHEAZ LDy =/ 2 A4 7 1b O CHEBMEIFREE CRIA
W) CThoto, N—AF A4 (Dayl) ® HCVRNA I 21763730 IU/mL CTH - 7=,

Day |, #BR#F L4 7 7% AL (DCV) 60mg#E 1 H 1[B/7 A+ 7L ENL (ASV) 100mg H 7 &/ 1 H
2 [ &% T DCV/ASV/beclabuvir (BCV) BLa#E~ 7 A6E 1 H 2 oG E2BRIG LT,

Day 84, #¢B## 13 DCV/ASV/BCV Bl A8t~ 7 B REED et 5% 17, DCV 60 mg#E 1 H 1[0] + ASV
100 mg 7 7/ 1 H 2 RO 5 & fkE L=,
Day 124 (DCV/ASV/BCV BLG#ED 7 7 B AR FERAMA 5% 37 H) | Grade 3 DFEMED £, Grade 1 DE
BRIGE J 8 Grade 1 OFELARE Sz, [RIE (Day 124) | BEEZRAEELO Grade 3 DHEEFEN LD,
BERE X AL L7, Day 124, EREBENEG I, REKFZEST M) v A Zva—x/MEer s v a/
TV T LFEET U T A FLEEY UV R O B AF U OGS iz, Day 125 £ TIRERT
kU AOEE I S A7z, Day 126, HEE = L Vo — X EFEHRELE (CT) TIEEFITRO SN ho
oo ZNa—AMbFT N O A1) U LFEET R Y U AOFRE X Day 126 £ Ciikfc S 4172, [FH
(Day 126) . 7'V F=Y m R’ g5 S, EEERE YT 2 ang I oGRS,
Day 127, 'L R=Y B ZAF LT R=y o AIEHE I, FEFERPEE S, SR o7 ik
OB DOBE5-13 Day 127 £ THikle S vz,
Day 128, MiEFHIMAEOH R, EERAFFEROMIE (HH) BERIhlc, XZEeXTF U KOV T )/
28T 2 OFE T Day 128 % Thkw: S vz,
Day 130, 2 [EIH OMEERA O R, FHH O & EOHE O biviz7zH, DCV/ASV O 51X— B
Wrxivz, [WH (Day 130) . 77 mAZ DVOEERHIESNTZ, Day 132 £ TAF LT L R=yn
OB Sz, Day 133, 77 B FVUROT L F=Y o5 nRbES T,
Day 134, 3 [E1H OMETERAEORER, 4 H O E E OG0 b,
M H (Day134) | #BAE XGRS ORMAEET, RREEGOR L2 KE L, #EE I
DCV/ASV/BCV Bl &8 7 7 & R EE D Fc#& % 5-% Day 87 125217, DCV/ASV D& 5-% Day 130 (25217
776
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BMS-790052/BMS-650032/BMS-791325 beclabuvir

Day 135, 4 [E|H OMETEIRAEORER. B O & EOHIENFE O b v,

Day 137, 5[ H OB NRAORKR R, HHOmEOHRENGED b/, Day 139 £ T7 7 EF VKT
7L K=V OBE kG Sz,

Day 139, #8138 FE L7,

Day 140, > 7/ anI IV ROT T ) v OEGEREE S,

Day 147, 6 [FIH OMERE A ORI, 4 H O & E OISR bl

Day 164, BAJBEE N OELOESRTEIE LT,

Day 175, 7 Bl H OMER IRAEOFER, 4 H O & E ORI RO bl

Day 182, FHEIMED WV OFSRFIMIE LT,

Day 207, A OB D34 S, Day 254 F THERE S 1172,

T B NR— A [EERE T, MEOFERIIFHR L TCRY, 7/ anxg I EOT T /) ¥ OBk
hCHot,

PERE 1T SVR 12 &Rk LT,

BRT — 2 _R—2A2 LD & IRBRETEMZ L, O FLITIRRIER G L BEH 0 &l Lz,
CIOMS 7> & DENNEH

TRBR BT ERT S O KR BROFAMN - RIS MR F CORBRIEEL L BEH D 18

BMS OXREAROFMN : #IIXE R N COIRBRIER G & Bl L 1,

Al443117-31-116 Labs in SI Units

LFT
ALP AST GGT TBILI DBILI ALT

Units U/L U/L U/L umol/L umol/L U/L
Range -338 -40 -48 -20.5 -6.8 -45
Day-40 312 44 48 13.7 3.4 59
Dayl 319 45 44 13.7 34 49
Day8 300 18 37 13.7 34 20
Dayl4 255 14 57 27.4 10.3 17
Day24 312 15 95 10.3 34 15
Day29 289 21 61 8.6 34 17
Day45 271 23 16 15.4 34 22
Day57 266 39 13 10.3 34 42
Day71 297 40 16 10.3 3.4 52
Day78 288 32 16 12 3.4 39
Day88 298 29 15 12 3.4 30
Dayl15 308 23 14 13.7 3.4 20
Day148 231 21 27 10.3 1.7 23
Dayl64 245 19 28 12 3.4 14
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BMS-790052/BMS-650032/BMS-791325 beclabuvir
Coagulation

INR
Units fraction
Range -1.13
Day-40 1.05
Dayl 1.06
Day8 1.05
Dayl4 1.29
Day24 1.14
Day29 1.09
Day45 1.12
Day57 1.06
Day71 1.1
Day78 1.08
Day88 1.08
Dayl15 1.06
Day148 .95
Day164 1.02
Blood chemistry

ALB
Units g/L
Range 37-55
Day-40 47
Dayl 47
Day8 45
Day14 38
Day24 40
Day29 40
Day45 41
Day57 42
Day71 42
Day78 42
Day88 44
Day115 42
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BMS-790052/BMS-650032/BMS-791325 beclabuvir
Day148 40
Day164 40
CBC

PMNB PLAT WBC HCT HB LYMPH EOS
Units fraction x10*9c¢/L  x10*9c¢/L Vol g/L fraction fraction
Range 27- 91 140 - 379 3.5-9.7 343-.452 112-152  .18-.5 0-.07
Day-40 .64 223 6.5 434 153 31 0
Dayl 49 210 4.79 428 147 45 0
Day8 .55 208 7.72 434 149 4 .01
Day14 .8 150 8.99 .39 136 13 .02
Day24 45 318 7.82 .39 133 42 .06
Day29 .63 321 6.8 398 134 32 .02
Day45 44 192 6.24 397 135 49 .01
Day57 .56 211 6.01 425 142 37 .02
Day71 51 208 6.4 404 138 42 .02
Day78 .52 213 7.41 418 144 41 .03
Day88 51 218 6.44 43 149 45 .01
Day115 .55 211 6.9 44 151 4 0
Day148 .62 188 8.99 441 150 35 0
Day164 42 295 7.3 413 145 51 .01

Al443117-31-116 Labs in US Units

LFT

ALP AST GGT TBILI DBILI ALT
Units U/L U/L U/L mg/dL mg/dL U/L
Range - 338 -40 -48 -1.2 -4 -45
Day-40 312 44 48 8 2 59
Dayl 319 45 44 8 2 49
Day8 300 18 37 8 2 20
Dayl4 255 14 57 1.6 .6 17
Day24 312 15 95 6 2 15
Day29 289 21 61 5 2 17
Day45 271 23 16 9 2 22
Day57 266 39 13 6 2 42
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BMS-790052/BMS-650032/BMS-791325 beclabuvir
Day71 297 40 16 .6 2 52
Day78 288 32 16 7 2 39
Day88 298 29 15 7 2 30
Day115 308 23 14 8 2 20
Day148 231 21 27 .6 1 23
Dayl64 245 19 28 i 2 14
Coagulation

INR
Units fraction
Range -1.13
Day-40 1.05
Dayl 1.06
Day8 1.05
Dayl4 1.29
Day24 1.14
Day29 1.09
Day45 1.12
Day57 1.06
Day71 1.1
Day78 1.08
Day88 1.08
Day115 1.06
Day148 .95
Dayl64 1.02
Blood chemistry

ALB
Units g/dL
Range 3.7-55
Day-40 4.7
Day1 4.7
Day8 4.5
Day14 3.8
Day24 4
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Day29 4
Day45 4.1
Day57 4.2
Day71 4.2
Day78 4.2
Day88 4.4
Dayl15 4.2
Day148 4
Dayl64 4
CBC

PMNB PLAT WBC HCT HB LYMPH EOS
Units % x10*9 ¢/L x10*3 c/ul % g/dL % %
Range 27-91 140 - 379 3.5-9.7 343-452 112-152 18-50 0-7
Day-40 64 223 6.5 434 15.3 31 0
Dayl 49 210 4.79 42.8 14.7 45 0
Day8 55 208 7.72 434 14.9 40 1
Dayl4 80 150 8.99 39 13.6 13 2
Day24 45 318 7.82 39 133 42 6
Day29 63 321 6.8 39.8 13.4 32 2
Day45 44 192 6.24 39.7 13.5 49 1
Day57 56 211 6.01 425 14.2 37 2
Day71 51 208 6.4 40.4 13.8 42 2
Day78 52 213 7.41 41.8 14.4 41 3
Day88 51 218 6.44 43 14.9 45 1
Dayl15 55 211 6.9 44 15.1 40 0
Day148 62 188 8.99 44.1 15 35 0
Dayl64 42 295 7.3 413 14.5 51 1
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Subject Identifier: Al443117-31-327
Protocol: AI443117

Event: 72\ (SEVERE / GRADE III INTENSITY, RELATED RELATIONSHIP, DAY 15)

Reason(s) for Narrative: [ ]Death
(check all that apply) [X] SAE (regardless of relationship to treatment)

[ ]AE leading to discontinuation (regardless of relationship to treatment)
[ ] Other significant medical event

Study Medication/Dose: Double-blind DCV 30 mg/ASV 200 mg/BCV 75 mg FDC tablets BID for 12 weeks;
and DCV placebo tablets QD with ASV placebo capsules BID for 24 weeks

Treatment Group: Naive GT-1B DCV/ASV/BCV

Age: 70 YEARS | Gender: FEMALE Race: JAPANESE | Ethnicity: JAPANESE

Disease History: CHRONIC HEPATITIS C VIRUS, GENOTYPE : 1B CIRRHOSIS: Yes

General Medical History: HEAD, EYES, EARS, NOSE, THROAT: MENIERE'S DISEASE;
CARDIOVASCULAR: HYPERTENSION; GASTROINTESTINAL: APPENDICITIS; HEPATOBILIARY:
HEMANGIOMA OF LIVER; GENITOURINARY: CALCULUS URETERIC(LEFT NEPHRECTOMY));
PSYCHIATRIC: DEPRESSIVE STATE, INSOMNIA

Prior and Concomitant Medication(s): AMLODIPINE; BETAHISTINE; BROTIZOLAM; LOXOPROFEN;
REBAMIPIDE; ELECTROLYTE SOLUTION; SULBACTAM; ESZOPICLONE; EPRAZINONE;
BIFIDOBACTERIUM; AMINO/MINRAL/MVI; URSODEOXYCHOLIC ACID

ERARBEE .

WEBRE Al443117-31-327 1X 10 D &ML T, A ZEDY Y= /) X A 7 1b O CAUBMEIF R BE (CRIGH
) THotz, N—RAF A (Dayl) ® HCV RNA | 1738182 IU/mL T& > 7=,

Day |, #B#1X% 27 5% At (DCV) 30mg/7 A+ 7L EJL (ASV) 200 mg/beclabuvir (BCV) 75 mg
FCASBEL H 2K ONDCY 7T vREEL H 1+ ASV 7T RA 7L 1 H 20085 2Bk LT,

Day 5. JEEEDOAHEFLRD Grade | DFEANFH LT,

Day 14, #5## % Grade2 O FHi&ZFF 272, [MH (Dayl4) . x>y 7a 7z FORL A E ROFELEN
BRth S 7=,

Day 15, M5, B BEK . Grade 2 ORBAKBHE K Y Grade 1 DIREMEDFEIR23FE D AL, #BRE X
Pt L7z, [AH (Day15) . ZEAOFSRIL Grade3 (39.5°C) IZHEAL L, RBRFATEMSE IO FS %
HERAEFZ LW L, Day 15, #BREITIABEL ¥, EMEBROKEG 2% T2, BEOFELDT
DIGFRHEE 51T W S 7z, Day 15, WEHEOFRIIN AZ L CREIE L7, Day 16, IMEE#E ORRIZIE
HCThole, [MHA (Day16) | &I 39.4°CIZ EH L7219,

PERF IR 5 O 2L T3, 1GBER GO (R 2K LT, #5%# 1X DCV/ASV/BCV Bl &8ED
Bk % Day 16 12517, DCV 77 2R K NASV 7' 7 B RO G5-% Day 16 12517 7=,

Day 23, BHJBHE L N FHIOELRIIEIE L, KRiRIE 36.8°CIZ Fdo72 ¥, BMERIR O£ 51X Day 23 &
THkE STz, BXFY 707 = FOLAR B RO EE Day 27 £ Tl &7,

Day 29, FEADOHELIT BIE L, #BRFITEEE LY,

WEBRA 1T SVR 12 & 7ERR L 7=,

BRIRT —# N—=2Z L 5 & 1B EEAMEIL, BEAOFERITIRTIER G L BEDH &k L7z,
CIOMS 7> 5 DBINEH

TRBRE T ERTSE O RRBIROFHI : HEVIER T CORBRIEEL LEEH Y 1,

BMS O KRR OFHM : FEEUIE R T CORBRIER G L BE2 D L 19
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Al443117-31-327 Labs in SI Units

LFT
ALP AST GGT TBILI DBILI ALT

Units U/L U/L U/L umol/L umol/L U/L
Range - 338 -40 -49 -20.5 -6.8 -45
Day-29 289 44 24 12 3.4 37
Day-21 279 65 29 8.6 3.4 66
Dayl 293 68 36 10.3 3.4 74
Day7 272 28 30 12 34 28
Day15 294 34 25 13.7 5.1 24
Day16 225 28 25 13.7 5.1 26
Day17 237 24 53 15.4 8.6 29
Day21 421 19 85 17.1 12 26
Day24 386 18 74 10.3 6.8 19
Day28 313 20 62 12 NA 21
Day42 342 20 40 8.6 3.4 11
Coagulation

INR
Units Fraction
Range -1.13
Day-29 1.07
Day-21 1.11
Dayl 1.1
Day7 1.09
Day15 1.14
Day16 1.4
Day17 1.37
Day21 1.25
Day24 1.25
Day42 1.09
Blood chemistry

ALB
Units g/L
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Range 37-55
Day-29 42
Day-21 39
Dayl 41
Day7 39
Dayl15 38
Day16 31
Day17 31
Day21 25
Day24 27
Day28 29
Day42 39
CBC

PMNB PLAT WBC HCT HB LYMPH EOS
Units Fraction x10¥9 ¢/L  x10*¥9c/L  vol g/L fraction fraction
Range 27 - 91 140 - 379 3.5-9.7 343-.452 112-152  .18-5 0-.07
Day-29 .53 159 4.14 417 146 4 .01
Day-21 .61 158 4.77 405 142 33 0
Day1 .62 170 52 408 142 32 .02
Day7 .55 162 5.24 394 137 4 .01
Day15 91 132 5.94 415 147 .04 .02
Day16 937 110 6.97 401 139 .027 .022
Day17 .9 101 4.98 405 145 .03 .04
Day21 .53 136 6.44 358 126 22 18
Day24 43 202 6.66 323 111 .27 23
Day28 49 249 5.33 .329 111 39 .07
Day42 51 214 4.77 38 128 4 .04

Al443117-31-327 Labs in US Units

LFT

ALP AST GGT TBILI DBILI ALT
Units U/L U/L U/L mg/dL mg/dL U/L
Range -338 -40 -49 -1.2 -4 -45
Day-29 289 44 24 7 2 37
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BMS-790052/BMS-650032/BMS-791325 beclabuvir
Day-21 279 65 29 5 2 66
Dayl 293 68 36 .6 2 74
Day7 272 28 30 7 2 28
Day15 294 34 25 .8 3 24
Day16 225 28 25 .8 3 26
Day17 237 24 53 9 5 29
Day21 421 19 85 1 7 26
Day24 386 18 74 .6 4 19
Day28 313 20 62 7 NA 21
Day42 342 20 40 5 2 11
Coagulation

INR
Units Fraction
Range -1.13
Day-29 1.07
Day-21 1.11
Day1 1.1
Day7 1.09
Day15 1.14
Day16 1.4
Day17 1.37
Day21 1.25
Day24 1.25
Day42 1.09
Blood chemistry

ALB
Units g/dL
Range 3.7-55
Day-29 4.2
Day-21 39
Day1 4.1
Day7 39
Dayl15 3.8
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Day16 3.1
Day17 3.1
Day21 2.5
Day24 2.7
Day28 2.9
Day42 3.9
CBC

PMNB PLAT WBC HCT HB LYMPH EOS
Units % x10*9 ¢/L x10*3cul % g/dL % %
Range 27-91 140 - 379 3.5-9.7 343-452 11.2-152 18-50 0-7
Day-29 53 159 4.14 41.7 14.6 40 1
Day-21 61 158 4.77 40.5 14.2 33 0
Day1 62 170 52 40.8 14.2 32 2
Day7 55 162 5.24 394 13.7 40 1
Day15 91 132 5.94 41.5 14.7 4 2
Dayl6 93.7 110 6.97 40.1 13.9 2.7 22
Day17 90 101 4.98 40.5 14.5 3 4
Day21 53 136 6.44 35.8 12.6 22 18
Day24 43 202 6.66 323 11.1 27 23
Day28 49 249 533 32.9 11.1 39 7
Day42 51 214 4.77 38 12.8 40 4
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Subject Identifier: Al443117-5-290
Protocol: AI443117

Event:7 7 =7 / b7 A7 =7 —F I (VERY SEVERE / GRADE IV INTENSITY, RELATED
RELATIONSHIP, DAY 43); 7 AR5 ¥ L7 X/ b5 A7 = 5 —EHIN (VERY SEVERE / GRADE IV
INTENSITY, RELATED RELATIONSHIP, DAY 43); % £ U /L & > fiji (VERY SEVERE / GRADE IV
INTENSITY, RELATED RELATIONSHIP, DAY 43); 7= k 72> &' > 380 (SEVERE / GRADE III
INTENSITY, RELATED RELATIONSHIP, DAY 43)

*OTHER SIGNIFICANT MEDICAL EVENT* TBILI GRADE 3 OR 4 : GRADE 4 DAY(43) to DAY(93);
*OTHER SIGNIFICANT MEDICAL EVENT* ALT GRADE 3 OR 4 ELEVATIONS: ALT GRADE 4 DAY (43) to
DAY (45) ALT GRADE 3 DAY (45) to DAY (49); *OTHER SIGNIFICANT MEDICAL EVENT* PDILL: ALT 492
(U/L) BASELINE 53 (U/L) ULN 42 (U/L) DAY(43) -- TBILI 203.5 (umol/L) ULN 18.8 DAY (43)

Reason(s) for Narrative: [ ]Death
(check all that apply) [X] SAE (regardless of relationship to treatment)
[X] AE leading to discontinuation (regardless of relationship to treatment)

[X] Other significant medical event

Study Medication/Dose: Double-blind DCV 30 mg/ASV 200 mg/BCV 75 mg FDC tablet BID for 12 weeks; and
DCYV placebo tablet QD with ASV placebo capsules BID for 24 weeks

Treatment Group: Naive GT-1B DCV/ASV/BCV

Age: 77 YEARS Gender: MALE Race: JAPANESE Ethnicity: JAPANESE

Disease History: CHRONIC HEPATITIS C VIRUS, GENOTYPE : 1B CIRRHOSIS: Yes

General Medical History: HEAD, EYES, EARS, NOSE, THROAT: CATARACT, GLAUCOMA(GRADE2);
GASTROINTESTINAL: APPENDECTOMY, ATROPHIC GASTRITIS, CHOLECYSTOLITHIASIS; RENAL:
HYPER URICEMIA

Prior and Concomitant Medication(s): BRIMONIDINE; CYANOCOBALAMIN; DORZOLAMIDE;
HYALURONATE; KALLIDINOGENASE; TIML/TRAVO; REBAMIPIDE; GLUC/NACL/POTAS/SODLAC;
GLYCYRRHIZIC ACID; URSODEOXYCHOLIC ACID; PREDNISOLONE; ESOMEPRAZOLE; ISOSORBIDE
DINITRATE; LACTULOSE; ELECTROLYTE SOLUTION; CALCIUM; CHLORPHENIRAMINE; INSULIN;
ACETAMINOPHEN; POTASSIUM; VITAMIN K; CEFTRIAXONE; POTASSIUM ASPARTATE;
SPIRONOLACTONE; POTASSIUM CANRENOATE; HEPARINOID; ASCORBIC ACID;
NACL/POTAS/SODLAC;PYRIDOXINE; RIBOFLAVIN; THIAMINE;URSODEOXYCHOLIC ACID

BERAE R :

HBRFE Al443117-5-290 1 7T D BMET, IHEEZES = 2 Z A 7 1b O CRUBMEIFRIERE CRIGHE
) Thole, X—AF A (Dayl) OEEKMKREEIX HCV RNA 12030079 IU/mL, #E U /LEY

17.1 umol/L (Grade 0, FEYEfE : NA~18.8 umol/L) . E#ZE U /LB 3.4 umol/L (FEVEfE : NA~
34pumol/L) . T/AHVARAT7H—F (ALP) 543 U/L (Grade 1. JEVE(H : NA~350U/L) . 7I9=27
R/ b7 AT7 2T —E (ALT) 53 U/L (Grade 1, #&EfE : NA~42U/L) . TARTXU@T I b7
VA7 27 —F (AST) 52 U/L (Grade 1, FEHEH : NA~33 U/L) . EEEHE(LE (INR) 1.06 (Grade

0. JFEYEME : NA~1.2) . 77> (ALB) 39 g/L (Grade 0, JEHEfH : 39~52 U/L) . Mu/IMiiZk 79 x 10°
c¢/L (Grade?2. FEUEfH : 141~327%x10°c/L) Th o7,

Day 1, #a#134 27 5% 2L (DCV) 30 mg/7 2 F 7Lt/ (ASV) 200 mg/beclabuvir (BCV) 75 mg
BlAEE 1 H 20 LO'DCV 77 BAREE 1 H 1E+ASV 77 AR A 7Rv 1 B 200K 5 %G LT,

Day 41, #BRFE IIE DB L OBABEE (W 4Ld Grade 1) ZFF A2, IREITATON D72,

Day 43, BERIRIRAEDOHRERIL ALP 694 U/L (Grade 1) . ALT492 U/L (Grade4) . AST 508 U/L (Grade

4) | #E VUL EY 203.5 umol/L (Grade4) . EFEE U /LB 1454 umol/L, INR 1.29 (Grade 1) K& O®
ALB34 g/L (Grade 1) Th oo, EELRAEFRLO ALTHM, ASTHME & E U LBV IMSE (WF 7
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BMS-790052/BMS-650032/BMS-791325 beclabuvir

% Grade4) WONCHBEOHAEHRESRD Grade3 D71 by oD (Fa hay v Bk,
Day 43 : 58.1%. “N— AT A ME R, FEUEE : 75~NA%) NG Sz, BBRE IR ERTREE O
AIREMEICB T D BRI A B AL HEIC 3L Y Lz, S D1T, #BRE XA A (Day43) ICTFHRIEOFHIMET (0
FTHD Grade 1) #FFx 7=, [AH (Day43) . BRFIIAPEL 2, Jva—2xMGlr M) oL/ UL/
FLEET U U AOFG AR LTz, ALTHN, ASTHIN, mEV AV IER O v ko v e v &b
DHERO - HIRBRIREE 513 H 1L S, DCV/ASV/BCV BLA#EKR NDCV 77 B REE + ASV 7T R A7
A DOEKEEG HIX Day42 Tho7-, FIH (Day43) . THILEHE LT,
Day 44, R ILNBIRIEREE Ty OFER. MRS A K OB IEA RO H iz,
Day 45, #2E VLBV ROEEE Y LECAHFHCHML, £E4 258.2 umol/L (Grade 4) &Y
184.7 umol/L T o7z, [FIH (Day45) . ERIKIRAORERIL ALP 558 UL (Grade 1) . ALT 395 U/L
(Grade 3) & UNAST390 U/L (Graded) T o7z, [WH (Day4s) . MEHHEEHRMREIC CIFER, 05
fif, NHEEREAE, WEEERIRAEIRARAE, MK, RENIRME P K ONEHD U o/ SEIE T ONT H AEARE 2338
bz, Dayds, 7 U TN FUBBE TN Y T HX T a— VRO ERBIA I,
Day 46, FEEMA DOFERIL ALP 422 U/L (Grade 0) . ALT 260 U/L (Grade3) . AST 200 U/L
(Grade 3) . #E U /LB 2514 umol/L (Grade4) KU7'w hr B UFHE 318 (NA~125F) Th
ST, EHEEULEIIHML, 189.8 umol/L TH -7, FH (Day46) . L K=Y kR=) A7
T =N ORI LT,
Day 47, FEAEMA OFEHI% ALP 391 U/L (Grade 0) . ALT 214 U/L (Grade3) M ONAST 117 U/L
(Grade 2) Tholz, ME UL EAIHIML, 271.9 pmol/L (Grade4) Th -7,
Day 49, FERARMAORESIEL ALP 354 U/L (Grade 0) . ALT 126 U/L (Grade2) . AST43 U/L (Grade1) K&
e U Ve 2548 pmol/L (Grade4) Th o7z, EHEEL U/LE Y (189.8 umol/L) (ZEE T/ T2,
Day 51 £CZ U F U F U BROF 505k S 7z,
Day 52, FRRMAEOFERIZMIEF 7 > =T I 56 umol/L («N— R T A Al Kfs, FEUEHE : 4~
30 pmol/L) T. FHEEDAERELD Grade | DT & =T HIMAHE Siz, Day 52~53 (ML A5
(B U URFEEE) AMTi, Day 54~55 \ZHHERE A MAEA B 5 S 7z, Day 56, [ AEAS L
LB E Tz,
Day 57. ALT (31 U/L) KUYAST (29 U/L) MEHFILL, BRBOROFLIIEIE L7z, [FH (Day57) .
= v ¥ a— X WiEiREE (CT) I[CTHOEOEK, Ak, MHERER K ONHSEEEIEE 338D Hiviz,
Day 57 £ C/ NV a—XMEtFT MU UL/ B ) O LFEET N U A0 B Rk S L7,
Day 60, AR O#E S/ MIEL 48 x 10° ¢/L (Grade 3) TH V. IFEEEDOHEFGD Grade 3 D i/
PRIBAMEDS S STz, MAEACHURIEIT Day 60 £ Tkt S417c, Day 63~64 £ CHIEEHHRE A ML G-
S, Day 65 & Of Day 67 |Z MAEAZHURIED T4, Day 66, B4 X K OG- MBAG S 4172, Day 68
~75 (ZHfE R N MSE 3 5 S vz,
Day 74, FRAERAOREFRITHRE U L 183 umol/L (Grade4) . HEEE U /LB 121.4 pmol/L, IfiL/Mi
$43 x10°c/L (Grade3) . 7'v kU EEHE 36.4% & OMLIEF 7 > F =7 #RE 64 pmol/L TH -
77
Day 77, 2 [FIH O CT I\ CNE, FFER, MBI ARE, KR OMIK GHRD 205 IFEZERGRD 5
iz, Day 77, bt NSEOE G NG STz, Day79 £ TF L K=Y 1 05 ke S iz,
Day 88 F CHEHURE A MLAE D525k S 4172,
Day 91, U BV T — 3 VEEO T ORERE 1T Lz,
Day 93, fE U /LE Y (90.6 pmol/L, Grade3) RONEHE U /LB (42.8 umol/L) DN T & X 58
O LI,

Day 106, MEEBEZREIIGIGRE (MRD (2 CTFEIRFINRS v > b PIIREETCHEERE 2 £ 5 AFaEZE, 1148
i, HEK K O K 23588 5T,

Day 108, 7 7 1 A% ¥ o ROV ERMAE ORISR, FIE(EIL 48.8 kpa T, NTHEM, JHZERSAIE, BF5E
fa, AEAKE, BREA LKA KL B,
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Day 112, IMyEH7 o E=TRE (28 umol/L) (XIEH ThH 7=, Day 113 £ TEH I > K OG- 23k =
N, WA (Day113) | 7o E=7H#HMOFRIEE LT,
Day 131, RO FELIIEE L, BRI 1R L7 2,
Day 148, ALP (721 U/L, Grade1l) . #E VU /LEY (29.1 pmol/L, Grade2) MOEHEE U L E

(5.1 pmol/L) DIEIMAF| X X788 AL, M/ (109 x 10° ¢/L) 1% Grade 11223 L7=, [FH

(Day 148) | I/ MIBZEIZFIE L7z,
Day 184, 2[EIH ® MRLUIZ CTIIFEIARFIARS v > b, PIIRETCHESE 2 £F 5 TR, TR K OWEK G805
iz, FHRAKIZHER LA, ZRUIMCEE R ZITRBS b7,
Day 218, ALT#4l (13 U/L, Grade0) . ASTH§ll (24 U/L. Grade0) . mtE VUL EVIME (FRE VL E
> :222umol/L, Gradel) . KT, v hur e &l (0.72) XRELEZ, B, vLvY T4
X a—NBE RN Y AT T =V OFEITT — X X— A E RS TG T TH o 7,
WeBRFE X SVR 12 BTN SVR 24 % ik L 7=,
BEIR T — 2 R—2 |2 L % & IBBRE(REMSIL, ALT ¥, ASTHIN, s UL E U iE, Fa hoy
v . BRI, BEEGR. KT ROT B T HEINO SR ITIERIER S L BEH 0 &
L. PO OB E TR B G- & B e L &l L7z,
CIOMS 7> & DENNE
TBBREEEMSEOREEROE : mE VL EVMAE, TARTXUBT I ) T A7 =257 —PH
m, 77=r73 ) FT7 AT =27 —EHINIL DCV/ASV/BCV Bl & dE & BEDH 0, W PHEfTRE o il §E
MR OBFHERMIE 2 DWW T, [RERBIFR DRl A Ikt 20,
BMS ORI FEIROFME : @BV A EVIME, TAXRTIXUEET ) N TV AT7 27 —BHN, 7=
T NTUAT =T —BHIN, WP E O FTRENME & OWFPERMIE (X DCV/ASV/BCV Bl &8 & B H
Bh Lt 2,

Al443117-5-290 Labs in SI Units

LFT

ALP AST GGT TBILI DBILI ALT
Units U/L U/L U/L umol/L umol/L U/L
Range -350 -33 - 109 -18.8 -34 -42
Day-35 561 76 61 20.5 5.1 76
Day1 543 52 47 17.1 3.4 53
Day8 538 28 41 20.5 3.4 27
Dayl5 436 21 38 23.9 34 16
Day22 481 25 44 18.8 34 23
Day29 508 30 43 20.5 34 25
Day43 694 508 60 203.5 145.4 492
Day45 558 390 62 258.2 184.7 395
Day46 422 200 54 2514 189.8 260
Day47 391 117 60 271.9 NULL 214
Day49 354 43 59 254.8 189.8 126
Day50 372 38 64 263.3 201.8 107
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2.7.6 il 2 DFRERD F & D Hepatitis C

BMS-790052/BMS-650032/BMS-791325 beclabuvir
Day51 482 33 70 285.6 206.9 94
Day52 560 31 67 265.1 189.8 75
Day53 530 27 60 236 165.9 60
Day54 539 30 62 254.8 NULL 58
Day55 530 31 66 304.4 NULL 52
Day56 477 30 64 312.9 225.7 48
Day57 457 29 40 254.8 186.4 31
Day58 381 32 48 2343 171 30
Day59 312 31 39 186.4 126.5 29
Day60 308 33 44 165.9 114.6 28
Day61 301 33 54 153.9 NULL 30
Day62 342 33 55 164.2 NULL 32
Day63 406 32 58 172.7 119.7 34
Day64 423 34 59 186.4 128.3 36
Day65 467 33 58 179.6 124.8 34
Day66 393 30 39 153.9 99.2 24
Day67 488 33 47 188.1 130 30
Day68 372 28 34 145.4 NULL 23
Day70 481 29 47 172.7 NULL 28
Day71 416 30 46 160.7 104.3 27
Day72 491 31 55 174.4 112.9 28
Day73 398 30 57 177.8 112.9 26
Day74 349 32 59 183 121.4 26
Day75 365 29 67 167.6 NULL 23
Day77 406 34 97 171 104.3 26
Day79 397 28 81 141.9 82.1 22
Day81 343 28 66 150.5 88.9 19
Day84 354 25 51 130 73.5 17
Day86 359 25 58 119.7 61.6 15
Day88 348 28 57 119.7 61.6 16
Day91 371 29 55 104.3 51.3 14
Day93 367 26 47 90.6 42.8 12
Day95 316 24 44 97.5 42.8 11
Day98 416 26 41 87.2 NULL 11
Day100 412 28 39 80.4 35.9 12
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BMS-790052/BMS-650032/BMS-791325 beclabuvir
Day102 389 32 39 88.9 342 13
Day105 420 34 37 80.4 325 14
Day108 357 32 34 78.7 274 14
Dayl12 313 40 31 70.1 22.2 17
Dayl15 422 39 29 65 20.5 19
Day119 689 27 26 46.2 NULL 14
Dayl122 749 30 28 53 13.7 15
Dayl126 825 27 26 42.8 10.3 13
Day129 600 23 25 44.5 12 11
Day148 721 22 22 29.1 5.1 9
Day218 539 24 22 22.2 3.4 13
Coagulation

INR
Units Fraction
Range -1.2
Day-35 1.2
Day1 1.06
Day8 1.07
Day15 1.1
Day22 1.13
Day29 1.1
Day43 1.29
Day45 1.37
Day46 2.89,1.4
Day47 1.46
Day49 1.38
Day50 1.42
Day51 1.47
Day52 1.45
Day53 1.68
Day54 1.9
Day55 1.5
Day56 1.43
Day57 1.25
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BMS-790052/BMS-650032/BMS-791325 beclabuvir
Day58 1.2
Day59 1.13
Day60 1.23
Day61 1.26
Day62 1.34
Day63 1.33
Day64 1.46
Day65 1.46
Day66 1.36
Day67 1.45
Day70 1.48
Day71 1.5
Day72 1.49
Day73 1.66
Day74 1.69
Day75 1.66
Day77 1.54
Day79 1.58
Day81 1.66
Day84 1.67
Day86 1.53
Day88 1.43
Day91 1.48
Day93 1.42
Day95 1.43
Day98 1.33
Day100 1.35
Day102 1.33
Day105 1.29
Day108 1.18
Dayl112 1.27
Dayl15 1.29
Day119 1.27
Dayl122 1.22
Dayl126 1.2
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BMS-790052/BMS-650032/BMS-791325 beclabuvir
Day129 1.2
Blood chemistry

ALB
Units g/L
Range 39-52
Day-35 40
Day1 39
Day8 38
Dayl15 38
Day22 37
Day29 39
Day43 34
Day45 33
Day46 27
Day47 28
Day49 26
Day50 27
Day51 28
Day52 26
Day53 24
Day54 25
Day55 26
Day56 26
Day57 28
Day58 31
Day59 31
Day60 30
Day61 32
Day62 28
Day63 28
Day64 29
Day65 28
Day66 31
Day67 31
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Hepatitis C

BMS-790052/BMS-650032/BMS-791325 beclabuvir
Day68 32
Day70 34
Day71 32
Day72 34
Day73 33
Day74 32
Day75 31
Day77 36
Day79 33
Day81 32
Day84 33
Day86 35
Day88 38
Day91 37
Day93 33
Day95 34
Day98 35
Day100 33
Day102 36
Day105 35
Day108 35
Day112 34
Day115 33
Day119 32
Day122 35
Day126 32
Day129 34
Day148 33
Day218 40
CBC
PMNB PLAT WBC HCT HB LYMPH EOS
Units fraction x10*9 ¢/L x10¥9 ¢/L  vol g/L fraction fraction
Range 456 -.732 141 - 327 3.4-9.2 382-.508 130-170 .19-.454 .006 - .084
Day-35 .639 87 4.5 434 148 258 .013
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Hepatitis C

BMS-790052/BMS-650032/BMS-791325 beclabuvir
Dayl .689 79 4 426 147 212 .008
Day8 595 &5 3.6 .394 137 293 .019
Dayl5 742 72 4.2 .399 136 143 .031
Day22 527 105 3.8 .39 135 31 .058
Day29 .65 107 5.5 413 140 2 .053
Day43 .66 94 4.8 .396 138 17 .04
Day45 527 104 4.8 374 132 304 .048
Day46 .563 85 44 331 118 282 .038
Day47 NULL 98 5.7 331 120 NULL NULL
Day49 74 91 7.2 328 118 .16 0
Day50 .84 92 7.3 334 123 A 0
Day51 735 86 7.5 .359 131 A1 0
Day52 78 81 6.9 .34 125 .145 0
Day53 7 69 8.7 .338 122 .148 .001
Day54 NULL 57 8.8 356 130 NULL NULL
Day55 NULL 53 7.8 344 127 NULL NULL
Day56 788 53 7.7 319 117 .145 .003
Day57 .799 52 8.9 328 117 137 .002
Day58 75 55 9.9 345 122 .168 .004
Day59 768 50 8 319 116 171 .005
Day60 .76 48 7.9 312 109 155 .01
Day61 NULL 55 8.5 322 113 NULL NULL
Day62 NULL 53 7.2 305 108 NULL NULL
Day63 127 57 7.3 322 116 195 .007
Day64 712 54 6.8 .33 116 21 .007
Day65 715 56 6.2 317 112 .206 .008
Day66 .683 57 6.4 327 114 .245 .009
Day67 .691 60 5.8 .348 120 242 .009
Day68 NULL 53 52 343 121 NULL NULL
Day70 NULL 57 54 .349 120 NULL NULL
Day71 .634 53 4.6 .329 114 264 .02
Day72 .652 60 44 .343 120 247 .023
Day73 .658 50 3.6 311 110 232 017
Day74 .8 43 3.1 316 108 125 015
Day75 NULL 47 3.7 316 111 NULL NULL
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BMS-790052/BMS-650032/BMS-791325 beclabuvir
Day77 .609 46 4.5 341 119 .289 .009
Day79 .55 55 34 327 114 317 012
Day81 557 49 2.6 323 112 276 .023
Day84 571 58 33 .308 108 27 012
Day86 562 61 34 328 115 .286 .009
Day88 .607 67 3.7 .35 121 268 .008
Day91 526 70 3.7 .348 121 321 011
Day93 .502 68 3.2 .33 115 326 016
Day95 .589 64 34 334 116 254 012
Day98 NULL 65 3.1 332 117 NULL NULL
Day100 .54 58 33 .338 117 .36 .01
Day102 .56 61 3.8 .345 123 305 015
Day105 461 44 2.8 .344 123 364 015
Day108 491 41 2.9 337 124 344 021
Dayl12 421 42 3.1 323 115 429 .035
Dayl15 454 40 3.1 296 108 406 .022
Dayl19 NULL 39 32 277 98 NULL NULL
Dayl122 451 48 3.6 298 106 415 .028
Dayl126 452 46 2.6 277 100 416 .027
Day129 A48 53 3 27 96 325 .06
Day148 .67 109 3.6 292 100 195 .036

Al443117-5-290 Labs in US Units

LFT

ALP AST GGT TBILI DBILI ALT
Units U/L U/L U/L mg/dL mg/dL U/L
Range - 350 -33 - 109 -1.1 -2 -42
Day-35 561 76 61 1.2 3 76
Dayl 543 52 47 1 2 53
Day8 538 28 41 1.2 2 27
Dayl5 436 21 38 1.4 2 16
Day22 481 25 44 1.1 2 23
Day29 508 30 43 1.2 2 25
Day43 694 508 60 11.9 8.5 492
Day45 558 390 62 15.1 10.8 395
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BMS-790052/BMS-650032/BMS-791325 beclabuvir
Day46 422 200 54 14.7 11.1 260
Day47 391 117 60 15.9 NULL 214
Day49 354 43 59 14.9 11.1 126
Day50 372 38 64 15.4 11.8 107
Day51 482 33 70 16.7 12.1 94
Day52 560 31 67 15.5 11.1 75
Day53 530 27 60 13.8 9.7 60
Day54 539 30 62 14.9 NULL 58
Day55 530 31 66 17.8 NULL 52
Day56 477 30 64 18.3 13.2 48
Day57 457 29 40 14.9 10.9 31
Day58 381 32 48 13.7 10 30
Day59 312 31 39 10.9 7.4 29
Day60 308 33 44 9.7 6.7 28
Day61 301 33 54 9 NULL 30
Day62 342 33 55 9.6 NULL 32
Day63 406 32 58 10.1 7 34
Day64 423 34 59 10.9 7.5 36
Day65 467 33 58 10.5 7.3 34
Day66 393 30 39 9 5.8 24
Day67 488 33 47 11 7.6 30
Day68 372 28 34 8.5 NULL 23
Day70 481 29 47 10.1 NULL 28
Day71 416 30 46 9.4 6.1 27
Day72 491 31 55 10.2 6.6 28
Day73 398 30 57 10.4 6.6 26
Day74 349 32 59 10.7 7.1 26
Day75 365 29 67 9.8 NULL 23
Day77 406 34 97 10 6.1 26
Day79 397 28 81 8.3 4.8 22
Day81 343 28 66 8.8 52 19
Day84 354 25 51 7.6 43 17
Day86 359 25 58 7 3.6 15
Day88 348 28 57 7 3.6 16
Day91 371 29 55 6.1 3 14
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BMS-790052/BMS-650032/BMS-791325 beclabuvir
Day93 367 26 47 53 2.5 12
Day95 316 24 44 5.7 2.5 11
Day98 416 26 41 5.1 NULL 11
Day100 412 28 39 4.7 2.1 12
Day102 389 32 39 52 2 13
Day105 420 34 37 4.7 1.9 14
Day108 357 32 34 4.6 1.6 14
Dayl12 313 40 31 4.1 1.3 17
Dayl15 422 39 29 3.8 1.2 19
Day119 689 27 26 2.7 NULL 14
Dayl122 749 30 28 3.1 .8 15
Dayl126 825 27 26 2.5 .6 13
Day129 600 23 25 2.6 7 11
Day148 721 22 22 1.7 3 9
Day218 539 24 22 1.3 2 13
Coagulation

INR
Units Fraction
Range -1.2
Day-35 1.2
Day1 1.06
Day8 1.07
Day15 1.1
Day?22 1.13
Day29 1.1
Day43 1.29
Day45 1.37
Day46 2.89,1.4
Day47 1.46
Day49 1.38
Day50 1.42
Day51 1.47
Day52 1.45
Day53 1.68
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BMS-790052/BMS-650032/BMS-791325 beclabuvir
Day54 1.9
Day55 1.5
Day56 1.43
Day57 1.25
Day58 1.2
Day59 1.13
Day60 1.23
Day61 1.26
Day62 1.34
Day63 1.33
Day64 1.46
Day65 1.46
Day66 1.36
Day67 1.45
Day70 1.48
Day71 1.5
Day72 1.49
Day73 1.66
Day74 1.69
Day75 1.66
Day77 1.54
Day79 1.58
Day81 1.66
Day84 1.67
Day86 1.53
Day88 1.43
Day91 1.48
Day93 1.42
Day95 1.43
Day98 1.33
Day100 1.35
Day102 1.33
Day105 1.29
Day108 1.18
Dayl12 1.27
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BMS-790052/BMS-650032/BMS-791325 beclabuvir
Dayl15 1.29
Day119 1.27
Day122 1.22
Dayl126 1.2
Dayl129 1.2
Blood chemistry

ALB
Units g/dL
Range 39-52
Day-35 4
Dayl1 3.9
Day8 3.8
Dayl5 3.8
Day22 3.7
Day29 39
Day43 34
Day45 33
Day46 2.7
Day47 2.8
Day49 2.6
Day50 2.7
Day51 2.8
Day52 2.6
Day53 24
Day54 2.5
Day55 2.6
Day56 2.6
Day57 2.8
Day58 3.1
Day59 3.1
Day60 3
Day61 32
Day62 2.8
Day63 2.8
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BMS-790052/BMS-650032/BMS-791325 beclabuvir
Day64 2.9
Day65 2.8
Day66 31
Day67 31
Day68 32
Day70 34
Day71 32
Day72 34
Day73 33
Day74 32
Day75 3.1
Day77 3.6
Day79 33
Day81 32
Day84 33
Day86 3.5
Day88 3.8
Day91 3.7
Day93 33
Day95 34
Day98 3.5
Day100 3.3
Day102 3.6
Day105 3.5
Day108 3.5
Day112 34
Day115 3.3
Day119 32
Day122 35
Day126 32
Day129 34
Day148 33
Day218 4
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Hepatitis C

BMS-790052/BMS-650032/BMS-791325 beclabuvir
CBC

PMNB PLAT WBC HCT HB LYMPH EOS
Units % x10*9 c¢/L x10*3 ciul % g/dL % %
Range 45.6-73.2 141 - 327 34-92 382-50.8 13-17 19-454 6-84
Day-35 63.9 87 4.5 434 14.8 25.8 1.3
Day1 68.9 79 4 42.6 14.7 21.2 .8
Day8 59.5 85 3.6 394 13.7 29.3 1.9
Dayl5 74.2 72 4.2 39.9 13.6 143 3.1
Day22 52.7 105 3.8 39 13.5 31 5.8
Day29 65 107 5.5 41.3 14 20 5.3
Day43 66 94 4.8 39.6 13.8 17 4
Day45 52.7 104 4.8 374 13.2 304 4.8
Day46 56.3 85 4.4 33.1 11.8 28.2 3.8
Day47 NULL 98 5.7 33.1 12 NULL NULL
Day49 74 91 7.2 32.8 11.8 16 0
Day50 84 92 7.3 334 12.3 10 0
Day51 73.5 86 7.5 35.9 13.1 11 0
Day52 78 81 6.9 34 12.5 14.5 0
Day53 77 69 8.7 33.8 12.2 14.8 1
Day54 NULL 57 8.8 35.6 13 NULL NULL
Day55 NULL 53 7.8 344 12.7 NULL NULL
Day56 78.8 53 7.7 31.9 11.7 14.5 3
Day57 79.9 52 8.9 32.8 11.7 13.7
Day58 77.5 55 9.9 34.5 12.2 16.8 4
Day59 76.8 50 8 31.9 11.6 17.1 5
Day60 76 48 7.9 31.2 10.9 15.5 1
Day61 NULL 55 8.5 322 11.3 NULL NULL
Day62 NULL 53 7.2 30.5 10.8 NULL NULL
Day63 72.7 57 7.3 322 11.6 19.5 7
Day64 71.2 54 6.8 33 11.6 21 7
Day65 71.5 56 6.2 31.7 11.2 20.6 .8
Day66 68.3 57 6.4 32.7 11.4 24.5 9
Day67 69.1 60 5.8 34.8 12 242 9
Day68 NULL 53 52 343 12.1 NULL NULL
Day70 NULL 57 54 34.9 12 NULL NULL
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Day71 63.4 53 4.6 32.9 11.4 26.4 2
Day72 65.2 60 4.4 343 12 24.7 23
Day73 65.8 50 3.6 31.1 11 23.2 1.7
Day74 80 43 3.1 31.6 10.8 12.5 1.5
Day75 NULL 47 3.7 31.6 11.1 NULL NULL
Day77 60.9 46 4.5 34.1 11.9 28.9 9
Day79 55 55 34 32.7 11.4 31.7 1.2
Day81 55.7 49 2.6 323 11.2 27.6 23
Day84 57.1 58 33 30.8 10.8 27 1.2
Day86 56.2 61 34 32.8 11.5 28.6 9
Day88 60.7 67 3.7 35 12.1 26.8 8
Day91 52.6 70 3.7 34.8 12.1 32.1 1.1
Day93 50.2 68 32 33 11.5 32.6 1.6
Day95 58.9 64 34 334 11.6 254 1.2
Day98 NULL 65 3.1 33.2 11.7 NULL NULL
Day100 54 58 33 33.8 11.7 36 1
Day102 56 61 3.8 345 12.3 30.5 1.5
Day105 46.1 44 2.8 34.4 12.3 36.4 1.5
Day108 49.1 41 29 33.7 12.4 344 2.1
Dayl12 42.1 42 3.1 323 11.5 42.9 3.5
Dayl15 45.4 40 3.1 29.6 10.8 40.6 2.2
Dayl19 NULL 39 32 27.7 9.8 NULL NULL
Dayl22 45.1 48 3.6 29.8 10.6 41.5 2.8
Dayl26 45.2 46 2.6 27.7 10 41.6 2.7
Dayl129 48 53 3 27 9.6 325 6
Day148 67 109 3.6 29.2 10 19.5 3.6
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Subject Identifier: A1443117-9-341
Protocol: AI443117

Event: C- &M FHII (MODERATE / GRADE II INTENSITY, RELATED RELATIONSHIP, DAY 43)

Reason(s) for Narrative: [ ]Death
(check all that apply) [X] SAE (regardless of relationship to treatment)
[ TAE leading to discontinuation (regardless of relationship to treatment)

[ ] Other significant medical event

Study Medication/Dose: Double-blind DCV 30 mg/ASV 200 mg/BCV 75 mg FDC tablet BID for 12 weeks; and
DCYV placebo tablet QD with ASV placebo capsules BID for 24 weeks

Treatment Group: Naive GT-1B DCV/ASV/BCV

Age: 46 YEARS Gender: MALE Race: JAPANESE Ethnicity: JAPANESE

Disease History: CHRONIC HEPATITIS C VIRUS, GENOTYPE : 1B, CIRRHOSIS: Yes

General Medical History: CARDIOVASCULAR: CARDIAC FUNCTION FAILED, FALLOT TETRALOGY (4
YEARS OLD AND 10 YEARS OLD, SURGERY), HYPERTENSION; RESPIRATORY: PULMONARY
SUPPURATION(20 YEARS OLD, LEFT LUNG RESECTION), PYOTHORAX(IN 2012);
GASTROINTESTINAL: GASTRIC ULCER(TREATED IN 2003); RENAL: LEFT RENAL
ANGIOMYOLIPOMA; ALCOHOL USE: SOCIAL DRINKER; TOBACCO USE: 10 CIGARETTES PER DAY,
FROM 20 TO 39 YEARS OLD

Prior and Concomitant Medication(s): AZOSEMIDE; CANDESARTAN; CARVEDILOL; ALLOPURINOL;
AMPI/SULBAC; ACETAMINOPHEN; DIPHENHYDRAMINE TOPICAL; MEROPENEM; FUROSEMIDE;
SULTAMICILLIN

ERRRBEE .

BERFET Al443117-9-341 1L 46 ik D HRPET, FHEZEZED V= ) XA 7 1b O CHUBMEIFRERE CRIGH
B) Thotz, BETLIES LT, OHEREIET. 77— @& 10 TFIH)  milERT
FALIRIE Q0% TAEMEIER) b olz, BT Y NNLE RO a—LDREF ThoTl, N—2A
Z A (Day1) ® HCV RNA (% 2600754 IU/mL CT& - 7=,

Day 1. #BR#134 27 5% 2L (DCV) 30mg/7 2+ 7L /L (ASV) 200 mg/beclabuvir (BCV) 75 mg
BLASEL H 2L ONDCV 77 vREELH LA+ ASV 7T R 7w/ 1 H 2EOEBEG %2 LT,

Day 22, FEEEOHEFFELO Grade | O JREEHEM [0.49 mmol/L, FEYEE : 0.15~0.42 mmol/L, A7 U
—= U TREONRN—A T A A (Day-24) :0.46 mmol/L (Grade 1) ) 23FEHLL 7=,

Day 40, FHHEEDOAHEFEFG D Grade | DI ([ERIRSE G  EME (FELAOER) ) BB LT,
Day 42, FEHEEDAFFLRD Grade | DFEE (Kl 37.8°C) MFEBLL T2 2L,

Day 43, FEEMBRAE DR RIL C-RUSHER (CRP) 46 mg/L («—A T A Al : NA, FEVEE 1 0~3 mg/L)
ﬁ%ﬁbtoﬁﬁ(mwﬁ) MR Ef = o 2 — 2 WifE iR E (CT) OfER. MO AN I8k
MFRH B, mﬁvﬁmﬁﬁiﬁ&f%oto%%%ii%&ﬁ%%%@Gmmmooﬁﬁﬁﬁ&%m
LW S, ABELIZY, B THAE L ROANARNY 0 — L OBG03{k S -, [FH (Day43) .
T AN B EORGEREMM ST, Day4d, T T2 7 2 OBENRRBEINTZ, 1R

B BB 2 fMEIIR S e o T,

Day 44, JREBEIZIEVEMEOFFAN (034 mmol/L) TH YV, TOHOREBRMIM A L I L CHEMEMOFFAN
THERS LTz,

Day 50, REDHELIIEE LT, T FT I/ 7= ROT B Y /AR T Z AOREIZENEN
Day 50 % 0" Day 53 & Cilkfit L7z, Day 54, A 2SR LD G NG S N7, Day 55~56, KEIZLD
W EIH FEhtE S A7z,

Day 57, BEKOFELIIMEE L7-, CRPIE2mg/L T L=, Day 60 £ T A 1 % ADOEG Ik S h
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7=
Day 61, #¢BRE ITBFE L7222, Day61~65, A/LX I U Uoinfhshniz,
Day 71, C-BUSHEEABMOELRIMEIE L7- (1 mgL) .

BERE TR A 7S T L. DCV/ASV/BCV Bl A 8 D etk 4% 5% Day 84 (123215, DCV 77 EAR KL NASV 7
7 R OREHMKEES % Day 16512517 7=,

WEERF 13 SVR 12 & 3ERR LT,
F— A R—=AEEER T, T HNLE RN a— )LOEEIIkGER CTh o7,

BRIR T — 2 R—=212 K% & IRREAEEAE T, P REREN, R O C-RRHEE A MO FL1390
B G LBEDH D LT L, REROFEGITIRRIE RS L B U &I L7,

CIOMS 7> & OBANMEHH -
TEBREATEA S O R EEROFEN : CRPEIINTIEMR T TOIRBREKES L BEDH b 21,
BMS DK FEIFR DR : CRP HEINLEMR F TOIRRIER 5 & BE#E 2 L 2,

Al443117-9-341 Labs in SI Units

LFT

ALP AST GGT TBILI DBILI ALT
Units U/L U/L U/L umol/L umol/L U/L
Range - 350 -33 - 109 -18.8 -34 -42
Day-24 173 24 88 239 3.4 23
Dayl 184 20 84 20.5 1.7 20
Day9 196 20 69 29.1 3.4 15
Dayl5 211 19 69 222 3.4 13
Day22 204 19 62 25.7 3.4 13
Day29 187 17 56 18.8 1.7 12
Day43 223 16 54 37.6,37.6 6.8,6.8 12
Day44 183 12 46 342,342 NA 9
Day46 185 13 46 20.5 1.7 8
Day57 186 14 45 17.1,17.1 1.7 9
Day61 206 17 45 17.1 1.7 12
Day71 241 23 49 27.4 3.4 17
Day78 240 24 52 222 3.4 19
Day85 229 20 46 17.1 3.4 16
Dayl14 240 22 59 18.8 3.4 17
Dayl141 219 22 65 20.5 3.4 16
Day166 262 19 64 20.5 3.4 12
Day190 257 23 77 25.7 3.4 15
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Coagulation

INR
Units Fraction
Range -1.15
Day-24 1.08
Dayl 1.13
Day9 1.05
Day15 1.04
Day?22 1.11
Day29 1.04
Day43 1.11
Day44 1.16
Day57 1.15
Day61 1.16
Day71 1.08
Day78 1.07
Day85 1.1
Dayl114 1.14
Day141 1.15
Day166 1.16
Day190 2.89
Blood chemistry

ALB
Units g/L
Range 39-52
Day-24 44
Day1 40
Day9 42
Day15 43
Day22 45
Day29 42
Day43 44
Day44 39
Day46 37
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Day57 36
Day61 37
Day71 45
Day78 45
Day85 42
Dayl14 41
Dayl141 44
Day166 41
Day190 44
CBC
PMNB PLAT WBC HCT HB LYMPH EOS
Units fraction x10¥9 ¢/L  x10*9c/L vol g/L fraction fraction
Range 456 - 732 141 - 327 34-9.2 382-.508  130-170 19 - 454 .006 - .084
Day-24 .507 112 3.7 43 149 371 .065
Day1 .509 82 39 .39 135 364 .057
Day9 .579 91 3.8 402 139 309 .051
Day15 562 116 4.2 418 144 318 .06
Day22 548 110 4.3 4 139 344 .054
Day29 .598 101 39 389 135 274 .067
Day43 .648 86 52 399 140 .248 .031
Day44 .62 102 5 373 128 269 .038
Day46 568 115 4.7 359 123 285 .076
Day57 453 137 34 342 117 379 .097
Day61 419 112 3 358 121 399 116
Day71 519 114 3.6 414 143 339 .078
Day78 436 128 39 409 140 442 .069
Day85 526 107 3.7 399 135 313 .093
Dayl114 581 102 3.7 394 135 308 .049
Day141 497 108 39 416 139 381 .06
Day166 51 134 4.2 437 148 382 .038
Day190 .608 98 4.4 422 142 305 .023
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Al443117-9-341 Labs in US Units

LFT
ALP AST GGT TBILI DBILI ALT

Units U/L U/L U/L mg/dL mg/dL U/L
Range - 350 -33 - 109 - 1.1 -2 -42
Day-24 173 24 88 1.4 2 23
Day1 184 20 84 1.2 .1 20
Day9 196 20 69 1.7 2 15
Dayl5 211 19 69 1.3 2 13
Day22 204 19 62 1.5 2 13
Day29 187 17 56 1.1 A 12
Day43 223 16 54 22,22 4, .4 12
Day44 183 12 46 2,2 NA 9
Day46 185 13 46 1.2 1 8
Day57 186 14 45 1,1 A 9
Day61 206 17 45 1 A1 12
Day71 241 23 49 1.6 2 17
Day78 240 24 52 1.3 2 19
Day85 229 20 46 1 2 16
Dayl14 240 22 59 1.1 2 17
Day141 219 22 65 1.2 2 16
Day166 262 19 64 1.2 2 12
Day190 257 23 77 1.5 2 15
Coagulation

INR
Units Fraction
Range -1.15
Day-24 1.08
Day1 1.13
Day9 1.05
Day15 1.04
Day22 1.11
Day29 1.04
Day43 1.11
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Day44 1.16
Day57 1.15
Day61 1.16
Day71 1.08
Day78 1.07
Day85 1.1
Dayl14 1.14
Dayl41 1.15
Day166 1.16
Day190 2.89
Blood chemistry

ALB
Units g/dL
Range 39-52
Day-24 4.4
Dayl1 4
Day9 4.2
Day15 4.3
Day22 4.5
Day29 4.2
Day43 4.4
Day44 39
Day46 3.7
Day57 3.6
Day61 3.7
Day71 4.5
Day78 4.5
Day85 4.2
Dayl14 4.1
Dayl141 4.4
Dayl166 4.1
Day190 4.4
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CBC

PMNB PLAT WBC HCT HB LYMPH EOS
Units % x10*9 ¢/L x10*3 cul % g/dL % %
Range 45.6-73.2 141 - 327 34-92 382-50.8 13-17 19-45.4 .6-84
Day-24 50.7 112 3.7 43 14.9 37.1 6.5
Day1 50.9 82 39 39 13.5 36.4 5.7
Day9 57.9 91 3.8 40.2 13.9 30.9 5.1
Dayl5 56.2 116 4.2 41.8 14.4 31.8 6
Day22 54.8 110 43 40 13.9 344 5.4
Day29 59.8 101 39 38.9 13.5 27.4 6.7
Day43 64.8 86 52 39.9 14 24.8 3.1
Day44 62 102 5 37.3 12.8 26.9 3.8
Day46 56.8 115 4.7 35.9 12.3 28.5 7.6
Day57 453 137 34 342 11.7 37.9 9.7
Day61 41.9 112 3 35.8 12.1 39.9 11.6
Day71 51.9 114 3.6 41.4 14.3 339 7.8
Day78 43.6 128 39 40.9 14 442 6.9
Day85 52.6 107 3.7 39.9 13.5 31.3 9.3
Dayl114 58.1 102 3.7 39.4 13.5 30.8 4.9
Day141 49.7 108 39 41.6 13.9 38.1 6
Day166 51 134 4.2 43.7 14.8 38.2 3.8
Day190 60.8 98 4.4 42.2 14.2 30.5 2.3

440



2.7.6 il 2 DFRERD F & D Hepatitis C
BMS-790052/BMS-650032/BMS-791325 beclabuvir

! CIOMS (MFR CONTROL #: 21187547)

2 CIOMS (MFR CONTROL #: 21152616)
3 CIOMS (MFR CONTROL #: 21376454)
4 CIOMS (MFR CONTROL #: 21335229)
5 CIOMS (MFR CONTROL #: 21217153)
6 CIOMS (MFR CONTROL #: 21170501)
7 CIOMS (MFR CONTROL #: 21350327)
$ CIOMS (MFR CONTROL #: 21676739)
o CIOMS (MFR CONTROL #: 21147822)
10 CIOMS (MFR CONTROL #: 21295977)
a CIOMS (MFR CONTROL #: 21086152)
12 CIOMS (MFR CONTROL #: 21172200)
13 CIOMS (MFR CONTROL #: 21191366)
14 CIOMS (MFR CONTROL #: 21332473)
15 CIOMS (MFR CONTROL #: 21654066)
16 CIOMS (MFR CONTROL #: 21450317)
1 CIOMS (MFR CONTROL # BMS-2014-002300)
18 CIOMS (MFR CONTROL #: 21538467)
19 CIOMS (MFR CONTROL #: 21213855)
20 CIOMS ( MFR CONTROL #: 21319025)
2 CIOMS (MFR CONTROL #: 21340575)
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2.7.6.21 Al443014 R GEMEEH

HERDIZRE . RIBIFEO Y = ) XA 7 1 OEMEHCV ERIRABEEZ IR E L TT AT T LENL, X7 TH
A BV KON BMS-791325 % 24 M T 12 BREIGFHKR S Lz & & o3 )%, ke
ROz w2i M+ 54 —7 0 7 ~0r, KiEERGRAER
BEREEEAM. ABRERMERR UM : 31 fusk KE 26 Mgk, 77X 5 figk (77 A TiX
Group 1~4 DI HEK) |
25 3HER : Everson GT, Sims KD, Rodriguez-Torres M, et al. Efficacy of an interferon - and ribavirin-free

regimen of daclatasvir, asunaprevir, and BMS-791325 in treatment-naive patients with HCV
genotype 1 infection. Gastroenterol. 2014; 146:420-429. (CSR {ERkIF)

SAEREART - SAEREALAH : 20114E 11 H 17 H
RERETH 20154 7H 170
SHERDAR - A R 2 4

B

FEBM

FEHHT 12 % T sustained virologic response (LT, SVRI2) ZiERK L 7o #BRE OEIG 2R
%o SVRI2 (&, BEHMT 12 %D CHEFRY A L2 (BUF, HCV) VAR (LLF. RNA) &
B FRAN (MEXIIHRHET) ThorZ e LERT D,

BIXR B

o HhH 1,2, 4,6, 8, 10, 12, 14, 16, 18, 20 KO 22 % (FIV fHiF o/ &5HIMICES
<) . WHHKTHE (Group I XV 12EM T 24 BB O 5-4%) | BE5KT 4, 12, 24, 36 KX
48 12 HCV RNA = E & FIRAN (M Sdstdd) T&;of_?ﬁ%ﬁ%@”ﬁ%%%ﬂﬂ“é

o H 1,2, 4,6, 8, 10, 12, 14, 16, 18, 20 & 22 H#E (E 0 fHF oS- E5HIFIC
<) . BHHKTHER (Group (L0 12 8T 24 RO H4%) | BHHT 4, 12, 24, 36&0
48 %12 HCV RNA &3 E & FEARM w9 (HCV RNA &2% 10 IU/mL £fiE) | Tho7-
WERE OEIGEE BT 5,

o UANRFHT LAY AN— (LR, VBT) KONT A )VARFERY T 7 AR LT HERE O
HEEBEHT 5,

o HCV#EETZAUC X 5 HANMMEDRELZFATT 2,

o TAFTLENL (LLF, ASV) , #7722/ (LLF, DCV) KO BMS-791325 (NS5B 7R VU
AT —PIHEEK) 20HEG Lz XD, ASV, DCV W ONT BMS-791325 K ONE O FETEMA
# BMS-794712 D EFREE (14 HE) TOEWEET 07 7 A VEFHMT 5,

o WU, EERAEFSR, AEFLICLHBGHIEKT Grade 3 XL 4 ORI A E T DI BLE]
AL LT, DCV, ASV, BMS-791325 K XU "' U > (LLF, RBV) (4T 25545) %
24 M SOT 12 M OFRE S LTz & & OREMER OB RMEZ T 5,

BRERIEM

o HEFL NAHXNYA UKD 12 FHELERICRD LR IR R NIRRT O
BT LY, MR ORFEZ T 5,
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e DCV. ASV KT BMS-791325 & fFH#H Lz & & LM Tt 7 A /v AIEMEOFHRE H &
DCV, ASV. BMS-791325 K ONEMEACHIY) BMS-794712 O 5% & & O BEM: 2 Migtd 5,

e BMS-791325 #{fHEE L7 & & D DCV KN ASV DO EFIRRED F: 5 B2 2\ T, BMS-791325
POHA Lol XolEOT —F L OFEIMEEZRET 5,

e BMS-791325 % DCV KN ASV & fR#E L= & & @ BMS-791325 K& X BMS-794712 O 7E iR AE
DEFBEEITOVT, BMS-791325 22/ A4 v 4 —T7xua TV 7 7 (LLF. peglFNa) KT RBV
EOFREEE LT & 0REDT — X L OFEPEEBRFTT 5,

o BRALEMT —HIZHESTEBET X LEIOLNDLEA. BMS-794712 LA BMS-791325 DX
B O ENRE 2 ST 5,

o BYREFIZBITLHA L H—r A% 28B (LT, IL-28B) BIETZH KLY A L AFEHINF &
O BEEAME & R 5

e Group 1~4ZBITHHEEHZDOY Bk 7y b [T (CD4+KTCD8+) . BAXO T F =2 F/1%
77— (LLF. NK) fifa] oZ{b&%Fm7 5,

o BWEREICEIT D IP-10 DRX— R T A L TOMIE I E K O 5% D28 B4 3+ %,

e Group 5~13 (28T D IEMFHBE L7285 FO—HEEZM (LI, SNP) & HpEhie ~F X
— A RO/ T e o bR L oBEM A R S,

e Group |~4 225\ T, BULEY NIV AR—F—EE T D SNP (ABCC2, ABCBII,
SLCO1B1, SLCO1B3. SLCO2B1 ¥, (* UGTI1Al) L v VLB LD LR L OBEMEZHFT 5,

e HCV RNA 23t L 705 £ TORFRE] L SVRI2, VBT KOV A NWVAER Y T 7 A7 EOREKRAIGFE
EE 4T 28546) & OBEEEZRTIT 5,

o JFREZEZAT HHERE & IEIFHZ DOYBRE D DCV, ASV. BMS-791325 &8 BMS-794712 DiE
FREORFEEL KT 5,

e Group 1322\ T, DCV, ASV & (}XBMS-791325 & fFf#&5-L7= L & D RBV D A/ S— AW
VoI X MBEFRER O N 7 7RE 2707 5,

HEBRTHI Y

AHERIX, HCV = 2 Z A7 (LLF. GT) -1 KT GT-4 ORIGEDOHEERF K N peglFNo/RBV (2 K
L HNEH T null responder Th - 72 GT-1 OWERF A KIS L LicA—T 0 T~ RIEHEGHBRTH
o7z, WEHFIZ Group 1~4 IZT7 U Z AIZEID T (OS—h 1) | WiZ, IBBRFEMGFEEOLET (&
57 04) TBIENTZ Group 5~12 127 X AZEID 1 (OS— b 2) | Ei&IC, IRBRETEED
BIOWET (ET 05) TiBME 7z Group 13 1280 fF1F7= (03— R 3)

T U MMEICHTED | #ERE % GT-1a & GT-1b TEAHE L=, HEEL 35 GT-1b O#ERE OEIGIL.,
25%LL | 38%LL T (Group 1~4) MO 40%AFii (Group 5~6 & T Group 9~13) & L7z, Child-Pugh
77 A A DREVERFIEZ 249 D85 E OEIAIL Group 5. 6. 9. 10, 11, 12 LT 13 CTRIFRE DOE
B LT 5720, & Group THERH DK 10%% EFRE L=, Group 7 O 8 IZIFNTFHEE 2 H 9 2 #R
FEBRFETEDHLOE LN, 2B Group [INFHEE A2 7 2 #BRE DS AHE & 72 DRI TIE
WEBRE RO EE LT, @RFICIX, Table 2.7.6.21-1 (k4 & 3F V. DCV/ASV/BMS-791325 + RBV (L4
. DCV3DAA+RBV) ##5 L7,

VBT O ALDFRD BT8R 121X, peglFNa & RBV (Group 1~12) XiX peglFNa D4 (Group 13)
Z DCV 3DAA IZMA D Z ENTE DI L E L, TNOHORIET 48 BWHRIEML Tkt T 25 b0
L L7z,

% Group (1% 48 MR OF G & IBHMYM 2% 72, 48 WHEOIBHMHRE THRIZ, SERE . HRIKZ
RO ZiEAT 5 2 L2 AR E LERIIBIEEARICZINTE 26D e L,
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KRB OBHMIL, &E 76 @ Q8 A A7 U —=2 J7 M. 12 @8 XIZ 24 BEE O& 55/ KX
Ui 5-1% 48 B OB SUIRE 124 B (AR L7z 76 BRI Z T, 48 B OIHEE
fbx&te) ThHoTm,

Table 2.7.6.21-1: AT 1
Group Treatments
Duration

DCV ASV BMS-791325 RBV HCYV Subjects GT N* (wks)
Part 1
1 60 mg QD 200 mg BID 75 mg BID No Treatment-naive  la/lb 16 24
2 60 mg QD 200 mg BID 75 mg BID No Treatment-naive la/1b 16 12
3 60mg QD 200mgBID 150 mg BID No Treatment-naive la/1b 16 24
4 60mg QD 200mgBID 150 mg BID No Treatment-naive la/1b 18 12
Part 2 (Expansion)
5 30mg BID 200 mg BID 75 mg BID No Treatment-naive la/1b 80 12
6 30mg BID 200mgBID 150 mg BID No Treatment-naive la/1b 86 12
7 30mg BID 200 mg BID 75 mg BID No Treatment-naive 4 11 12
8 30mg BID 200mgBID 150 mg BID No Treatment-naive 4 10 12
9 30mg BID 200 mg BID 75 mg BID No IFN/RBV null la/1b 11 12
10 30mgBID 200mgBID 150 mg BID No IFN/RBV null la/lb 11 12
11 30mgBID 200 mg BID 75 mg BID No IFN/RBV null la/lb 12 24
12 30mgBID 200mgBID 150 mg BID No IFN/RBV null la/1b 12 24
Part 3 (Expansion)
13 30mgBID 200mgBID 75 mgBID Yes” | Treatment-naive  la/lb 20/21 12

ASV - asunaprevir, BID - twice daily, DCV - daclatasvir, GT- genotype, HCV - hepatitis C virus, IFN - interferon,
QD - once daily, RBV - ribavirin, wks - weeks

?  Actual number of subjects treated
> Weight based RBV 1000 to 1200 mg divided BID orally

WERE R GHERE R U ARATES)
T EWBREREIL 316 HITH Y . 320 FIDNEEREDOR G 2515 7-, Group = & DIBBREK DO 5. %25 )
T~ WeBRH 2>\ T Table 2.7.6.21-1 &R,

HEREH GEREERUBRNEEOHE)
18~70 % (Group 1~4) MOV 185%LLE (Group 5~13) THH->T. 1) A7 V—=27D6 % AL L
ATZ HCV HLiR, HCV RNA XX HCV V= / ¥ A TREBMETH Y . A7 U —=" 7K HCV RNA
K ONHCV LR ECTH o722 & T 2) A2 U —=FFFZ HCV Hiik LT HCV RNA BtETH
0. FFERTEME HCV BENSHER I N2 & (UL, BERRNCENM S 72T ER TRAEE(L DOFTER
EDEM HCV B DO ANRD b= 2 &) L - TEM: HCV R s n-&, £7-. B
#O BMI % 18.0~350kgm> THDHZ L & Lz, b MUBEARETA LA LLIT BRFR T A LA
SO BB SOTHEST U2 HFEER . GEREMEFEZ XX Child-Pugh 7 7 2 B XX C) 23& D #eBRF
IEBRA LTz,
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Z DML OFERIEEE LTI,

ElIR=Y

e Group 1~4, Group 5~8 } T} Group 13 DHIRZE 1T HCV IERICKT D ARIGHGI & Lic [ % —
Z7xrr (LLF, IFN) ##%] (IFNa. peglFNa) . RBV, & H W25 HCV FrRpyEH#/EH ARG
ANV A3 (DCV, ASV K TNBMS-791325 & ie) SUTIRBRIED BEBEEN 202 & L ERER] .

e Group 9~12 OHERFE 1 peglFN/RBV |2 & 2 il T null responder Td > 72 (peglFNa/RBV (2
&% 12 8BLL EOTEH#%EIZ HCV RNA &0 2 logio LA EORD G hoTc) bDE LT,
WEREIL 1 BB O 3 % H UL ERNCER MR D725 D peglFNa/RBV (2 X 515 &2 5% T LT\ 5
Hok Lz,

HCV YV = ) ZATROTVANRAE

e HCV GT-la XiZ GT-1b (Group 7 }x U8 & [ < 4= Group) XiZ GT-4 D7 (Group 7 L T}8)

o AJ7U—=VZWE®O HCV RNA &7 10°IU/mL (100,000 IU/mL) LLE (Group 1~4) XIiX
10* TU/mL (10,000 IU/mL) LAk (Group 5~13) .

JFRRZE DA $E DFCéK
e Group 1~4 OHERE J ¥ Group 5~13 OIEFEZEDHERFEIZOWNWT, LLFOWTANTHD Z &,
e FibroTest A7 7 072 LN THY, TANRTFUMT I/ b7 A7 =7 —8 i/t
M2UTTHDZERHERINTND,
e Group 1~4 OHERF TIT 1 H H DR 24 5 A LINIZ, F72 Group 5~13 DIEJFAEZE DHLERFE 1
DWTIE 1 HHORHT36 » ALNIZ, FAERCTHEZER RN ERHER SN TN D,
o ARJVU—=V7q 12 s AUNICER SN (FWERBOHEYSEMHE L TRITINTT)
Fibroscan“# H R A CHEEZE RN 72V 2 & D3R STV D (14.6 kPa BL LA JHFREZS & /e L
72) o 7B, WERE NI & Fibroscan® D il 5 & Z 17 TW AL, IFEROR R %
Fibroscan® Dt F L 0 B L7,
o Child-Pugh 7 7 A2 A DEMENTIEZ 2 A3 2 BRI Group 5~13 IZDOHBENFRETH Y | 45
Group DIEFRHES GH DK 10%% LR E Uiz, FEZEZ AT 288RE O%5E. 7 0% MERTONTF
WA OFE (AR XX Fibroscan®) NMLETHHL LD & LT,

BRERUVEEAE

RERE, RIERUVHE. B58H. 0y &S

PR ITIE, R DFEAIE LT, DCV 60mg 1 B 1A XX 30mg 1 A 2[E, ASV 200mg 1 H 2
[B] &% O BMS-791325 75 mg X% 150 mg 1 H 2[0] DCV 3DAA Z# 0% 5 L7=, F7=. Group 13 DH
B IR EIZE D& RBV 1000~1200mg 2 1 H 2 [BIZ43 1) CTREAO G- L7 (Table 2.7.6.21-1)
TRBREKICEI T 2 15 # % Table 2.7.6.21-2 [Z/R T,
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Table 2.7.6.21-2: kel
Drug Product and Manufacturer Formulation Product Batch Numbers
Daclatasvir (DCV; BMS-790052f): BMS ~ 30-mg film-coated tablet s+ 2167
Asunaprevir (ASV; BMS-650032f); BMS  200-mg film-coated tablet 438 2177
BMS-791325f; BMS 75-mg film-coated tablet '8431, 6157,

4661, 2183
Peg-interferon alfa-2a (peglFNa-2a; 180-ug/0.5-mL pre-filled
PEGASYS®); Roche syringe B1191, B1223, B1265
Ribavirin (RBV; COPEGUS®); Roche 200-mg film-coated tablet 1B63332, 1G67526

BMS - Bristol-Myers Squibb
All study drugs were supplied by BMS.

VBT DTG bAoA 1213, 1k & LT, peglFNa & RBV (Group 1~12) XIZ
peglFNa D7 (Group 13) ZiBNN#%5- L7, PegIFNa (% 180 ug 2 1 [BIf7 F4#% 5 L7-, RBV [T
FHOREICHETE 1000~1200mg % 1 A 2 [N/ TRAOFES- L,

SFEE
Bt
B D = EIAE

B FHEFEEE H 1L, SVRI2 [5G 7T 12 % 0 HCV RNA 258 PR (B H i3
w9 ] BERLEEB®REOEESTH T,

A 20t D BIVR Bl

AZPEDBIREHIIE H 2 FRLlos L7,

Beho 1, 2, 4, 6, 8, 10, 12, 14, 16, 18, 20 KU 22 % (Ev fHiF o8& 5 HRICES
<) | BEHKTHE (Group IZ XV 128 T 24 B OBE1%) | BEKT 4. 12, 24, 36 KX
48 |2 HCV RNA #2035 E & FIRAN (B SUIRMET) Th o s oFlE

BehH 1, 2, 4, 6, 8, 10, 12, 14, 16, 18, 20 KU 22 % (E v HiF b8 E5HRICE S
<) . HEHTEE (Group I XV 12 ML 24 B 0¥ 5-4%) | BEHT 4, 12, 24, 36 KX
48 |2 HCV RNA &3 & FIRARM [MHE9 (HCV RNA #728 10 IU/mL Kiifi) 1 Tho7z
WebrE OEIS

VBT [1) 2 [FlHEfE L CHRARME S 1 logio Ll 0> HCV RNA EDOHEMAMEER S N-Z & T 2)
P58 H UIBRIZE & FREZR 25 TU/mL LA E (GE&E FIRE) @ HCV RNA &7 2 Bl L TR
Il & LER] RO LT HERE OEIE

TANRE) T T A [ TEE (Group (2L 0 12 1T 24 B O 54%) 12 HCV RNA
BONEE FIRAR (BRESOIBREET) L2r-o72%, BEMRHIC HCV RNA &2 25 TU/mL LA
b GEETIRE) 2o/ L EER] DR LN RE OH &

VBT XIZU A )WVAEHY T T AOEESETO DCV, ASV &N BMS-791325 O 257 &2 B L7
HCV #&in 1M
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Z2H
ZEMFHMEE B L, ., BEERAERERSR, BH5PIEICES7T-AEESR, Grade 3 VT 4 DHEHFES
KON Grade 3 X3 4 D RMRAEMERT TH o7,

EyEaE

Group 1~4 T 5253 7248583, Group 5 MOV 6 DENZEITE G 25T T2 IENFHEE O #5RE . i
TN Group 5 TN 6 DT X TONFEE Z AT HHEREIZOWT TNV PKY 7Y 7 a3l 1 H
HE 14 HEICBT D MmERRERRT —% 2T, DCV, ASV, BMS-791325, BMS-794712 }
UF BMS-948158 O $ W dhfe 2 3 L 72,

DCV., ASV KU BMS-791325 # fFH#&5-L7= & & DCV. ASV. BMS-791325, BMS-794712 KX
BMS-948158 OEFINAE (14 HH) OEYEET 0 7 7 A )V OFHIIAEH L7238 T X — %
Z LRI,

Cmax Iy e A R R

C12 Feh 12 R % O MAETIRE (1 H 2 BEHR505E5 D7)
C24 #e b 24 et O MAEHIRE (DCV 1 H 1R 50850 7H)
Ctrough N ;5

Tmax Fic e A5 v 9 8 e e ]

AUC(TAU) 5t 55 P D i A5 A i S IR b R T i R

1 2 DYEBRAE DIMBNEE /R T A —FZHI1L ) 38— b A2 METHEM Lz, MHTICIXFEE O
H%EFEﬁ %’fﬁﬁﬁ l_/f:o

EhE

RN, A ~—T—& LT, IL-28B B2, 1IP-10 DMJEFHE, VK7 y ok Y
VISERDN—= AT A b OZA R, T MISREREINE S T ORB, HCV JUSICHT 5 T M.
fHERERET (27— 7 zn U FUBRRTE2E5T) ONUAXT—E L VJBE T CHEELLZE
f¥38, U LrEy hT U AKR—F —EI5FD SNP (ABCC2. ABCBI1, SLCOIBI. SLCOIB3
K ONUGTIAL) AT BE 9 5m 1D SNP L Y LD EFAZRIE LT,

ZDfth

HCV [HERRE v A L AN BE 3 D MHE A R A2 et Uz, s A o mEy o 7 ek
BRSEHE AT I BUE SV RBERF IR L 72, MMERAEII A 2 L —vay « =7 = X &
THEEL, (1) R=AF7A42DOFTXTOH T NAEDY 2) LFOEBIZERT D VA /L AFH)
TR Bz, HCV RNA £7% 1000 IU/mL PL EOFT R TOYRE O TV Zxtge L L,

e VBT

T A IVAFEY T T A

e SVR ZERET, VBT VLTV ANVAFENY T T ADERIZEY LEREWGEE
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et F i
LARMEROPLY AV ATEVEZ, 1R8BS G- 0 2 3 G FLab AT K O ERSRAVARAT 22 F TRl L 72,

PO A )V ATEMOFHHIE H O —fE7 — # 1%, modified intent-to-treat (VA T, mITT) 7 7 u—F. i
TT— A EHWET T a—F K OET— 2 W7 e —F I LMl L, WIhoT 7 r
—F TH A EREE AW TR E 20 & Lz, mITT 7 7 v —F TOHRHI IR KK 5.5
LT, BT E L CHiET — 22 W T T a—F K OERT — % 2 HW-T Fa—F & EE
L. a) fisgT =4 Z2HW=T7 7 —F Tk, #5&7 12 BBROXIT —X OMiwziTo7, &5
BT 12 BBOT = NREIOWERE IZHOWTIX, BERKT 12 8% 0K % RIS Sz
HCV RNA &liEE A VT SVRI2 ORI ZM5E L1z, b) BT —% 2 W=7 7'v—F T,
SRHTEIS 2B T 2Rl AU B W T, BIEMESS D L& L, SEREIEIE, ZHEy
i D EHe 72 A 80%F XM & & bR LT,

LM IE HOV GT-1 & GT-4 OWRFOF— 2 260 LTHA Lis, ERAHEFRS, 25
PIEICE S A ERS RIS D b, REHMOR) | EEENOAERS (A5
WERTORIIC & %) K OHNE Grade BIOBRAMARRAIZ VT, SRHIM (%5510 & OSE
AR BN ER L,

wER

BEHEONR, N—X 54 U RUAOHETEESE

BG4 TR DR OWER % Table 2.7.6.21-3 127”3, Group 1~13 127 ¥ MM S i, IBHREDOEKE
ZZ T T2 32060 5 B, 300 61 (93.8%) MIRBRFERMGHEFICE D b5 (Group 2. 4. 5.
6. 7. 8. 9, 10 XU 13 TiX 12 #[#, Group 1, 3, 11 KTV 12 TiX 24 8MH]) %5 T L7z, Group 1~
12 D#EBER#E 121E DCV 3DAA Z 5L, Group 13 D#ERFE 21X DCV 3DAA + RBV ##5 L7,

DCV 3DAA

o GT-1 DRIEFRF] (Group 2, 4, 5% UN6) :95.0% (200 FH 190 1) 2% 12 HWE OELHE252 T L
7

o GT-1 DRIEEB] (Group 1 LTV3) : 87.5% (32 28 ) 2 24 W D555 T Lz

o GT-4 DRIFEH| (Group 7 LT8) :100.0% (21 Fld 21 41) 28 12 B O#F G %252 T L=

e GT-1 DHEIAYR null responder (Group 9 2TV 10) @ 95.5% (22 ilrh 21 451)) 23 12 WO G- %25ET
L7z

e GT-1 OHIAME null responder (Group 11 K T¥ 12) : 83.3% (24 #irf 20 41]) 73 24 W D 5% 58
TL

DCV 3DAA O 5% F -G 258 T Leoyo 72 196 Tix, 2iRA+5 (76 . AEFR

FOFOMOBE (4 3 4) . #BREICL D P IED R UH R OIREESTF R R/ FRlsE (4% 2 6)) |

PR O R ERE X OSBRI RRE (% 161) Ik &EERHIEE Tz,

DCV 3DAA + RBV
GT-1 ORIEHEE] (Group 13) :95.2% (21 Bl 20 #) 2 12 W OHK G252 T L7-, DCV 3DAA +
RBV O 5 %52 3 -0 525 T Lo 7= 1 BB AREE TH - 72,
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ARERIE TERFOPBRE DINER & Table 2.7.6.21-4 |2~ d, KT 315 Bl BBMBICEIT L=, 182 4
(57.8%) BB Z52 T L, 15 6l (4.8%) 1ZBBAAR Iz B2 ik L, 118 #il (37.5%) L7
— X 71 AT HOR SR CEGEE T TH o7,

NR—=RA T A O N AT FEORE K QYR BEE % Table 2.7.6.21-5 (23 d, X—RA T A D AN OHEH
PR X 2R G TR RBRREL L Tz, ARBRCIE. WBRE O 63.4% (320 B 203 ) N B
HThHoTo, BT, PHFEERILSI2ETH Y, #ERHE D 53% (320 FlF 17 1) 1% 65 Ll ETH
ST, W FEAEDOHBREITAAN (80.0%, 320 il 256 i) TH V. 18.4% (320 B+ 59 i) 1THRA
ST 7 VAZBKREATHY, T8N T VTN (0.9%, 320 #i 3 #) XiE TZofh] o AFE

(0.6%. 320 Bl 2 i) THoto, WBREDOKEILDITIEL A= 7R/ T7 % (70.9%, 320
H 227 f5) ThH oz,

R—2F A O HCV EERFMEIZT 2R E R TR B AL L Tz (Table 2.7.6.21-5) , AiBroOw
BREIIR—RAT A DT A LA ;'%ﬁ‘lﬁj <, EROY-H) HCV RNA &1E 6.3 logjo IlUmML Th-o7z, K
A DOWERE (77.8%. 320 I 249 i) 1T HCV RNA £7°% 800,000 IU/mL BL ETH Y . 12.2% (320
%5 39 1) TlE HCV RNA &% 10,000,000 IU/mL LL ETH > 7=, #5REIL GT-1a (74.1%. 320 fil
237 %) A L <X GT-1b (19.4%. 320 5l 62 f51)  (Group 1~6 KT 9~13) Xi GT-4 (6.6%. 320
B 21 1, Group 7 X 8 DI) THh o712, GT-1 DHERE D S H 79.3% (299 Hirh 237 i) A% GT-
laTHY., 20.7% (299 B 62 %) 7 GT-1b Th o7z, IR THEERE D 6.3% (320 FlH 20 51]) |
N—=2 7 A URHCAER TR E SR Sz, 2 OEERE BT 5 Group 1%, Group 5. 6. 9
10, 11, 12 XN 13 DT -7, FibroTest DFEJ 2 a7 32K T 047 Thol-, HHRFET D 48.1%

(320 #ilH 154 #1) X METAVIR 2 =27 (FibroTest A 27 Z &2, #EESHEO T = 7 A Mt
THEH) "RUETH-T-,

AGRER OWERE DIE L A E 1T IL-28B 1512979860 D& FE CC (CT XX TT) ThHo7= (73.4%.
320 fFilH 235 451]) . IL-28B 112979860 D& {n - AE CC (CT XL TT) THh D& OEIEIX, /i

159% null responder (Group 9. 10, 11 K TN 12 ; 97.8%. 46 Bl 45 f51]) & J5 B ARIGEHHE] (Group 1~8

KON13 5 69.3%, 27414 190 451]) LV @oote, 779=07I ) M7 AT 27 —EOR—AF A4

VRO RAEIL 59.5 UL TH o7z,

GT-4 ® 21 BlIZHOWT, 21 O GT-4 A DR EMMT 21T -T2 & Z A, GT-4a 2% 76.2% (21 filH
16 %) . GT-4d 2’ 4.8% Q14 145]) . F GT-4a/c/d 7Y 19.0% Q1 FIF 441) Th -7,

GT-1b O#ERE & LT Group 3 1ZHEI 0 fHiF ALz 1 FlA, #% T GT-IL IZHpH SNz, ZOWBRE
I% GT-1b DHEERE & L,Tﬁﬁpffﬁéﬂto
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Table 2.7.6.21-3: BEHRT R OPEBRE DN : ERBREREH
Number (%) of Subjects
DCYV 3DAA DCV 3DAA + RBV
GT-1 GT-4 GT-1 GT-1
Treatment-Naive Treatment-Naive Prior Null Responders Treatment-Naive Total
12 weeks 24 weeks 12 weeks 12 weeks 24 weeks 12 weeks
Number of Subjects 200 32 21 22 24 21 320
Completed the Period 190 (95.0) 28 (87.5) 21 (100.0) 21 (95.5) 20 (83.3) 20 (95.2) 300 (93.8)
Did not Complete Period 10 (5.0) 4 (12.5) 0 1(4.5) 4 (16.7) 1(4.8) 20 (6.3)
Lack of Efficacy 4 (2.0) 1(3.1) 0 0 2 (8.3) 0 7(22.2)
Adverse Event 3(1.5) 0 0 0 0 0 3(0.9)
Subj. Requested to Discontinue 0 1(3.1) 0 0 1(4.2) 0 2 (0.6)
Subj. Withdrew Consent 0 1(3.1) 0 0 0 0 1(0.3)
Lost to Follow-up 0 0 0 14.5) 0 1(4.8) 2 (0.6)
Poor/Non-Compliance 1(0.5) 0 0 0 1(4.2) 0 2 (0.6)
Other? 2 (1.0) 1(3.1) 0 0 0 0 3(0.9)
Subjects Continuing in Study 200 (100.0) 31 (96.9) 21 (100.0) 21(95.5) 24 (100.0) 20 (95.2) 317 (99.1)
Entered Treatment Intensification 3(1.5) 1(3.1) 0 0 2 (8.3) 0 6 (1.9)°
Entered Follow-up 197 (98.5) 30 (93.8) 21 (100.0) 21 (95.5) 22 (91.7) 20(95.2) 311 (97.2)°
Subjects Not Continuing in the Study 0 1(3.1) 0 1(4.5) 0 1(4.8) 3(0.9)

ASV - asunaprevir, BID - twice daily, DCV - daclatasvir, DCV 3DAA - combination of DCV (60 mg QD or 30 mg BID) plus ASV (200 mg BID) plus BMS-
791325 (75 or 150 mg BID), GT - genotype, QD - once daily, RBV - ribavirin
GT-1 treatment-naive treated with DCV 3DAA: Groups 2, 4, 5, and 6 (12 weeks); Groups 1 and 3 (24 weeks)
GT-4 treatment-naive treated with DCV 3DAA: Groups 7 and 8 (12 weeks)
GT-1 prior null responders treated with 3DAA: Groups 9 and 10 (12 weeks); Groups 11 and 12 (24 weeks)
GT-1 treatment-naive treated with DCV 3DAA + RBV: Group 13 (12 weeks)

? Includes 1 subject who was discontinued by the investigator due to poor venous access and 2 subjects who were incarcerated.
® Four of the 6 subjects who received treatment intensification entered the follow-up period at the time of the data cutoff.
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Table 2.7.6.21-4: B TR OPBRE OPRR © 2IBHM
Number (%) of Subjects
DCV 3DAA DCV 3DAA + RBV
GT-1 GT-4 GT-1 GT-1
Treatment-Naive Treatment-Naive Prior Null Responders Treatment-Naive Total
12 weeks 24 weeks 12 weeks 12 weeks 24 weeks 12 weeks

Number of Subjects 200 31 21 21 22 20 315°
Completed the Study 133 (66.5) 29 (93.5) 13 (61.9) 7 (33.3) 0 0 182 (57.8)
Did not Complete Study 10 (5.0) 2 (6.5) 0 1(4.8) 0 2 (10.0) 15 (4.8)

Subj. Withdrew Consent 2 (1.0) 1(3.2) 0 0 0 1(5.0) 4(1.3)

Lost to Follow-up 8 (4.0) 1(3.2) 0 1(4.8) 0 0 10 (3.2)

Unknown 0 0 0 0 0 1(5.0) 1(0.3)
Subjects Ongoing at Data Cutoff 57 (28.5) 0 8 (38.1) 13(61.9)  22(100.0) 18 (90.0) 118 (37.5)

ASV - asunaprevir, BID - twice daily, DCV - daclatasvir, DCV 3DAA - combination of DCV (60 mg QD or 30 mg BID) plus ASV (200 mg BID) plus BMS-
791325 (75 or 150 mg BID), GT - genotype, QD - once daily, RBV - ribavirin
GT-1 treatment-naive treated with DCV 3DAA: Groups 2, 4, 5, and 6 (12 weeks); Groups 1 and 3 (24 weeks)

GT-4 treatment-naive treated with DCV 3DAA: Groups 7 and 8 (12 weeks)

GT-1 prior null responders treated with 3DAA: Groups 9 and 10 (12 weeks); Groups 11 and 12 (24 weeks)
GT-1 treatment-naive treated with DCV 3DAA + RBV: Group 13 (12 weeks)

? Of the 5 subjects who did not enter the follow-up period, 1 (Al443014-12-87) withdrew consent, 2 (Al443014-2-601, A1443014-1-548) were lost to follow-up,
and 2 (AI443014-11-582, AI443014-29-596) were receiving treatment intensification at the time of the data cutoff.
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Table 2.7.6.21-5: N—RF A v D NAREF R R R O B
Group
1 2 3 4 5 6 7 8 9 10 11 12 13 Total
N=16 N=16 N=16 N=18 N=80 N=86 N=11 N=10 N=11 N=11 N=12 N=12 N=21 N=320
Age (year)
Mean 50.6 47.1 51.9 46.6 51.2 52.6 53.1 45.3 49.9 52.0 55.6 58.2 48.7 51.2
> 65, 2 1 1 4 5 1 1 1 1 17
n, % 0 (12.5) (6.3) (5.6) (5.0) (5.8) 9.1 0 0 9.1 (8.3) (8.3) 0 (5.3)
Gender, n (%)
Male 10 7 9 13 55 57 7 6 5 9 7 9 9 203
(62.5) (43.8) (56.3) (72.2) (68.8) (66.3) (63.6) (60.0) (45.5) (8L.8) (58.3) (75.0) (429) (63.4)
Race, n (%)
White 11 13 12 16 61 76 10 9 5 9 9 8 17 256
(68.8) (81.3) (75.0) (88.9) (76.3) (88.4) (90.9) (90.0) (45.5) (81.8) (75.0) (66.7) (81.0)  (80.0)
Black 5 3 3 1 17 10 1 6 2 3 4 4 59
(31.3) (18.8) (18.8) (5.6) (21.3) (11.6) .1 0 (54.5) (18.2) (25.0) (33.3) (19.0) (18.4)
Asian 1 1 1 3
0 0 (6.3) (5.6) (1.3) 0 0 0 0 0 0 0 0 0.9)
Other 1 1 2
0 0 0 0 (1.3) 0 0 (10.0) 0 0 0 0 0 (0.6)
HCYV RNA (logio IU/mL)
Mean 6.3 6.2 6.4 6.3 6.3 6.4 5.6 5.7 6.5 6.8 6.7 6.7 6.1 6.3
HCYV Genotype, n(%)
la 12 12 12 13 67 69 8 7 9 9 19 237
(75.0) (75.0) (75.0) (72.2) (83.8) (80.2) 0 0 (72.7)  (63.6) (75.0) (75.0)  (90.5) (74.1)
1b 4 4 4 5 13 17 3 4 3 3 2 62
(25.0) (25.0) (25.0) (27.8) (16.3) (19.8) 0 0 (27.3) (364 (25.0) (25.0) (9.5 (19.4)
4 11 10 21
0 0 0 0 0 (100) (100) 0 0 0 0 0 (6.6)
Cirrhosis, n (%) 8 7 1 1 1 20
0 0 0 0 (10.0) 8.1 0 0 9.1) .1 (8.3) (8.3) (4.8) (6.3)
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Bk

RBV JEOFHIF D DCV 3DAA 7% (DCV 60 mg 1 EI 1 XI1%30mg 1 H 208 + ASV 200 mg 1 A 2 [7] +
BMS-791325 75 mg X% 150 mg 1 H 2 [7]) 12X B 2fRD SVRI2 #EIA X, mITT 77 v —F Tk

90.3% (299 5l 270 ) . fTET — & %ﬁﬁu\t77 7 —F Tl 92.0% (299 B 275 #i) T -7,
BN TIE. GT-1 DARIGHB], GT-4 DARIEFFI KX O GT-1 O FTAEHE null responder DAL D7 — &
A LT- (Table 2.7.6.21-6) .

RBV FEGFH D DCV 3DAA JE1ETO SVRI2 #ERREI S BN LTI RS,

o  GT-1 ORIGHEH] : 90.1% (mITT 7 7 —F) | 91.4% (WseT —Z &2 HWi=7 7 a—F)
e GT-1 OHIAME null responder : 91.3% (mITT 7 7' 0 —F K OMfET — X 2 H\W=7 7o —F)
o  GT-4 DRIGEH] : 90.5% (mITT 7 7 —F) | 100.0% (e T —ZE2H\W=7 7 a—F)

SVRI12 #KEIS (WeT — 22 AnW=T7 7o —F) ZFELY T 7 V—7 R OER B L TEN

>77,

. RBV #Fﬁ%ﬁﬂ%ﬁ#@ DCV/ASV/BMS-791325 75mg 1 A 2 [al#%5-% 12 H1T > 72 & & D SVRI2 Ejik
BIRT91.5% (118 5+ 108 f5il)) ThH -7,
. GT-I DARIBIEH]TIL 91.7% (96 1511 88 14])
e  GT-1 DRIIAEHE null responder TIiE 81.8% (11 filH 9 f5i))
o GT-4 DRIBEBITIE 100.0% (11 F)+ 11 41)

o  GT-1 D#ERE TIZ. RBV JEGFHIED DCV 3DAA #EIZ £ 5 SVRI2 ERLEIGIE GT-1b OHk5RE
DN GT-la DHEERE LV &Eho 7= (BMS-791325 75 mg B & 150 mg BEZFEA)  : 96.7% (60 131
58 5)) %t 89.9% (218 i1 196 f4i])

o  GT-1 OARIEHEHITIX, SVRI2ZEKEIGIZIDCV A 1 H 11 128MBES L-5HE8E 1H 20 128
W5 L7258 CRIRE TH 7= (BMS-791325 75 mg #E L 150 mg BEAZHD) 1 94.1% (34 Hi)rh
32 451) %} 90.4% (166 57 150 1)

o N—RAT A UNINEEZA L TR & T OPERF Tlk, SVRI2 #EAHIA 1L RFRE
Toholz :89.5% (19BIH 1761)) *F92.1% (280 %l 258 #i)

e GT-1 DRIFHHITIL, DCV 3DAAIZ RBV Z{fH L T% DCV 3DAA B DA & T SVRI2
PEACEISIXHIM L7220 o 72 1 90.5% (21 6l 19 1)) % 91.4% (232 f5ilh 212 )

. GT la OFERF TIE, SVRI2 FEREIGITN—RA T 4 NI EEHA SA (LLF. NSSA) (kR

BE [ AFA=2 (M) 28, 7L (Q) 30, v+ (L) 31 KOFrv > (Y) 93]
wh&)fsz;ﬁxotfﬁ&’%ﬁ%@ﬁ# ZAUDH D NSSA it R EZE H TR & - R & T
oz [92.1% (203 il 187 f1l) % 74.2% (31 s 23 61) 1 . 728, GT-la OFEEREIZEB W
TR—R T A D NS5A TiPERHEZ BN 2R D SVRI2 ERLEIS [89.7% (234 il 210 1)) 1 12
FKAE LT B TN S o Tz,

o N—RT A UDIREEER 3 (uT NS3) (B EZE B O &EE E SB (LLF, NS5B) iif

MRS B SVRI2 EERLEI G ICEH B R R Z KFE S oo T,

AR CT — X DGO H5RE Tld, SVRI2 L# 58T 24 #7% T sustained virologic response
[SVR24 : #5447 24 1% > HCV RNA &3 E & FIRARMmN (M X i3mted) LER] o—#ix
100.0% CTh o7z, 2B, T —FX—2A1 v 7 ORFRTIX, TXTOMHRE DG T 24 W% DK

Z5ET LCWabi TidZeu,

IRT, VBT 23 b= #BRE 6 BInNaEm bz T7-, T—4X—2n v 7 OFFR T, 1 #liX

SVRI2 ZEE L, 1 BTG4 T 4 1% CTO sustained virologic response [SVR4 : #5471 4 % D
453
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HCV RNA B2 E & FIRARM (M ImEET) EEHE] ZER L, 2013 EFEL O HIRER
bk U, 2 N5kt T » HCV RNA EILEE FERE (M) Thot-,

Table 2.7.6.21-6: DCV 3DAA + RBV D FXBE 2 EZMFHEE : IBHRRILAT
Number (%) of Subjects
DCV 3DAA DCV 3DAA + RBV
Groups 1-6 Groups 9 - 12 Groups 7, 8 Group 13
Virologic Endpoints: GT-1 GT-1 Prior Null GT-4 GT-1
all mITT except for SVR12  Treatment-Naive Responders Treatment-Naive | Treatment-Naive
(imputed) N =232 N =46 N=21 N=21
HCV RNA <LLOQ, TD or TND
SVRI12 (primary, mITT)? 209 (90.1) 42 (91.3) 19 (90.5) 18 (85.7)
SVRI12 (imputed)® 212 (91.4) 42 (91.3) 21 (100.0) 19 (90.5)
GT-1 Subtype
GT-1a 167/185 (90.3) 29/33 (87.9) - 17/19 (89.5)
GT-1b 45/47 (95.7) 13/13 (100.0) - 2/2 (100.0)
Baseline Cirrhosis
Yes 13/15 (86.7) 4/4 (100.0) - 1/1 (100.0)
No 199/217 (91.7) 38/42 (90.5) 21/21 (100.0) 18/20 (90.0)
SVR4 (mITT) 211 (90.9) 42 (91.3) 17 (81.0) 18 (85.7)
EOT 222 (95.7) 43 (93.5) 21 (100.0) 20 (95.2)
Week 4 on treatment 226 (97.4) 44 (95.7) 21 (100.0) 21 (100.0)
HCV RNA <LLOQ, TND
EOT 221 (95.3) 42 (91.3) 21 (100.0) 20 (95.2)
Week 4 on treatment 189 (81.5) 34 (73.9) 21 (100.0) 19 (90.5)
Virologic Failure at Follow-up Week 12
Virologic Breakthrough 7 (3.0) 3(6.5) 0 1(4.8)
Relapse 7 (3.0)° 1(2.2) 0 0
Other on-treatment failure 2(0.9) 0 0 0
Missing HCV RNA at FU Wk 12 7 (3.0) 0 2(9.5) 2(9.5)

ASV - asunaprevir, BID - twice daily, DCV - daclatasvir, DCV 3DAA - DCV (60 mg QD or 30 mg BID) plus ASV
(200 mg BID) plus BMS-791325 (75 or 150 mg BID), EOT - end of treatment, FU - follow-up, GT - genotype,
HCV - hepatitis C virus, LLOQ - lower limit of quantitation, mITT - modified intent-to-treat, peglFNa -
peginterferon alfa, QD - once daily, RNA - ribonucleic acid, RBV - ribavirin, SVR4/12 - sustained virologic
response at follow-up Weeks 4 and 12, respectively, TD - target detected, TND - target not detected

a

SVRI12 (primary, mITT): subjects with missing HCV RNA at follow-up Week 12 were considered non-
responders for SVR12.

b SVRI12 (imputed): subjects with missing HCV RNA at follow-up Week 12, who had HCV RNA < LLOQ, TD or

TND at the next available measurement, were considered responders for SVR12.

¢ An additional subject had HCV RNA > LLOQ at follow-up Week 48 and is considered to have had a re-infection.
4" One subject (GT-1a) stopped BMS-791325 due to a protocol stopping rule and added pegIFNa/RBV during the
treatment period. Another subject (GT-1b) discontinued study drugs and had quantifiable HCV RNA at EOT
(Day 3).
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ZeH

AR L LT, HCV BB E (GT-1 UL GT-4 ORIEHEHFI KLY GT-1 ORiEH null responder) (2
RBV & O X FEGEH C 128 i 24 #8847 -7- &£ &, DCV 3DAAEE (DCV 60mg 1 H 18]
1£30mg 1 H 2[E + ASV 200 mg 1 B 2[5 + BMS-791325 75 mg X% 150 mg 1 B 2[8]) 1B Biciaz
ETHY, AREL BRI CTH-T- (Table 2.7.6.21-7) .

o KBTI ITHRE I N7,

o HEMNMAEFLIL, DCV 3DAA EIETIE I —HoOERE (£KT 23%) ([Z#HE X, DCV
3DAA + RBV EIEZ S T - g5 I3l S S o 7=, IGBRLYSERNIC L Y DCV 3DAA ik
EBHESH D LM SN EERAEERRII T,

o BHHIMF D Grade 3 XX 4 DFEFEFRLOEGHILICE -7 HEFEFGIL, DCV 3DAA FEE
F 728 E TIE < —HIcHE S (%5 1.0%) . DCV 3DAA + RBV ¥ L% 52 1T 7= 9 BRF 12133
Ha3Nnenoiz,

e DCV 3DAA OZ4M7 17 7 A V21X BMS-791325 75 mg & 150 mg THKRZEITRO HT,
DCV 3DAA % 12 Bf# G- L7z & & & 24l LIz & S TEIIALNR) -T2,

e DCV 3DAA JIETHR b L AN AFHRSG (. MHAOYEY) ORBLEIGIL, BMS-
791325 OFHE (75mg LTV 150mg 1 H 2 [F) THBOARBETHY, -5/
(1238 30T 24 8]) CTRBODRRFERE CTH -,

o ~EJZTE LD Grade 0 705 Grade 1| ~DWD X, RBV O£ 5% 51T 1= 985 D J57% RBV O
a2 e o lo g L0 2 <R 6N (19.0%%F 0.3%) o 7o, FERNEE, BiEEK&K O
BARBEEDOFEBEIG H . RBY OG22 52 T RAE O T 703 RBV DBG-Z 521 7o o TR &
DEoT (143%%F 1.0%~2.7%) . ~FZ 1 U, R REE. BEER OB IRIT—
%12 RBV EEIEIZBEE L T 5,

o REWIM T Grade 3 DA E I I ITERANCE RO B DEENTRD Lo 72,

e DCV 3DAA ORZEMT a7 7 A Vid, R—Z2 T4 ANNFLE A L T BRE & FENFREZE o
WRE TR ThH T, N—RAT A VITHFHEEZA L W RE T, EERAFERS U
BHHRIICEST-HEFRGITHRE SN0 o7,

2B, 5% EORBRE ISR b A EEFER, TR TOAEFERLONERELBEHEOH HTXTO
HERELOHEEFIT APPENDIX 1. APPENDIX 2 & T8 APPENDIX 3 IZFNEF R,
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Table 2.7.6.21-7:

PegIlFNa/RBV % iB19 3H[D DCV 3DAA KT DCV 3DAA + RBV EEDOE 5 th &M - 1R 54 (L

[ A0x 2= ] bl
Number (%) of Subjects
DCV 3DAA + RBV
DCV 3DAA DCV 3DAA DCV 3DAA 12 Weeks of
12 Weeks of Treatment 24 Weeks of Treatment Overall Treatment
Groups Groups Groups Groups Groups Groups All except
2,5,7,9 4,6,8,10 2,4,5-10 1,11 3,12 1,3,11,12 Group 13 Group 13
BMS-791325 BMS-791325 BMS-791325 BMS-791325 BMS-791325
75 mg BID 150 mg BID Total 75 mg BID 150 mg BID Total 75 mg BID
Adverse Events (N=118) (N =125) (N =1243) (N=28) (N=28) (N =56) (N =299) (N=21)
Serious AEs® 2(L.7) 2 (1.6) 4 (1.6) 1(3.6) 2(7.1) 3(5.4) 7(2.3) 0
AEs Leading to Discon.” 1(0.8) 2 (1.6) 3(1.2) 0 0 0 3 (1.0) 0
Grade 3/4 AEs® 1(0.8) 1(0.8) 2(0.8) 0 1(3.6) 1(1.8) 3(1.0) 0
Common AEs (= 15% in any group)
[FEpr 28 (23.7) 35(28.0) 63 (25.9) 10 (35.7) 7(25.0) 17 (30.4) 80 (26.8) 3(14.3)
THI 20 (16.9) 15 (12.0) 35(14.4) 4(14.3) 3(10.7) 7(12.5) 42 (14.0) 3(14.3)
g 55 15 (12.7) 11 (8.8) 26 (10.7) 6(21.4) 4(14.3) 10 (17.9) 36 (12.0) 4 (19.0)
Grade 3/4 Laboratory Abnormalities
Absolute lymphocytes 1/118 (0.8) 0 1/242 (0.4) 0 0 0 1/298 (0.3) 0
ALT 0 0 0 1/28 (3.6) 1/28 (3.6) 2/56 (3.6) 2/299 (0.7) 0
AST 1/118 (0.8) 0 1/243 (0.4) 1/28 (3.6) 1/28 (3.6) 2/56 (3.6) 3/299 (1.0) 0
Total bilirubin 0 1/125 (0.8) 1/243 (0.4) 0 0 0 1/299 (0.3) 0
Serum creatinine 1/118 (0.8) 0 1/241 (0.4) 0 0 0 1/297 (0.3) 0
Serum glucose 0 0 0 0 0 0 0 1/4 (25.0)
Fasting serum glucose 1/118 (0.8) 1/122 (0.8) 2/240 (0.8) 0 0 0 2/295 (0.7) 1/21 (4.8)
Inorganic phosphorus 0 2/123 (1.6) 2/241 (0.8) 0 0 0 2/297 (0.7) 0

AEs - adverse events, ALT - alanine aminotransferase, AST - aspartate aminotransferase, ASV - asunaprevir, BID - twice daily, DAA - direct acting antiviral,
DCV - daclatasvir, DCV 3DAA - combination of DCV (60 mg QD or 30 mg BID) plus ASV (200 mg BID) plus BMS-791325 (75 or 150 mg BID), pegIFN alfa
- peginterferon alfa, QD - once daily, RBV - ribavirin, SAEs - serious adverse events

? SAEs: 12 wks/75 mg (esophageal adenocarcinoma, ureteric calculus), 12 wks/150 mg (chest pain/pleurisy, abdominal wall abscess), 24 wks/75 mg (cervical
radiculopathy), 24 wks/150 mg (syncope, psychotic disorder)

Grade 2 throat tightness)

¢ Grade 3/4 AEs: 12 wks/75 mg (Grade 3 headache), 12 wks/150 mg (Grade 3 chest pain/pleurisy), 24 wks/150 mg (Grade 3 syncope)

AEs leading to discontinuation of study drugs: 12 wks/75 mg (Grade 2 esophageal adenocarcinoma), 12 wks/150 mg (Grade 2 abdominal wall abscess,
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LT ICE B R OFER OB 2R T,
DCV

DCV/ASV/BMS-791325 Z{f# 5 L7z & &, DCV T3 S, & 55 2 BRI

Cmax |23 L7z, Tmax O P IRAEIZT TR COBEETRIRERE Ch -7,

UToOhgEI{To7 2 A, DCV OFBRZEIFIFRRETHY | BEEOFHIXIZITER > T\,

o HH¥E1 (DCV60mg1 H 18], ASV200mg 1 H 2[a],/BMS-791325 75mg 1 H 2[r]) &% 5
%2 (DCV60mg1 H 1A, ASV 200 mg 1 H 2[a], BMS-791325 150 mg 1 H 2 [A])

o HE13 (DCV30mgl H 2[E,ASV 200mg 1 H 27, /BMS-791325 75mg 1 A 2[a]) &5
#4 (DCV30mg1 A 28], ASV 200 mg 1 A 2 [7]/BMS-791325 150 mg 1 H 2 [A])

DCV % 30mg 1 H 2[F[#EH L7z & D 1 HOMREZHERE (AUCTAU)IZHE-S) 1, 60mg 1 H 1

A Lz & ERBECTH-o7-, 30mg 1 H 2 [0 52521 7-95#%F O Cmax X 60mg 1 B 1

Bl 5% 2 T T RE O THY . b7 ZIREFEMEMICE WD, 2 DO IEM CRRE

THo7-, DCVD 1 H 2[EES (118 30mg) Tix. BMS-791325 & T BMS-794712 Xi% ASV @

RBEICEEBIIBO NIRRT,

DCV O iz ST % A3 28R E & T OWERF CRRE TH V| BRI REOFMHITIZ

IFER > TV,

DCV (I T X TOHEGHTT HHETICEFRREBIZEL,

ASV

DCV/ASV/BMS-791325 Z fFH& S Lz & &, ASV (TSI S, %55 3 B
Cmax [Z2E L77, Tmax O P RAEILI T X COREIETEREE TH- T,

ASV DZEFBEITIIKRZRIZLODE N Do, hE 1 LEEE 2 ZHEE LSS, KOS
B3 EEGIEARKR LGS, BEEOHFIZIZIZER > T\ e (ERROBGIEEZSH)
FFEE 2T H R E 1T T 5 ASV OBBEICIIRZIRITSOX N LT, S EfH
VEIENFEEZE DWEBRE & LE R CEEMIZ B D~ 7=,
ASVIZTRTCOEEHTTHE E CICEFIREIZE LT,

BMS-791325

DCV/ASV/BMS-791325 Z fFf# 5 L= & &, BMS-791325 [T/ C I &4, &5 2~3 I
7212 Cmax (22 L7z, Tmax OHRAEILT X CTORGIETRBE TH -7,

BMS-791325 O &% 75mg /5 150 mg ([ZHIET 5 &, BMS-791325 DR R 1T 2 fF18hn L
776

BMS-791325 O &z BT E 243 2 9rE L IEFHEZOWRE CREETHY . BREROHR
FRIXIZIEEZR > T,

BMS-791325 (33 R COFKLHET 7 HA T TITEFIREIZE LT,

BMS-794712 (BMS-791325 O X EEMHREM)

BMS-794712 @ Tmax O FRAE X T X CTOHKEIETHI IR TH - 7=,
BMS-791325 D&% 75mg 7»H 150 mg (ZHi &3 5 &, BMS-794712 D #&5%

7~

BMS-794712 O EIXHFHE 24T 59035 L IEFMEOWERE CRERECTHY . BRRBEOH
FHIXIZIEE 2> T,

BMS-794712 13T R COFEEGHETTHH E TICEFIRBEICE L=,

IR 2 RIS
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2.7.6 il 2 DFRERD F & D Hepatitis C
BMS-790052/BMS-650032/BMS-791325 beclabuvir

o TARTOHEGIETHBREOMNHIL (/F & THIIE L7 BMS-791325 @ AUC(TAU)IZ %9 % BMS-
794712 ® AUC(TAU)D ) 2338 Lz (25%~27%) .

BMS-948158 (BMS-791325 D E{LHM)

e BMS-948158 ® Tmax O FRAEILT X TOHEEILET 2~6 FE OFIFH TH 7=, BMS-948158 (2D
WTTZ)VPK BTV TR DT =BG 6N HBREORITIE SN TV 72D (n=32) |
B HECHFHEEZOAEICE L CEWRO S L AEITY Z LI TE ano Tz,

e BMS-948158 @ 7 71X Group 1~6 TiX 14 HH ETIZH L MNTEFIREIZE L7223, o
BEHREZOWTIR, BN b T 7RET —ZBRLNATWD DMl TE oo T2,

DCV 3DAA ~® RBV DiENN

e Group 13 TiX DCV 3DAA % RBV G L., N7 7REOALZNE L, b7 7REXIE
LOXMRKENoT27280, DCV 3DAA DREBEEICKT 25 RBV OEBEOFEICEHL TE®RODH S
WmAEr TT o iz TcEenol,

EhE

IP-10

NR—=ZF A O IP-10 DFHMIFE T D 600 pg/mL Z 8 2 TV RIGROWERE 27 FIEE LA
% null responder @ 6 BIE 72N SVRI2 K LIZZ Enb, 2KE LT, R—=2F A4 TD IP-10 D
EH MG EREMII T A NV AEZHNREBEER D D L IXBE 2 bNehoT, BEHEFIIC TP-10 O
MIEHFREICEE K TR biv, ZHULXFRIRFZA S HCV RNA B0 LBEERSH 5 &5
Z bz,

VL 8RSy b (BREIK, CD4+ T RIBE. CD8+ T A% U NK Afifa)
WFHRO Y LR Ty R T G T ST 55 T s A S o0 SE Al S T g o N —
ATGAVINEDO—E LT-ZAIZBD Hivie oo 7,

IL-28B rs12970860 ® SNP

ARFBR O RIBIROWERE  (Group 1~8) D 95 B, IL-28B Di#Efn 7 CC DHEERE TI% 80 #ilH 2 4]
(2.5%) 12 VBT XUV A VA T T ANRED B, HE CC OHERE TIx 171 B 12 61 (7.0%)

\Z VBT XUI U A NVAFR Y T 7 A0G8 Havlz, AR null responder TiE, BAZFHAY CC DR

FIX 1 BIOHRTH-T-, T, peglFNa 25 < HCV IBED N CTH H A I TREND T e

TrANnE—EHT 5,

EUYNLEY R T RAR—Z—BIEF D SNP
TRTCOBGFRHEICOWVWT, MEUILE LV IEEE UV ILE L DOR—R T A MEX TS HE T
DO EfE & BEME TR SR o T2,
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Z DAt
LUFIZ, ARER TR b7z HCV HAIMNMEIC B3 2 FE R RERd,
NR—RF A D NS5A BIFHH

NR—2F A D NS5A BEFZH (M28. Q30. L31 XU/ XL Y93) #4125 GT-la DR
TlE, INHDOR—RAT A LV OBIGTEREH S WHERE & T SVRI2 ZRKEIS MR-
776

o N—ZTA LD NS5A B (M28. Q30. L31 KT/ ik Y93) IE GT-la D#ERE D
13.2% (234 B 31 41)) 12k S aiz,

o INHDNSSABETEMER S/ROVHERE &L IO OBIR T2 AEH T 5955 T SVRI2
EREIA BT 5 &L SVRI2 ZERES (mITT 7 72 —F) 1% 91.6% (203 5] 186 #i) xf
742% (31§ 23 f51]) | SVRI2 #kEIS (WiseT —# 2 MW7 7e—F) 1% 92.1% (203
Bl 187 1)) %F 74.2% (31 #ilH 23 Bi) Thotz, HEDOD T L, GT-la DEYEHRE
(CRIBHB K ORT7A% null responder) @ SVRI2 EALEIA X 89.3% (234 #iH 209 #i))
(mITT 7 70 —F) KO 89.7% (234 ith 210 f5)  (ffiseT —Z W=7 7n—F) Th
-7,

NR—A T A D NS5A BI& 2%, GT-1b Xt GT-4 OERFE I 5 2R SVRI2 EkEI A

ICEBE RTT L IFEZ LN ST,

e GT-1b D#ERE TIZ, L3IIM LR Y93 b ZF T (H) DR—RAF A D NS5A &nFE%H
ILZENZEI 4.9% (61 B 341 KON 11.5% (61 FIF 741 (2 Sz, 2KD SVRI2 i
HEIA1E 93.3% (mITT 7 Fu—F) Thol=n, 1B oG %25 1F 7= GT-1b O E
1% 100.0%72% SVRI2 Z# K LT (fiseT — X W=7 7a—F)

e (LIPA 7 vEAITED) GT-1b & EaNT= 1| BIOPERE 1T — AT A | NS5A-L3IM %
AHLTWE, SVRI2 ZEERL LR o T2, ZOMEREIX#%IC, GT-IL [Z& L TW\W5b
& DVHI L=,

o  GT-4 DA D 42.9% (21 Flh 9 ) 1T L28 J Y/ ik L30 DX—Z T A > D NS5A BEix
FLN R &z, GT-4 OERE =KD SVRI2 #EkEI &1, 90.5% (mITT 77 o —F)
KON100.0% (fH5eT — X EHWi=77an—F) Thot,

R—Z 5 A D NS3 B FLH

GT-la DEBHRFIZBITHTLE=r (R) 155 D_X—2F A4 D NS3 Bl FLH KO GT-1b D#

BRIz 7671A7%/&<D)ms&w&\/&(m(D~~174/@r@3@m%%ﬂ

%ﬁ%ﬂﬁ#oktb\é%®$&Héﬁ%éK@ﬁkhERﬁé WL MIES 2o T,

e RI55 D NS3 B FZRUTR—RA T A 1T GT-la DHERE D 0.8% (236 HilHh 2 ) (T &
Nz, 26D GT-la DHERE D 50% Q Fit 1) T SVRI2 BNER Sz (mITT 7 7 1
—F) .

e NS3-DI6SE [I~X—RZ T A T GT-1b DHERE D 1.6% (62 il 1 41) ITHH S, ZD GT-
waﬁ%?ﬁswmzﬁﬁﬂénto

GT-4 DR CTIrx, EFIMHEICBET 25 7 2 BRECSI O NS3 & s 2R3 S o7z,

_— 25 A D NS5B BisTF LA

7= (A) 421 ODX—RAT A D NS5B #ln 2L, GT-1a XL GT-1b O#ERE D SVRI2

EREIG TR EE RITT EIXE oo Tz,

o N—ZXTFA LD NS5B-A421 NV > (V) IX. GT-la DHERFE D 18.5% (232 filrh 43 i) K
GT-1b DFEERE D 8.5% (59 fFIth 5 431]) 1Tk S iz,
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e GT-la O#ERFZE TIX. SVRI2 (mITT 77 u—F) AR L7-E481% A4R1V 26T 5%
D 90.7% (43 B 39 4) (kL. Z D W;‘%%ﬁéfib‘%}j’i?ﬁ%f i 88.9% (189 5l 168 1)
Toholz, F£7o. SVRI2 EREIG (W7 —2ZHW=T7 v —F) 1L, A1V 2675
BEBRE D 93.0% (43 Bl 40 1)) 1IZxf L. T OEREA S0 ERE Tix 88.9% (189 filH
168 %) THH-T-,

o N—AT A T NS5B-A421V A L Tz GT-1b O#ERE 134T, 1 EBL Lok E5 %%
T, IBEDREDPRD bz,

o  GT-4 OBRF TIL, FEAMMEICES#HT 27 2 7 BRECSI D NS5B s AT e o iz,

R—Z 5 A D NS5A/NS3/NS5B B FLRDMHELE

o UANVAEIHENI BT D N— A T A D NS5A/NS3/NS5B BIE FLHUDMABDENRH 5 L
ITEBZ bR oTe, BB, VAR FERES) (VBT XXV A NVRAFHY T 7 R) B@EH LR
T WBRE OFIIR ST,

7 A )V R ZEEER) DA T D NSSA/NS3/NSSB it L B0 A5 b

o UAIJLVAZEINNFERD HLITHERE TITAEL T 2 S XU 3 OO TERDE AL BN EIRE ISR S

iz,

o GT-la OHERHE TIL, U A VA FHYIER) ORE S CRIRFIZR N S L7tk S o i $ % <
KON RAEDEIL, BRI D 72.2% (18 FilF 13 fi) THiH Z4172 NS5A-Q30 & NS3-
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2.7.6 il 2 DFRERD F & D Hepatitis C

BMS-790052/BMS-650032/BMS-791325 beclabuvir

System Organ Class (%) Group 1 Group 2 Group 3 Group 4 Group 5 Group 6 Group 7 Group 8 Grouwp 9 Growp 10  Growp 11 Group 12 Growp 13 Total
Preferred Term (%) N=16 N=16 N=16 N=18 N=80 N=86 N=11 N=10 N=11 N=11 N=12 N=12 N=21 N=320
BISTHRZS 0 0 0 0 0 0 0 0 0 0 1(83 0 0 1( 0.3

JHFHEE R 0 0 0 0 1( 1.3 0 0 0 1(91) 0 0 0 0 2 ( 0.6
JFRE R 0 0 0 0 1 ) 0 0 0 1 ) 0 0 0 0 2 ( 0.6

s A E 0 0 0 0 0 1 ) 0 0 0 0 1(83 0 0 2 ( 0.6)
BT L L F— 0 0 0 0 0 1 0 0 0 1 0 0 2

N4y WL E 0 0 0 1 ) 0 0 0 0 0 0 0 0 0 1 )
LR R B AL T U2 0 0 0 1 0 0 0 0 0 0 0 0 0 1

Note: Events reported prior to or on the day of first dose of rescue therapy are included.

MedDRA Version: 16.1

Treatment Code: Group 1=DCV QD/ASV/325 75mg 24W GT-1 Naive, Group 2=DCV QD/ASV/325 75mg 12W GT-1 Naive,

Group 3=DCV QD/ASV/325 150mg 24W GI-1 Naive, Group 4=DCV QD/ASV/325 150mg 12W GI-1 Naive, Group 5=DCV/ASV/325 75mg 12W GT-1 Naive,
Group 6=DCV/ASV/325 150mg 12W GT-1 Naive, Group 7=DCV/ASV/325 75mg 12W GT-4 Naive, Group 8=DCV/ASV/325 150mg 12W GT-4 Naive,

Group 9=DCV/ASV/325 75mg 12W GT-1 Null, Group 10=DCV/ASV/325 150mg 12W GT-1 Null, Group 11=DCV/ASV/325 75mg 24W GT-1 Null,

Group 12=DCV/ASV/325 150mg 24W GT-1 Null, Group 13=DCV/ASV/325 75mg+RBV 12W GT-1 Naive

Program Source: /project24/bms212058/stats/primary/prog/tables/rt-ae-socpt.sas 28APR14:22:27
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2.7.6 il # DFRERD £ L
BMS-790052/BMS-650032/BMS-791325

Hepatitis C
beclabuvir

APPENDIX 2 BBRERGHF (peglFNa/RBV OB ERD) IZRO ONETRTOFEESR (A1443014 REBR, 1BBRIER 5.41)

System Organ Class (%) Group 1 Group 2 Group 3 Group 4 Group 5 Group 6 Group 7 Group 8 Group 9 Group 10  Grouwp 11  Growp 12 Growp 13 Total
Preferred Term (%) N=16 N=16 N=16 N=18 N=30 N=86 N=11 N=10 N=11 N=11 N=12 N=12 N=21 N=320

TOTAL SUBJECTS WITH AN 4 (87.5) 14 (87.5) 13 (81.3) 15 (83.3) 64 (80.0) 70 (81.4) 7 (63.6) 8 (80.00 7 (63.6) 8 (72.7) 12 (100.0) 12 (100.0) 14 ( 66.7) 258 ( 80.6)

EVENT

& ks 5(31.3) 8 (50.0) 8 (50.0) 10 (55.6) 31 (38.8) 32 (37.2) 1 ( 9.1) 4 (40.0) 4 (36.4 3(27.3) 4 (33.3) 3 (250 6 (28.6) 119 (37.2)
F 3 2 (12.5 6 (37.5 2 (125 1 ( 5.6 12 (15.0) 13 (15.1) O 1(10.00 2(18.2) O 2 (16.7) 1 ( 8.3) 3 (14.3) 45 (14.1)
B 1( 6.3 2(12.5 2(12.5 4 (222 10 (125 7 ( 81) 1 ( 9.1) 2(20.00 1 ( 1(91) 1(83 0 2 34 (10.6)
R 1( 63 1( 63 3(18.8 2 (11.1) 2( 2.5 4 ( 47 0 1(10.00 © 0 1(83 0 0 15 (4.7
e 0 0 3(18.8) 4 (22.2) 4( 50 1( 1.2 0 0 0 0 0 1(83 0 13 ( 4.1)
53 1( 63 0 0 0 2(25 6( 7.0 0 1(10.00 © 0 0 0 0 10 ( 3.1)
W 0 1( 63 3(18.8 1( 56 3(38 1(12 0 0 0 0 0 0 0 9 ( 2.8)
R Ar 0 0 0 0 4 (5.0 1(1.2 0 0 0 0 0 2 (167) 0 7( 2.2
G 0 1( 63 0 0 3(3.8 2(23 0 0 1(91) o0 0 0 0 7( 2.2
A R R R 0 1( 63 0 0 2( 25 3(35 0 0 0 0 0 0 0 6 ( 1.9
- 0 1( 63 1(63 0 2(25 1(12 0 0 0 0 0 0 1 .8) 6 ( 1.9
LR B 0 0 0 0 1( 1.3 2( 23 0 0 1(91) o0 0 0 1 8 5 ( 1.6
R 2 (12,5 0 0 0 0 1(12 0 0 0 0 0 0 0 3( 0.9
0 N 0 0 1(63 0 0 1(1.2 0 0 0 1(91) 0 0 0 3( 0.9
[N 0 0 0 0 2( 25 0 0 0 0 0 0 0 0 2 ( 0.6)
B~ =T 0 0 0 0 0 1(1.2 o0 0 0 1(91) o0 0 0 2 ( 0.6)
i 7k 0 0 0 0 0 1(12 0 0 0 0 0 0 0 1( 0.3
AEOUUERN 0 0 0 1( 56 0 0 0 0 0 0 0 0 0 1( 0.3
paxd 0 0 0 0 1( 1.3 0 0 0 0 0 0 0 0 1( 0.3)
arhE 0 0 0 0 0 0 0 0 0 1(91) o0 0 0 1( 0.3
H 1( 63 0 0 0 0 0 0 0 0 0 0 0 0 1( 0.3)
AL EE s 0 0 1(63 0 0 0 0 0 0 0 0 0 0 1( 0.3
1 A58 B 0 0 0 0 0 1(12 0 0 0 0 0 0 0 1( 0.3
0Bk 0 0 0 0 1 0 0 0 0 0 0 0 0 1( 0.3)
am% 0 0 0 0 1 0 0 0 0 0 0 0 0 1( 0.3)

oo T s 5(31.3) 6 (37.5 5 (31.3) 6 (33.3) 24 (30.00 28 (32.6) 3 (2 6 (60.00) 3(27.3) 3(21.3) 6(50.00 5 (41.7) 5 (23.8) 105 ( 32.8)
I 4 (25.00 6 (37.5 4 0 4 2) 17 (21.3) 24 (27.9) 2 (1 4(40.0) 3(27.3) 3(21.3) 6 (50.00 3 (25.0) 3 (14.3) 83 (25.9
TFEMED F 0 0 0 1 6) 3( 3.8 2( 23 0 1(10.00 © 1(91) 0 2 (16.7) 2 ( 9.5 12 ( 3.8
el 0 0 0 0 1( 1.3 2( 23 0 0 0 0 1( 83 2(167 1( 4.8) 7( 2.2
TR R 0 0 0 1( 56 0 2(23 0 0 0 0 0 1(83 0 4 ( 1.3)
F A 1( 63 0 0 0 1(1.3 1(1.2 0 0 0 0 0 0 1( 4.8 4 ( 1.3)
e 0 0 0 0 2(25 1(12 0 0 0 0 0 0 0 3( 0.9
PR 1( 63 0 0 1(56 1(1.3 0 0 0 0 0 0 0 0 3( 0.9
R G R 0 0 0 0 0 0 1(91) o0 0 0 0 1(83 0 2 ( 0.6)
MR OB T 0 1(63 0 0 1(1.3 0 0 0 0 0 0 0 0 2 (0.6
IR 0 0 0 0 0 0 0 2 (2000 0 0 0 0 0 2 ( 0.6)
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Hepatitis C

beclabuvir
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N=320
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2.7.6 il 2 DFRERD F & D Hepatitis C

BMS-790052/BMS-650032/BMS-791325 beclabuvir
System Organ Class (%) Group 1 Group 2 Group 3 Group 4 Grouwp 5 Group 6 Group 7 Group 8 Grouwp 9 Growp 10  Grow 11  Growp 12 Growp 13 Total
Preferred Term (%) N=16 N=16 N=16 N=18 N=80 N=86 N=11 N=10 N=11 N=11 N=12 N=12 N=21 N=320
Bk, BB LIOEMAHOH 0 0 0 0 1 (1.3 1(112 O 0 0 0 0 0 0 2 ( 0.6)
A (FRBLORY -7 %25
[4))
FFF i . 5 ek 0 0 0 0 0 1(12 O 0 0 0 0 0 0 1( 0.3
B 0 0 0 0 1(1.3 0 0 0 0 0 0 0 0 1( 0.3
AR == 0 0 0 1( 56 0 0 0 0 0 0 0 0 0 1( 0.3
FER IS BRI T E 0 0 0 1( 56 0 0 0 0 0 0 0 0 0 1( 0.3

Note: Events reported prior to or on the day of first dose of rescue therapy are included.

MedDRA Version: 16.1

Treatment Code: Group 1=DCV QD/ASV/325 75mg 24W GI-1 Naive, Group 2=DCV QD/ASV/325 75mg 12W GI-1 Naive,

Group 3=DCV QD/ASV/325 150mg 24W GI-1 Naive, Group 4=DCV QD/ASV/325 150mg 12W GT-1 Naive, Group 5=DCV/ASV/325 75mg 12W GI-1 Naive,
Group 6=DCV/ASV/325 150mg 12W GT-1 Naive, Group 7=DCV/ASV/325 75mg 12W GT-4 Naive, Group 8=DCV/ASV/325 150mg 12W GT-4 Naive,

Group 9=DCV/ASV/325 75mg 12W GT-1 Null, Group 10=DCV/ASV/325 150mg 12W GT-1 Null, Group 11=DCV/ASV/325 75mg 24W GT-1 Null,

Group 12=DCV/ASV/325 150mg 24W GT-1 Null, Group 13=DCV/ASV/325 75mg+RBV 12W GT-1 Naive

Program Source: /project24/bms212058/stats/primary/prog/tables/rt-ae-socpt.sas 28APR14:22:27
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2.7.6 il 2 DFRERD F & D Hepatitis C

BMS-790052/BMS-650032/BMS-791325 beclabuvir
APPENDIX 3 BBRERET (peglFNa/RBYV DOBIFRER]) RO OLNIBRELEEDDH 5T XTOEEESR (A1443014 R,
TRERE#5-H1)
System Organ Class (%) Group 1 Group 2 Group 3 Group 4 Growp 5 Group 6 Group 7 Group 8 Group 9 Growp 10 Growp 11 Group 12 Group 13 Total
Preferred Term (%) N=16 N=L6 N=16 N=18 N=80 N=86 N=11 N=10 N=11 N=11 N=12 N=12 N=21 N=320

TOTAL SUBJECTS WITH AN 10 ( 62.5) 10 ( 62.5 8 (50.0) 11 (61.1) 39 (48.8) 45 (52.3) 5 (45.5 7 (70.00 5 (45.5 6 (54.5 8 (66.7 9 (75.00 11 (52.4) 174 ( 54.4)
EVENT

e 3(18.8) 7 (43.8) 6 (37.5) 6 (33.3) 19 (23.8) 18 (20.9) 1 ( 9.1) 3(30.00 2 (182 1 ( 9.1) 2 (167 3 (2500 6 (28.6) 77 (24.1)
T 2 (12,5 5 (31.3) 2 (12,5 1( 5.6 8 (10.00 9 (10.5 0 1(10.00 1¢( 9.1) © 1(83 1¢(83 3 3) 34 (10.6)
N 1 3) 2(12.5 2 (12.5 3 (167 8(10.00 5( 5.8 1( 91) 2(2.0 1( 91 1( 91 1 0 2 ) 29 ( 9.1)
g 0 1( 63 2 (125 1( 56 2( 25 2(23 0 0 0 0 0 0 0 8 ( 2.5
1) 1( 6.3 0 0 0 2(25 4(47 0 1(10.00 © 0 0 0 0 8 ( 2.5
i T s 0 0 0 0 2(25 1(1.2 0 0 0 0 0 2 (16.7) 0 5 ( 1.6)
e 0 0 2 (12,5 0 2 (2.5 0 0 0 0 0 0 1(83 0 5 ( 1.6)
MILARE 0 0 0 0 0 1(12 o0 0 1(91) o0 0 0 1( 4.8 3( 0.9
A5 W MR R 0 1( 63 0 0 2(25 0 0 0 0 0 0 0 0 3( 0.9
TRE 1( 63 0 0 0 0 1(1.2 0 0 0 0 0 0 0 2 ( 0.6)
W 0 0 1( 63 1( 56 0 0 0 0 0 0 0 0 0 2 ( 0.6)
- 0 1( 63 0 0 0 0 0 0 0 0 0 0 1( 4.8 2 ( 0.6
G 0 1( 63 0 0 0 0 0 0 0 0 0 0 0 1( 0.3
LS E R 0 0 1( 63 0 0 0 0 0 0 0 0 0 0 1( 0.3
W% 0 0 0 0 1(13 0 0 0 0 0 0 0 0 1( 0.3

P S 4 6 (31.5) 2 ( 3 ) 14 (17.5) 22 (25.6) 1 ( 5 2 (1 3 2 ) 4 (33.3) 5 (23.8) T3 (22.8)
IR 3 5(31.3) 2 ( 2 ) 10 (12.5 18 (20.9) 1 ( 4 2 (1 3 2 7 3(25.00 3 ) 58 (18.1)
FEIED F 0 0 0 0 2(25 1(112 0 0 0 1 0 0 2 6 ( 1.9
VR R 0 0 0 1( 56 0 2(23 0 0 0 0 0 1(83 0 4 ( 1.3)
e=walies 0 0 0 0 0 2(23 0 0 0 0 0 0 1( 4.8) 3( 0.9
aRcit 1( 63 0 0 0 0 1(1.2 0 0 0 0 0 0 1( 4.8 3( 0.9
SR 0 0 0 0 1(1.3 1(12 0 0 0 0 0 0 0 2 ( 0.6)
MR OB T 0 1(63 0 0 1(1.3 0 0 0 0 0 0 0 0 2 ( 0.6
EIR 0 0 0 0 0 0 0 2(20.00 0 0 0 0 0 2 ( 0.6)
TR 0 0 0 0 1( 1.3 0 0 1(10.00 0 0 0 0 0 2 (0.6
PR 0 0 0 0 0 0 0 0 1(91) o0 0 0 0 1( 0.3
VR R 0 0 0 0 1(1.3 0 0 0 0 0 0 0 0 1( 0.3
IR 0 0 0 0 1(13 0 0 0 0 0 0 0 0 1( 0.3
PERE 1( 63 0 0 0 0 0 0 0 0 0 0 0 0 1( 0.3

— - AFEERS L OGN 4 (25.00 5 (31.3) 2 (12.5 5 (27.8) 12 (1500 6 ( 7.00 2 (18.2) 3 (30.00 3(27.3) 2 (18.2) 6 (50.00 3 (25.0) 4 (19.0) 57 (17.8)

DRTE
% 5 1( 63 0 0 9 (11.3) 3 ( 3.5 0 2(20.00 1( 9.1) 2 (182 3(25.00 2 (16.7) 4 (19.00 29 ( 9.1)
4 F7%iE 2 (12,5 3(18.8) 2 (12.5 4(22.2) 0 2(23 1(91) 0 0 0 0 1(83 0 15 (4.7
ra 0 1(63 0 0 1(1.3) 2(23 1 ) 2(20.00 2(18.2 0 0 0 0 9 ( 2.8)
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Hepatitis C

beclabuvir
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2.7.6 il 2 DFRERD F & D Hepatitis C

BMS-790052/BMS-650032/BMS-791325 beclabuvir
System Organ Class (%) Group 1 Group 2 Group 3 Group 4 Group 5 Group 6 Group 7 Group 8 Group 9 Growp 10 Grouwp 11  Group 12 Grouwp 13 Total
Preferred Term (%) N=16 N=16 N=16 N=18 N=80 N=86 N=11 N=10 N=11 N=11 N=12 N=12 N=21 N=320
IR 0 0 1(63) 0 0 0 0 0 0 0 0 0 0 1( 0.3
FER 2% FERE & OMthmRE & 0 0 0 0 3(3.8 447 0 1(1 2 ( 0 0 0 3 (14.3) 13 ( 4.1)
% ik 0 0 0 0 2( 25 2(23 0 1(1 2 ( 0 0 0 0 7( 2.2)
IR K] 0 0 0 0 1( 13 0 0 0 0 0 0 0 3(14.3) 4 ( 1.3
=% 0 0 0 0 1( 13 1(12 O 1(10.0) 0 0 0 0 0 3 ( 0.9
TR M 7 i 0 0 0 0 0 0 0 0 1(091) O 0 0 0 1( 0.3
A 0 0 0 0 0 1(12 0 0 0 0 0 0 0 1( 0.3
[ e R SR R 0 0 0 0 1( 13 0 0 0 0 0 0 0 0 1( 0.3
T M S HE IR 0 0 0 0 0 1(12 0 0 0 0 0 0 0 1( 0.3
R 2 (125 1( 6.3 0 1(56) 2(25 3(35 1(91) 0 0 0 1(83 0 0 11 ( 3.4)
M7 U7 F =8 1( 63 0 0 0 1(13) 1(12 O 0 0 0 0 0 0 3 ( 0.9
TI=vTI ) NI RART72T 0 0 0 0 1(13) 1¢(12 O 0 0 0 0 0 0 2 ( 0.6)
— T HN
LEX QT R 1(63 163 0 0 0 0 0 0 0 0 0 0 2 ( )
TARGXUBTI /) TR 0 0 0 0 (13 0 0 0 0 0 0 0 0 1
713“—‘"2\‘%7][]
AU L E 0 0 0 0 0 1(12 0 0 0 0 0 0 0 1( 0.3
M7 Ko s 0 0 0 0 0 1(12 O 0 0 0 0 0 0 1( 0.3
1R R SR AN 0 0 0 0 1( 13 0 0 0 0 0 0 0 0 1( 0.3
LEX QRS BHIER 0 0 0 1( 56 0 0 0 0 0 0 0 0 0 1( 0.3
DEM T i 1( 63 0 0 0 0 0 0 0 0 0 0 0 0 1( 0.3
TEEE 5 0 0 0 0 0 1(12 0 0 0 0 0 0 0 1( 0.3
RS RE AT sy 0 0 0 0 0 0 0 0 0 0 1(83 0 0 1( 0.3
IRE N 0 0 0 0 0 0 1(91) O 0 0 0 0 0 1( 0.3
R L O IR E 0 0 0 0 (1.3 2(23 1(91) 1(10.0 0 0 0 (183 3(14.3) 9 ( 2.8
kR 0 0 0 0 1(1.3) 2 1(9n 1(1 0 0 0 ( 8.3 9
R = 1( 63 0 0 1(56 1(13 1(1.2 0 1(1 0 0 0 0 0 5 ( 1.6)
IR g e 0 0 0 0 0 0 0 1(1 0 0 0 0 0 1( 0.3
IR 0 0 0 1( 56 0 0 0 0 0 0 0 0 0 1( 0.3
IR 9 FESE 1(63) 0 0 0 0 0 0 0 0 0 0 0 0 1( 0.3
#BH 0 0 0 0 0 1(12 0 0 0 0 0 0 0 1( 0.3
T 0 0 0 0 1(13 0 0 0 0 0 0 0 0 1( 0.3
B3 L ORI S 0 0 0 0 1(13) 223 1(09n) 1 . 0 0 0 0 0 5 ( 1.6)
BER 0 0 0 0 1(13 1(1.2 1¢( 91 1(10.00 O 0 0 0 0 4 (1.3
R IR 0 0 0 0 0 1(12 O 0 0 0 0 0 0 1( 0.3
JRYLE R L OV A BUE 0 0 0 0 1 (13 1(12 1(91) O 0 0 0 0 1( 4.8) 4 ( 1.3
Rl e g¢ 0 0 0 0 1( 1.3 1¢ 0 0 0 0 0 0 2 ( 0.6)



2.7.6 il 2 ORERD F L

Hepatitis C

BMS-790052/BMS-650032/BMS-791325 beclabuvir
System Organ Class Group 1 Group 2 Group 3 Group 4 Group 5 Group 6 Group 7 Group 8 Group 9 Growp 10 Grouwp 11  Group 12 Grouwp 13 Total
Preferred Term (%) N=16 N=18 N=30 N=86 N=11 N=10 N=11 N=11 N=12 N=21 N=320
B IRGES 0 0 0 0 0 0 1(91) 0 0 0 0 0 1( 0.3)
A e~ L~ Z 0 0 0 0 0 0 0 0 0 0 0 0 1( 4.8 1( 0.3)
EREGE L O EREE 0 0 1(63 1(56 0 1(1.2 0 0 0 0 1 0 0 4 ( 1.3
BRI AR RSE 0 0 0 0 0 0 0 0 0 0 1 0 0 1( 0.3)
B BN 0 0 0 1( 56 0 0 0 0 0 0 0 0 0 1( 0.3)
AR % 0 0 0 0 0 1(12 0 0 0 0 0 0 0 1( 0.3)
SRR et 0 0 1( 6.3 0 0 0 0 0 0 0 0 0 0 1( 0.3)
I s 0 0 1 23) 2 (111 0 0 0 0 0 1 0 0 0 4 ( 1.3)
FTH 0 0 1 3) 0 0 0 0 0 0 1 0 0 0 2 (0.6
IEAN 0 0 0 1( 56 0 0 0 0 0 0 0 0 0 1( 0.3
R 0 0 0 1 0 0 0 0 0 0 0 0 0 1( 0.3)
Mfigds L OV SRR 0 0 0 0 2( 25 0 0 0 0 0 0 0 1( 48 3(09
/R E 0 0 0 0 1( 1.3 0 0 0 0 0 0 0 1( 4.8 2 ( 0.6
251y 0 0 0 0 0 0 0 0 0 0 0 0 1( 4.8) 1( 0.3
PN HH L6 A o0 H e ) 0 0 0 0 1( 1.3 0 0 0 0 0 0 0 0 1( 0.3)
B L OkgREE 0 0 1 3) 0 0 1(1.2 0 0 0 0 0 0 0 2 ( 0.6
Hig 0 0 1 3 0 0 1(12 0 0 0 0 0 0 0 2
D 0 0 1 3) 0 0 0 0 0 0 0 0 0 0 1( 0.3
EEs 0 0 1 3) 0 0 0 0 0 0 0 0 0 0 1( 0.3
JHFAESE % e 0 0 0 0 0 0 0 0 0 0 0 1( 4.8 1( 0.3
EEULE Y ME 0 0 0 0 0 0 0 0 0 0 0 0 1( 4.8 1( 0.3)
B, PR L OLE A IHE 0 0 0 0 0 1(12 o0 0 0 0 0 0 0 1( 0.3
FoN— 0 0 0 0 0 1(12 o0 0 0 0 0 0 0 1

Note: Events reported prior to or on the day of first dose of rescue therapy are included.

MedDRA Version: 16.1

Treatment Code: Group 1=DCV QD/ASV/325 75mg 24W GT-1 Naive, Group 2=DCV QD/ASV/325 75mg 12W GI-1 Naive,
Group 3=DCV QD/ASV/325 150mg 24W GT-1 Naive, Group 4=DCV QD/ASV/325 150mg 12W GT-1 Naive, Group 5=DCV/ASV/325 75mg 12W GT-1 Naive,

Group 6=DCV/ASV/325 150mg 12W GT-1 Naive, Group 7=DCV/ASV/325 75mg 12W GI-4 Naive, Group 8=DCV/ASV/325 150mg

12W GT-4 Naive,

Group 9=DCV/ASV/325 75mg 12W GI-1 Null, Group 10=DCV/ASV/325 150mg 12W GI-1 Null, Group 11=DCV/ASV/325 75mg 24W GT-1 Null,

Group 12=DCV/ASV/325 150mg 24W GT-1 Null, Group 13=DCV/ASV/325 75mg+RBV 12W GT-1 Naive
Program Source: /project24/bms212058/stats/primary/prog/tables/rt-ae-socpt.sas

28APR14:22:27
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2.7.6 il x DRBRDOFE & Hepatitis C
BMS-790052/BMS-650032/BMS-791325 beclabuvir

2.7.6.22 Al443102 EER (BEEH)

HEBEOEE: V= /A7 1 O CHEHRITREEZRNRE LIEF I THXAENL, TAFTTLELK
N BMS-791325 @ [E & &R & 5 D 3 FHFER
BEREXEA. ARERMER R UM : 66 iik CKEXROZ=/L ~U 2 43 gk, B4 10 i,
F—=ALZ V7 THiRR. 77 A 6 sk
AFRICHR : Poordad F, Sievert W, Mollison L, Bennett M, Tse E, Briu N, Levin J, et al, on behalf of the

UNITY-1 Study Group. Fixed-dose combination therapy with daclatasvir, asunaprevir and
beclabuvir for non-cirrhotic patients with HCV genotype 1 infection. in press. ] Am Med Assoc.

(CSR {ERLIRF)
SHERHAR AERBEIAAH : 2013412 A 16 H
BT H - 201445 11 H 18 H
SHERDM : 34

B#Y

FTEEW

RIBIED CHRINFRPERE 12T 2544 T 12 1% T sustained virologic response (LA T, SVR12)
EREIE (BEHT 12 B0 C BFEU A2 (LUF, HCV) VAR (LT, RNA) EREER
TERAN (B SUIREET) ThoHrZ L eER] 2 ANV AIAREETHD 19%L 0 AEIC
W EER LT D,

Bl BE#

o HEIREDOIFRWBRF IZEIT D SVRI2 EREIGN, B A M) WA RBETHD 48% LV AEICHE
WZ LB BNICT D,

e A =7R— KT HCV RNA &2ER FIRAG (B SUIMEET) ofBREFEORIGZ, &5 1. 2,
4, 6, 8 KU 12 W%, WONIHEGHT 4 W% [FKEHT 4% TO sustained virologic response
(LLF. SVR4) #pkEla] | 8 % (5T 8 1% Td sustained virologic response (UL T,
SVR8) EHEHIA] MO 24 % [&G5#T 24 1% TO sustained virologic response (UL T,
SVR24) #HpEIG] OK R CaHiid %,

o % =7h— FTHCV RNA &3 E & FIRAmM (BREET) ofEoREG4a, &5 1. 2, 4, 6, 8
KON 2%, WG T 4, 8, 12 LN 24 1% O REATRHM T 5.

o FHaAKR— MIBILZEGKRTRLUBRE CORERERAEERLOFEREZICL 2 EG LD
HEERELE LT, G TOREMEETHNT 5,

o HKar—RMIBVWTHM (R—ZATFA L D~FZ 0 EMEN 10 g/dL LA ETH > 72 9BRE D, &
HHZ 10 g/dL R & 72 o 72 L) DR b BRE &S 2R+ 5,

o Kk — MNIIT D Grade 3 X 4 DFFEDERKRMRAMEILE [Division of AIDS (BLF, DAIDS)
DHFICHESE | MIRFIRT K OFHRERE 2 50] ORBFEIELHENT 5,

e HCV Y=/ XA 1DV THAF (la XL 1b) BNZ, %=k — T SVRI2 #EEIS %2 54
D

o (L H—uAFxr28B (LLF, IL28B) D—#kELA (LLF, SNP) TH D 1512979860 Difs 1
(CC XEFE CC) Bz, 4 ad— b T SVRI2 EkEIA % i+ %,

o JFRRHE(LD AT —UMIC, K adk— T SVRI2 2R LT- R E OEIS 23+ 5,
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2.7.6 il x DFRERDE L D Hepatitis C

BMS-790052/BMS-650032/BMS-791325 beclabuvir
HRRIBEH

o HCV DU A /v AN BT D MHEZ RISV TRl %,

ABRTHA Y

AR T A OB % Figure 2.7.6.22-1 1279, ABRIX, =/ Z A 710 CHRUSHETR PSR
ERIHBLELE 2 ak—bh, A= 0 TR TH -T2, 1| DO 3k — MIIRIGEOWERE 24
HAIL. b D 1 DO apR— MIUIBEEREDOBERE 2 A AN, TEMBREEIIA 400 61 RIGHE
B 300 BILL F, BEIREEGIRCK 100 f5l) Thote, T XCTOYREFIZF 7 742 AL (LR, DCV) |
TAF 7L EN (BLF, ASV) KLU beclabuvir (LT, BCV) (BMS-791325) @ DCV 3DAA D[HE
HAEEASE (LT, FDC) % 12 R OEG Lz, #5 12 B%»HITERGK THROBHRFE L,
B EH T4 24 87 - TEHGRAE LT,

FEEHIE A (X SVRI2 ZREIS & U, ARBRBHAA 24 %% (R5HT 12181%) (ZFHl L7z, BIREES
THH % SVR24 EEI G Kk OV Zett e L, ZaMEE&R G T 4 8% £ TRkl L7z,

Figure 2.7.6.22-1: REBRT YA~ O

Day1 Week 12 Week 24 Week 36

Naive Min 300 325/DCV/ASV Follow-up
. Arm2
Experienced ‘325/DCV/ASV -
p Max 100 /DCV/ Follow-up

t Primary Endpoint

HWERER GHEmE R U
T EMERE ST 400 BITHY . 472 BINBERSI LT, 9B 415 PINERE OB 54221 CRIBEH
312 5 S ONBETR IR 103 1)) . #5232 1F 7= 415 14 B & A WERRNT o OV B VEfRRIT I & 1=,

HERER BREERUBRNEEDOHE)

EIREE

KRB OKGET, 18 LD B L ThH-T, A2 Y —=1 ZHZ HCV RNA. HTHCV HiikK
HCV V= ZA T 1B THY, (1) A7V —=2THiob7al td 6 5 HiZblz->Tht HCV
PURBE. HCV RNA B IE HCV Y=/ 4 7 1 B TH D0, (2) FFAEm Tl
HCV B (LR O I RIEOFTH) BRI tonTnnick-T, Y=/ %471
O CHAUEVEFFR DGR SN BE TR T2 b0 L L=,

ZOMDOSEFIFILLTDOEFLY & LT,

e A U—="7W® HCV RNA &2 10* IU/mL (10,000 IU/mL) L\t
o UITOFTRNOIFEANRNI ERHERINLTND ¢
o AT V—=2 i 3FELNOFARR T Metavir #R#E(L A 27 FO~F3, LA TIZRT L H I
Fibroscan # L < {X FibroTest CRIZD A a7 THH Z L PRI N TS
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o R U—=27Hi1HLIND Fibroscan A 277 9.6kPaLl T THD (A7 U —=27Hi
1 F2LLNIZ Fibroscan 723 F&HiE S AL TWRWIEATR, 8 5-BRAARTIZHT72 1T Fibroscan Z1T 9
VERDHD)

e FibroTest A7 048 LT THY, TARTIXUET I ) b T A7 =7 —Bif/MK
A1 CTHD (AR X Fibroscan IIARE L9 5)

BB DN OBE T ETIHMI SN TW8E1E, FHAEROR R EESL L,

BROVEHE

DCV. ASV # L< X BCV &6 CHERT 2 A 7 D OIRERIE X IIIEAN~DZBEEN o 5 BHF . FE

BEEE SA (LLF, NSSA) XITIE#EEB 3/4 (LU, NS3/4) [HEE~ORBRENHHEE. T
FG=UT ) h AT 27— (LU, ALT) 2NHEMEME B[RO 5 5L ETHDHHRE, T v
N—)VEBRHFEORIELPHR SN TV IS G E2RE, e UL (LT, TBILID) 7% 34 pmol/L
(2 mg/dL) LLEDBREIIERAN LT,

BRERUVEEAE

HERE, FERUVHAZE. 5. oy +ES

WeBRFE 1L DCV 30 mg, ASV 200 mg 2 (N BCV 75 mg % & A3 2% DCV 3DAA FDC (7 4V ha—T ¢
Y78 AR (BRR) L7, oGtk s L, 1 B 20E 128[1T->72, DCV 3DAA FDC
ory bESL 5719, 5721 L5723 Th o7

WEBE FAZERUVAZ. H5HHE. Oy +ES
M HEOMEED -, DCV3DAAZE A RN b a ha—)L b g L7,

FHMfIE B

T3t

A ML

BeHHET 1201% O HCV RNA &2 H LT, AOMEOFEFHMEEE Th o RBE R — MIBIT5
SVRI12 2R EIE 25 L 7=,

Bl R AT 2 AT

BE 1, 2. 4, 6, 8 KON 1214, WG T 4, 8. 12 LN 24 %D HCV RNA &4 H L T,
PUFIZRT A ZIMEORIKEHAGIE B 2 5F4h L 7=,

o HEIGMEaA— MRS SVRI2 EREIS

o HKakR—RMIBITDH, LLTOHATO HCV RNA ENERE TIRARM (BH UImHET) ok
BAEOEIS &5 1, 2, 4, 6, SN 12#%, WNTHEGHKT 4% (SVR4 ZELEIS) | 8
% (SVRS ZERKEIS) K24 H% (SVR24 Zi%EIE)

o FKoak—MIBIFTDH, LLFOHETO HCV RNA E2VE&E FIRAN (BHET) ofERE 0|
BoEE 12, 4, 60 8 KON 12%, WNIHEGHT 4, 8, 12 K24 8%

o FKak—RhIBIFDH, HCVS = ) ZATF 1 OHTH A7 (1a XL 1b) B> SVRI2 FEREIS
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. %:ﬁ* MZFITF 5, IL28B D SNP T 5 1512979860 D&+ (CC XIEIE CC) B> SVRI2
EREE
o Kak— MNMIBITD, IFEILD AT — 0D SVRI2 EEIS

PRER A A D PERF AT

AOMEDOTRBARHIIEF X, N—=R T A VB, TG RO GHETERDO T A b A LR NI B4
LB FAEROERENEG 2T 52 L Tho T,

ZEeH
RO ERFHMER L, T, EERAEFR, HEPILICESTZHEFRES, Grade 3 T 4 D
KB ERE Th o7z,

g RE

AFRBR CUNEE L 7= 3y dEhe T — &iImVﬂMA@%ﬁm%%ﬁmtw%zmﬁ%&@%3mﬁ%
BRTT =T D, ZOFET ML, ANGERICKT 2 BB ICEBREZRERET H120, £/, VAL
A PRI RN B % KX T AT R ﬁ@&é%ﬁ%%m#ét WZEHAT 5, IEWENRE O OF S fEHT OfE
RIThEHRET 5,

EhE
R=ATA DA HE =Tz yFEEX 78 10 (LLTF, IP-10) O HHEREN SVRI2 ik
HFE L BEIZOWTHERE T 2,

HEtFi&

BNED FHAFMT — RIBEF] . RIBE R — MIBIT D SVRI2 ZERREIS D 95%EEX D TR A .
EAXANYIARBEMETHD 79%E ik Lz, RIgHEEIZ 300 FilE 35 &, 95%EFX O TR
79%% F[E]D . DCV 3DAA G DN RIBEFIZBNTE ZA MY BALRBETH S 19% %A EI1C EE5
EHRERRSIT DI, KT 84% (300 fBilH 252 i, 95%EHAIXIH] : 79.9%~88.1%) > SVRI2 2,
HEBKLETHoT-, RIBFEDO C BUEHIFREEHREICKS T2 A M) IARBEEITX, Y HAATEL
\ZB89°% NEUTRINO #BR DT — Z |ZHADNTWN D, KIGHEG 2 x5 & LA MEMAT Tld, DCV
3DAA DG E2ZTHY = ) XA T 1 OWERE OIEFIEHEK 300 Bl THIE, SVR ZREIA D 84%
PLETH-7284A . SVRI2 EREIS 2 S HEEME D 4.1% N DR E THEE TE DHERIT 5% & 72 5,

BIWEORBIRAT — BEIRIES] : BEIRIFE 2R — MZBIT D SVRI2 EREIES D 95%(EHEX O FIR% |
ERARNYBNARBEETHD 48%& ik L7c, BEVRRGIZ 100 fl& 35 & 95%(E X MO TR
48%% LAY | DCV 3DAA #ENEEEEFICHBWTE 2 R U BARBETH D 48% & HEIC EFHS
ERERMOT DR, BAIKTH 58% (100 filH 58 i, 95% E XM : 48.3%~67.7%) @ SVRI2 ik

HENKLETHoT-, B AN BUREMEIEL, RRBRICERE 2 EBEEFICONWTEAMNIT LIEES
#72 SVR ZREIAIZHESWTWS, BIEOHEIZHWZY 7 7 2AFOT—2 X, X7 A 2 —T <
2 (LLF. peglFN) KONU e U (LR, RBV) L L7 A 7L EVICET % HPC3007 7k
BROLOTHD, AHERENFOT — 2%, peglFN LN RBV L7V A7 L EVIZEET S
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C206 AEBDO LD ThH D, BEIREGIZ RS L LB MEMNT CiE, DCV 3DAA O G E2ZIT5HY =
B AT 1 OWERE DK 100 Bl THILL, SVR ZERLEIE DS 58%LL ETH - 7=5A . SVRI2 EkEIA
Ze BAHETETE D 9.7%LAN OKEEE THEE TX DHERIT 95% L 72 5,

LML D A NV ATEMEX . TRBRIES G451 2 5t B REaR BOMFAT K OV SR FE T 2 O CREAM L 72,
FEFHEIE H o SVRI2 FEREIAIL 2 oD ak— |k (CRiBFEaFR— N ROBEEaR— ) ozhz
MIZHOWTER L, il 95% FHE XM & IR Lz, SVRI2 EREIAICOWT DR, HKEKT 12
% D HCV RNA ED KT — & % Next Value Carried Backwards 52 AW CHELTZ, T72bb,
HKT 12 BHBOT — 2 DNRBIOWEREIZHOWTIL, HE-RT 12 8% OREHIFSZREIICE SN
72 HCV RNA JIEME % H T SVRI2 ORI ZMi5E LTz, o il Tr — 2 Wiz 7 7 —F
2 LD AENEHE R E AT TR E & L. ORI eIRRRERE 56 & LT, SVRI2 ERREIAIZ O
T. modified intent-to-treat (LA T, mITT) 7 70 —F KR OBIHT — & Z W=7 7o —FI2 k0 &
EfRNT 21T > 72, mITT 77 0 —F R OBHIT — % 2 W=7 7 a—FTlid, o F3a e e 5
il TR L Lz, mITT 7 7' 0 —F CORRHISEBRER 56 L Lz, BT —%Z2H\Wi=7
T a—FTONRNT, IBREEGH O S HEIEZRE T 2RSSV T, JEMEAS D8
B s L,

HELAERR, REFILCEST-FERES, EEENOFEFES (RBRIELBEET LA EFR.
BRI L ORREREZ b WEERESR) KOEES L — ROREBREELT ORBREE 25T
ML 2, & 2h— b L OVRERER 50 2RI\, RERBIM (35831 & OV BREAR)
BINZER LTz,

HER
WEREDNR, R—X 54 VRV AOMTFRESE
WeERF DNER % Table 2.7.6.22-1 12, X—2 5 A » KRN OREHFHYEE % Table 2.7.6.22-2 12777,

ARFRBRIZIL 472 BIOWEERE 3 BER S, 2D 9 b 415 BINEBIROF G- %3215 7= CRIBEB] 312 41
FOBETRHH] 103 #)  IBRIEOEGEZITT-HRED OB 973% 08 F G5 A 5E T Lz (RigHk
ak— bk 97.8%., BEGH AR — bk 96.1%) . H&5HIEOERBHITEATS (1.7%)  AHEFSR
(0.7%) THotz, 1l (02%) WDIEIROTZOIIRBREOK G52 F 1 Lz, £72, 76 (1.7%) »
NREAF5y [DANVARFRT LA 7 ZAb— (LT, VBT) ] OOIZifREOHRGEEZf L (R
TRIEM 6 51 K OBETRIF B 1 511)

NR—=2 T4 O NAFKHFNEEITIBB AR — FREITEEL L T\, #HERE O KSEIT B
(57.6%) T, HA (87.0%) Tholz, BA T 7V IRKEAN 99% T, 77 AMIH 3.1%
(WiR : 7T RO 4GB, TOTRA T AT 3B, TAVBA T 4 T2/ T T ABHAE
R3], Zzoftt 26, BARN1H]) Tholo, FhOFIEIL 557 TH Y . #ERF D 6.0%70% 65 %
UbkThHot,

AR TIEA 7 V) —= U TRETFEEZE OFT N WEE g & STV D03, JFEZ DA BEAR
W72 8RE 1 BITTIRBEE S e G- S, TRBRFEMRHIE D OBE D & i & Shi,

BB EIEEZOMEESBY . BB 5252 3 1-95hE 415 B0 5> BEY 4 55D 31247-% 312
5l (75.2%) 7% IFN/RBV XL HCV DAA EIEDORIREFITH Y . 103 1] (24.8%) HMEEIREHIThH -
Y
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Hepatitis C
beclabuvir

DR —AF A D HCV EEFMEIL 2 DD ak— FETHEEL L T\, 1BRMREmAEEOHRTE &P
. HREIT TR T = ) X A7 1O HCV KL Th 72, < OWHRE LT = /) Z A4 7 1la (73.3%)
T, XR—=Z2T7 A4 DA )L AE 800,000 [U/mL VL F (81.2%) T&H V. IL28B rs12979860 i1

1ZIECC TH-o7= (CT XU TT ; 742%) .

Table 2.7.6.22-1: HRBRE DR
Treatment-naive Treatment- Total
experienced
N=312 N=103 N =415
No. of subjects enrolled -- -- 472
No. of subjects treated 312 103 415
No of subjects excluded from the primary analysis 0 0 0
No. of subjects not completing the treatment period 7(2.2) 4 (3.9 11 (2.7)
Lack of efficacy 6(1.9) 1(1.0) 7(1.7)
Adverse event 0 329 3(0.7)
Pregnancy 1(0.3) 0 1(0.2)
No. subjects completing the study 308 (98.7) 98 (95.1) 406 (97.8)
No. not completing the study 4(1.3) 5(4.9) 9(2.2)
Withdrew consent 1(0.3) 2(1.9) 3(0.7)
Lost to follow-up 2 (0.6) 1(1.0) 3(0.7)
Death 0 1(1.0) 1(0.2)
Follow-up no longer required by the protocol 1(0.3) 1(1.0) 2 (0.5)
Table 2.7.6.22-2: N—=2 F A v E OB REEHER
Treatment-naive Treatment- Total
experienced
N=312 N=103 N =415
Age (years)
Mean 50.8 55.1 51.8
> 65 (n, %) 19 (6.1) 6 (5.8) 25 (6.0)
Gender (n, %)
Male 175 (56.1) 64 (62.1) 239 (57.6)
Female 137 (43.9) 39 (37.9) 176 (42.4)
Race (n, %)
White 270 (86.5) 91 (88.3) 361 (87.0)
Black/African American 34 (10.9) 7 (6.8) 41 (9.9)
Asian and Other 8 (2.6) 5(4.9) 13 (3.1)
Ethnicity (n, %)
Hispanic/Latino 15 (4.8) 9 (8.7) 24 (5.8)
Not Hispanic/Latino 297 (95.2) 94 (91.3) 391 (94.2)
HCV RNA
Mean (logio IU/mL) 6.44 6.65 6.49
HCV Genotype (n, %)
la 229 (73.4) 75 (72.8) 304 (73.3)
1b 83 (26.6) 28 (27.2) 111 (26.7)
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Treatment-naive Treatment- Total
experienced
N=312 N=103 N =415
Fibrosis Stage (by FibroTest) (n, %)
FO 150 (48.1) 37 (35.9) 187 (45.1)
F1 73 (23.4) 26 (25.2) 99 (23.9)
F2 31(9.9) 12 (11.7) 43 (10.4)
F3 41 (13.1) 20 (19.4) 61 (14.7)
F4 17 (5.4) 8(7.8) 25 (6.0)
IL28B rs12979860 Genotype (n, %)
CC 90 (28.8) 16 (15.5) 106 (25.5)
Non-CC 221(70.8) 87 (84.5) 308 (74.2)
Not reported 1(0.3) 0 1(0.2)
Bk

F AN MEEEANIE B OfE 5 & Table 2.7.6.22-3 1Zx L, L FICERT 5,

o CHAUBMEFRWEIERE I DCV 3DAA FDC % 12 8% 5 L7= & & D SVRI2 ELEIAILE L . Rk
Faks— N ERRREaR— OB EFTE AN Ivary ha—L& kmo7,

o  RiR¥EadR— bhd SVRI2 FEEIATE 92.3% (95%(EHEIXH : 89.4%~95.3%) TH 7=, &
FEX O TR (89%) IXHFANCHE L A MU W AZRBME (79%) Z EE->TWVW5DZ &M
5, ZOak—bhO SVRI2 EREIGIZE A MY ALary ba—L LV AEIZE N EIVR
S,

o FERHE R — hd SVRI2 ZEEIATL 89.3% (95%(EHEIXH : 83.4%~95.3%) TH-7-, &
X O TR (83%) IZHFRNCHE L 2 MY WLRBIE (48%) % LEl->TW\W5DZ &
b, ZOak— RO SVRI2 FHHEEASIZE A NI Iray ba— A XD BEIZEWD LR
S,

o RIBWEaAR— F TIRBEIROI 255 7- 312 Bl 5 b 24 B (7.7%) X SVRI2 % =R u‘mxo
7o 24 BIOWERIZ, 5 THFIT responder [HCV RNA &EHVE & FIRAN M (BRHEET) L&
THHOTERNTANARZEY T 7 AHFRD Hiviz 301 Bild 15 61 (5.0%) K OFEH-FIZ xjmwu
HIZ 961 (2.9%) [VBT 233O b 6 1 (1.9%) KOG THFHZ HCV RNA M%Ijéim
72361 (1.0%) 1 TH 5D,

o PEIRWE AR — N CTIRBRIRDE 2515 7= 103 Bl 5 B 11 61 (10.7%) 1% SVRI2 Z K L7RD»
7oo 11 BIOWERIL, F5HE THRFIC responder Th o 72BN A VAT Y T 7 ZANGRD Hivz 98
Bl 6 5] (6.1%) KUWSHHT 12 % LK HCV RNA &0 KHEITH -7 16 (1.0%) . W
(G NRD BTz 4 B (3.9%) [VBT 258D 572 2 6] (1.9%) KO THREZ
HCVRNA#@HjéWizWJ (1.9%) 1 TH 2,

o 2 OMaR— MERD SVRI2 BEAEIA L, . MR, AFLOHUEIZ K0 &K Lo
T—EBLTENPS T,

o Kak— D SVRI2 EREIGIZY = /) XA 7 la XL b IZX b TEMNo72 CRIGEaAR— b -
TN 90.4%K N 97.6%, BEIRE AR — b : 211 85.3%K& TN 100%)

e IL28B @ SNP Th 5 1512979860 D1 (CC XIiEFE CC) (12X B, fj=a— KT SVRI2 £
REISIZE Mo T2 CRIGEaAR— b : TN 944% KL 91.4%, BERFEaR— b 2hEh
93.8% &% T 88.5%) .

e ~N—ZF 1@ HCV RNA &% 800,000 IU/mL AJiti D#EERE TIL SVRI2 R EIAIE 96.2% (78
il 75 41) TH Y . 800,000 IU/mL LA EDOHERFE TiE 90.5% (337 #ilH 305 f#)) Toh -7,
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e RiAPEa7R— FTl, FibroTest (2 X Y ¥E LIZFRRHEAL DT X TD AT — T SVRI2 EkEIS
TE <. 882% (F4) ~100% (F2) O#iPHTdh ~7=, BRI AR — b TlE. SVRI2 EREIAIT
66.7% (F2) ~100% (F1) O#iHTH -7,

e SVR24 #ERREIAIL, RIBE R — M T 90.7% (95%(EHEX M : 87.5%~93.9%) . BEIRHE a7k
— N TiX 88.3% (95%(SHEIX M : 82.2%~94.5%) TH 7=, SVRI2 ZER LT-HHREDHI L 6
B3 SVR24 Z 2R L7 7o 7o CRIBEHEG 5 1 L OBEREG] 1 61) . RiEEIBm— D SHID
BH3FNE, BT 12 8% HCV RNA 2VE & FIRARN (BREET) 2ER LN, vA LR
U T TANRRD BT, TAINVARFER) T T ANRED LT 3 BlogkERE 4B D EHREC
1 DIEFMEZS A A LTz, 550 O 3 61 CRIGHES 2 #il. BEEHEHS 14 13854 T 24
1% D HCV RNA EX K TH 72728, SVR24 RZERRIZHFE I Tz,

Table 2.7.6.22-3: ER B REFHMEE B

Number of Subjects (%)

DCYV 3DAA
Treatment Naive Treatment Experienced
N=312 N =103
HCV RNA <LLOQ, TD or TND
Imputed (primary)?
SVR12 288/312 (92.3) 92/103 (89.3)
GT-1a 207/229 (90.4) 64/75 (85.3)
GT-1b 81/83 (97.6) 28/28 (100)
mlITT (secondary)
SVR24 283/312 (90.7) 91/103 (88.3)
GT-1a 202/229 (88.2) 63/75 (84.0)
GT-1b 81/83 (97.6) 28/28 (100.0)
Nonresponders (NonSVR12) 24/312 (7.7) 11/103 (10.7)
Post treatment failure 15/312 (4.8) 7/103 (6.8)
Relapse 15/301 (5.0) 6/98 (6.1)
Missing HCV RNA at FU Week 12 + 0 1/98 (1.0)
On-treatment failure 9/312 (2.9) 4/103 (3.9)
Breakthrough 6/312 (1.9) 2/103 (1.9)
Missing or detectable HCV RNA at EOT 3/312 (1.0) 2/103 (1.9)

2 SVRI12 (imputed - last observation carried backwards): subjects with missing HCV RNA at follow-up Week 12
who had HCV RNA < LLOQ, TD or TND at the next available measurement were considered responders for
SVR12

Abbreviations: DCV 3DAA - combination of DCV (30 mg BID) plus ASV (200 mg BID) plus BCV (75 mg BID);

EOT - end of treatment; FU - follow-up; GT - genotype; HCV - hepatitis C virus; LLOQ - lower limit of

quantitation; mITT - modified intent-to-treat; RNA - ribonucleic acid; SVR12 - sustained virologic response at

follow-up Week 12; TD - target detected; TND - target not detected

z&H

DCV 3DAA OF TR IF 2B/ E R LT, BEHPOZEMEORESR % Table 2.7.6.22-4 127k L, LLT
WCHERT D, 2B, 5% EOPBREIZED b T-AEFER, T XTOAEFLR L OB & B
HDHT X TOHEFROEFIT APPENDIX 1. APPENDIX 2 & T8 APPENDIX 3 (ZZF N F 1R d,
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o | BIOHERE PRI G D 20 BRZIZ~v A U ROT VT TV T AOBMEHRGIZL VT
L7z, ZORTITIRBRM Y EATNC X 0 1GBREE L B2 L LW STz,
o BEHEHOEELAEFEFEN TH (1.7%) \[ZHE Iz, 2FILL FICHRE S EE LA HEFSIE

72, BERAEFRIITIUHRBRIYEMIZLY JA%%EJ: B 72 L &Il < iz,

o AEHFELBICLDHBBHEOEZEG N 3H] (0.7%) (25RO B [Grade 3 D ALT KL YT A8
FTEXUIEBT I ) T A7 2T —E (AST) HEMFEEL L7 1], Grade 4 © ALT HEINA R L

72 11} OY Grade 1 OARMRIENFBELL7Z 1611 . Z O 3FIF4E72 SVRI2 K LT,

o 5P Grade 3 Xt 4 DEEEZLORBEIGIL 3.1% TH o172 CRIBER] : 3.2%. BEIEEG]

2.9%) .

o LI HALNTEAEES (10%LL R 138, K. FRENELTH- T,
o FED Grade 3 XIE 4 DGR AE RS (DAIDS OAYFEICH S & | MRS HIEE K O HE B
Zaite) DARBRORKGHIEE Th o7,

 Grade 3 & 4 OMEFMIREFIMHTH 72 (0.5%LATF) o HiL (~EFZHEVD 100 g/dL
Kl TOWD & EFE) 2261 (0.5%) 1ZFEH BT,

o BHHD Grade 3 X% 4 D ALT 725 1961 (4.6%) 12788 H4L, Grade 3 Xi% 4 @ AST #
W H] (2.2%) IR BT,

o N—RT A D ALT NI AST MIHMEE LR 2 X TW 2T X TOHERE O 5 b K7L
G TRFE TIZIEFE/E LTz (ALT : 77.9%. AST : 86.5%) ., &8l L 72 ALT/AST 2% D
WEITEHESCNTH -T2, W (D7< &b 1 Grade DIETF) £ TOHMO T RAEIX, ALT T
128 H, ASTTIZ7H CTH o7z, X—=AT A IEEGF O Grade (W T EWF)
\ZEET 5 £ TOHM O T RfEIL, ALT Tl 29 A, AST Tl 145 B TH o7, HAD
Grade 3 X% 4 ® ALT KON AST 8% £ TOWR O RfEIL, Zh 4 85 HEL U84 HTH-
776

e Grade 3 X% 4 @ TBILI #ANIAGER TILHE S o7, £72. Hy's Law SUTFEFIVERT
P DRI REME D FEYEIZFE Y LB bl e o T=, 1 FlOBRE 12, &5 12 8%
Grade 4 @ ALT ¥/ (833 U/L, ¥ LFRD 20 %) 2330 HAL, FIKFIZ Grade 2 @ TBILI
¥4 (39.3 umol/L, ZEYEE EFRD 1.9 %) KO Grade 0 D7 VB VKA T 7 Z—E (111 UL,
FEVEME ERRATH) AR HIT2, Z OWBRE LRS- 12 BRI ALT HM& Y AST Bz L v
b A2 L7-, ALT. AST X OV TBILI ® FH-1Z8G-9 176459 2 @ CTEIE LT~

o BEM®D Grade 3 XX 4 DU NR—VEEN 166 (3.9%) ([T iz, _m%aﬂiﬁ" iﬁgr“
FINCEE TR o7z, I L Tt Thy, AEFRLE L COMRELES Z L1372
nolz,

Table 2.7.6.22-4: BEFHOREME — IR EH]

Number (%) of Subjects

Treatment Naive Treatment Total
(N =312) Experienced (N =415)
(N=103)
Adverse Events

Deaths 0 1 1
SAEs 4(1.3) 3(2.9) 7(1.7)
AEs leading to discontinuation of study 0 3(2.9) 3(0.7)
therapy
Grade 3/4 AEs 10 (3.2) 3(2.9) 13 (3.1)
Most frequent AEs (> 10% overall)

SAYR 77 (24.7) 29 (28.2) 106 (25.5)
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Number (%) of Subjects

Treatment Naive Treatment Total
(N =312) Experienced (N =415)
(N=103)
il 54 (17.3) 14 (13.6) 68 (16.4)
T 44 (14.1) 14 (13.6) 58 (14.0)
b 41 (13.1) 15 (14.6) 56 (13.5)
Laboratory Abnormalities
Anemia (decline in hemoglobin to 1(0.3) 1(1.0) 2(0.5)
<10.0 g/dL)
Grade 3/4 laboratory abnormalities
Neutrophils 1(0.3) 1(1.0) 2 (0.5)
Lymphocytes 0 1(1.0) 1(0.2)
INR 1(0.3) 0 1(0.2)
ALT 11 (3.5) 8(7.8) 19 (4.6)
AST 4(1.3) 54.9) 922
TBILI 0 0 0
Lipase 11 (3.5) 5(4.9) 16 (3.9)

Abbreviations: AE - adverse event; ALT - alanine aminotransferase; AST - aspartate aminotransferase; INR -
international normalized ratio; SAE - serious adverse event; TBILI - total bilirubin

Z D

HCV &4

o SVR24 ZEREIGIX, V= /) F AT la ORIBFEFITIZ, X—ZAT AL TNSSA DT LEI (Q)
30 DT XV BREBNRBD SN2 o e WBRE DTN, XR—AT A TINHOT X/ FREHN
BOLNTHHRE LV EhoT-e LIL, P/ Z AT la ODEEIREH TIZ, XR—AF 4D
NSS5A FHIRICEIT 57 I BRiEHRIC >bb%¢sw&4$&% ERRETH T, Y=/ A
ifm®ﬁ%%TM\N—X§4V®N$AEW BIF57T I BE#IL SVR24 EREIS T2
RIE S o,

o Vx ) HAT la DPBHRETIZ, N—ZAFT AL D NS3 DT /IL¥= //m)w5@7‘/%%mﬁ
B BT ARERE DEIEIMEN -T2, 2R SVR24 FERREIAICITIZE ALY, XiTE B
%&ié&ﬂotoW%wx%%ﬁmﬁﬁﬁfy:/&471b&ﬁﬂ&méﬂt%ﬁ%iw&
Do T,

o Vx ) HAT la DWHRETIZ, N—ZXT 4D NS5B DT T = (A) 421 OF 3/ EEEHI
SVR24 FEREIGICHEZ KT S 720 EE X DIz (NSSB-A421 23380 L7 #5E TlE 60.0%.
NS5B-A421 N3RS o 2R E Tl 71.9%) . U A IV AZREORESTY = ) 2 A
1b & BeHIRE S AV BBRFT 1T R Do T,

N— R 7 A 2D NSS5A/NS3/NSSB FEIKIZE 1T 27 2/ BEHOMAE DY

o AL AFRIEENICRIE T A _N— 2T 1 D NS5A. NS3 X% NS5BfEIRICHBIT 57 I / EiEh
DETEDMBEDEITRNEZZ BN, B, 7 A VAR NGRS SN TR E 1305
T%Ofk—o
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2.7.6 il x DRBRDOFE & Hepatitis C
BMS-790052/BMS-650032/BMS-791325 beclabuvir

HEEF 5 T D NSSA/NS3/NSSB AR B i 28 B o fH A5 ot

o U AINVARLIENINGRD ST < OWBRE TIE. 2 AN 3 FNT K9 D KA B2 F A3 ]
REIC R STz,
o Tz /)HAT la OEREICENT, BN TR b2 < FFFICHH S U7 NS5A & T NS3
O FRFN it RS B DFL A A H X NS5A-Q30 & NS3-R155 T 0 . SRANME: B2 B A3k
H ST HBRE D 75.8% (33 Bilh 25 fl) (2R HiTz, F7z, EHREE T b % < RIKEC
FrH &7z NSSA, NS3 LT NS5B O A jfi i BE i 28 ﬂ@ﬁﬂﬁ/\bmi NS5A-Q30, NS3-
R155 TN NS5B-7'12 U & (P) 495 Th 0 | JEAIMM: BT F N 1 S L7 o 72.7%
(11 B 8 ) 1TFBD BT,

tEm

e DCV 3DAA 513, HCV V= / ¥ A 7 1 ORIEE K OBERE OPRE OIEFICB WA TH
HTENREINTZ, RIGED C BUBMEFRGERFI2F 1T D SVRI2 ZERKEIG [92.3% (95%(5HH
XE : 89.4%~953%) ] 1%, B A MU HLay ha—/LEDRIC LD, FRNCHE L ER
PO IAEA 7= LT,

e SVRI2 ZELEIAIL., DCV 3DAA JRE%E 1T T2 RIGH K OBEIRIR O 7 ORBRF 2B WT, V=
JHEAT 1la 85%) KONV =/ XA 7 1b (97%H) 2L bF EmhoT,

o fFfn, MR, Hlk, N—ZXTFA DTS NAEBERNS 2 )X AT 1 OV T XA TIZLEETT
IN—T% LT, & SVRI2 EREE NS LT,

e DCV 3DAA I, IL28B Efn+® SNP T 5 rs12979860 DiEfx+72y CC XL CC DWW T
B, RIBELROBEHREOWSRE CEWARIMEZ R Lz, SVRI2 ZREIGIT, #EisA2 CcC o
RIBRB) S OBEIBIFRBI TIEIENEI 94.4% M ) 93.8% CTH Y | Eis T HAFE CC ORIBHEFI L O
BEVRIRB TIXZENEFH 91.4% K N 88.5% T - 7=,

o RIGEE R — K TlX, FibroTest (2 X 0 ¥E L= FBRMEIL DT X TD AT — T SVRI2 ZEREISE
TE <. 882% (F4) ~100% (F2) O#iPHTH -7z, £z, BEEE 2R — FTiX 66.7% (F2)
~100% (F1) O#iFATH -7z,

o HENRAEFEFROFBIEE (LT 2%AN) KOEGHILICEsTEAEFROBHREE (2K
T 1%AR) K- 72,

o EHH® Grade 3 X 4 DAEFEFRGORKOFEBEGITILS (3.1%) . 2A— MATHEETH -
7o (CRIGEE=aAR— b 1 3.2%, BEEHaAR— b 1 2.9%) .

o JEBREKIL HPHAAIT Grade 3 NI 4 D~EZ B B UREEIGED DAL WEBRE 1T oo 7,

e Grade 3 X34 D ALT EH K ONAST EHDMEWVEEE TRO NN Q5D ak— T, EnE
AL 4.6%M TN 2.2%) . BHEOSE T IH IEZITHESNCFITE LTz,
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2.7.6 fll x DFRERD E & 0 Hepatitis C
BMS-790052/BMS-650032/BMS-791325 beclabuvir
APPENDIX 1 5% EOBBREIZRD bNT-AEES (A1443102 RBR, 1RBRIEEE-H)
Experienced
System Organ Class (%) Naive DCV/ASV/325 DCV/ASV/325 Total
Preferred Term (%) N=312 N=103 N=415
TOTAL SUBJECTS WITH AN EVENT 246 (78.8) 83 (80.6) 329 (79.3)
e 123 (39.4) 37 (35.9) 160 (38.6)
T 44 (14.1) 14 (13.6) 58 (14.0)
3D 41 (13.1) 15 (14.6) 56 (13.5)
[i5eA 18 ( 5.8) 1 (1.0 19 ( 4.6)
AR 99 (31.7) 37 (35.9) 136 (32.8)
B 77 (24.7) 29 (28.2) 106 (25.5)
& - REEER LU GEIOIREE 79 (25.3) 22 (21.4) 101 (24.3)
e 54 (17.3) 14 (13.6) 68 (16.4)
ROYER L O%A B 57 (18.3) 27 (26.2) 84 (20.2)
SAHEESS 15 ( 4.8) 9 (8.7) 24 ( 5.8)
FRGERG 10 ( 3.2) 8 (7.8) 18 ( 4.3)
FsthlE 55 (17.6) 17 (16.5) 72 (17.3)
RARYE 26 ( 8.3) 7 ( 6.8) 33 ( 8.0)
ek BB L O S ikeE 59 (18.9) 12 (11.7) 71 (17.1)
ESERR 20 ( 6.4) 3 (2.9 23 ( 5.5)
R L O THfEE 45 (14.4) 9 (8.7) 54 (13.0)
s, MRS K ONRER R 37 (11.9) 11 (10.7) 48 (11.6)
FEpR R 16 ( 5.1) 8 (7.8) 24 ( 5.8)
BE, TER I ONESOHE 17 ( 5.4) 5 (4.9) 22 ( 5.3)

MedDRA Version: 17.0

Program Source: s:\rho\bms\hcv daa\studies\ai443102\tables\rt-ae-145-v0l.sas

19FEB2015 10:45
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2.7.6 il x DFRERDE L D Hepatitis C

BMS-790052/BMS-650032/BMS-791325 beclabuvir
APPENDIX 2 BREREGFICRDOONTET R TOEEES (A1443102 FABR. 1RRELEH)
Experienced

System Organ Class (%) Naive DCV/ASV/325 DCV/ASV/325 Total
Preferred Term (%) N=312 N=103 N=415

TOTAL SUBRJECTS WITH AN EVENT 246 (78.8) 83 (80.6) 329 (79.3)

e 123 (39.4) 37 (35.9) 160 (38.6)
T 44 (14.1) 14 (13.6) 58 (14.0)
HEL D 41 (13.1) 15 (14.6) 56 (13.5)
[i5eA 18 ( 5.8) 1 (1.0 19 ( 4.6)
- 12 ( 3.8) 2 (1.9 14 ( 3.4)
RS AR 10 ( 3.2) 2 (1.9 12 (2.9
{EF 9 (2.9) 3 (2.9 12 ( 2.9)
AR 9 (2.9) 3 (2.9 12 ( 2.9)
j:ﬂ’g%[g?ﬁ? 7 (2.2) 4 ( 3.9) 11 ( 2.7)
REERezin 7 (2.2) 0 7 (1.7
e 6 (1.9 1 (1.0 7 (1.7
M PRz 4 (1.3) 0 4 (1.0)
LGl 3 (1.0 1 (1.0 4 (1.0)
ks 2 (0.6) 2 (1.9 4 (1.0)
([ERERE U ez 35 3 (1.0 0 3 (0.7
77 2PN 2 (0.6) 0 2 (0.5)
N = 2 (0.6) 0 2 (0.5)
NI IEERL 1 (0.3 1 (1.0 2 (0.5
AP AR 1 (0.3) 0 1 (0.2)
rEEE 0 1 (1.0) 1 (0.2
AR 1 (0.3) 0 1 (0.2
e fg 1 (0.3) 0 1 (0.2
i 0 1 (1.0 1 (0.2
=D 1 (0.3) 0 1 (0.2
B 0 1 (1.0 1 (0.2)
AR 1 (0.3) 0 1 (0.2
PR 0 1 (1.0) 1 (0.2
ES 1 (0.3) 0 1 (0.2
mp=i-yi 1 (0.3) 0 1 (0.2
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2.7.6 il x DFRERDE L D Hepatitis C

BMS-790052/BMS-650032/BMS-791325 beclabuvir
Experienced

System Organ Class (%) Naive DCV/ASV/325 DCV/ASV/325 Total
Preferred Term (%) N=312 N=103 N=415
e 1 (0.3) 0 1 (0.2)
BIER 1 (0.3 0 1 (0.2)
1 e 0 1 (1.0) 1 (0.2
TR 1 (0.3 0 1 (0.2
S 1 (0.3 0 1 (0.2)
FOFERGT 1 (0.3) 0 1 (0.2
ARIHES 1 (0.3 0 1 (0.2
HRER Bl 1 (0.3 0 1 (0.2
Eerrel 1 (0.3) 0 1 (0.2)

TR AR 99 (31.7) 37 (35.9) 136 (32.8)
B 77 (24.7) 29 (28.2) 106 (25.5)
B L 13 ( 4.2) 5 ( 4.9) 18 ( 4.3)
AR 5 (1.6) 3 (2.9 8 (1.9
EE S 3 (1.0 3 (2.9 6 (1.4)
R S 3 (1.0) 2 (1.9 5 (1.2
R RERRE S 4 (1.3) 0 4 (1.0)
fERJIR 4 (1.3 0 4 (1.0
TR BURR 3 (1.0 0 3 (0.7)
ISR SR 0 2 (1.9 2 (0.5)
Aol 1 (0.3) 1 (1.0) 2 (0.5)
A EARRSR 1 (0.3) 1 (1.0 2 (0.5)
R 1 (0.3) 0 1 (0.2)
A 1 (0.3) 0 1 (0.2)
PR 1 (0.3) 0 1 (0.2
SRR 0 1 (1.0 1 (0.2)
AR 0 1 (1.0) 1 (0.2)
s 1 (0.3) 0 1 (0.2)
LT PERA 1 (0.3 0 1 (0.2)
T IR AR E R 1 (0.3 0 1 (0.2)
IR ) R A 0 1 (1.0 1 (0.2)
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2.7.6 il x DFRERDE L D Hepatitis C

BMS-790052/BMS-650032/BMS-791325 beclabuvir
Experienced

System Organ Class (%) Naive DCV/ASV/325 DCV/ASV/325 Total
Preferred Term (%) N=312 N=103 N=415
IR 2 (0.0) 0 2 (0.5
NEEEDS 2 (0.06) 0 2 (0.5)
IR 2 (0.06) 0 2 (0.5)
el 1 (0.3) 1 (1.0 2 (0.5)
R 2 (0.06) 0 2 (0.5)
A WVAVE ERGERG 1 (0.3) 1 (1.0) 2 (0.9
i) = 0 1 (1.0) 1 (0.2
m 0 1 (1.0 1 (0.2)
FHERAS 1 (0.3) 0 1 (0.2
B 0 1 (1.0) 1 (0.2
FaIK 1 (0.3 0 1 (0.2
7 A VA B 1 (0.3 0 1 (0.2
A VAR EE G 1 (0.3) 0 1 (0.2)
D 1 (0.3) 0 1 (0.2
AR A JVA G 1 (0.3 0 1 (0.2
EARIES 0 1 (1.0) 1 (0.2
WEERZS 1 (0.3 0 1 (0.2
JNFHZ 1 (0.3) 0 1 (0.2
AR e P Bk 1 (0.3) 0 1 (0.2
LU BRI HTREESS 1 (0.3) 0 1 (0.2
Hitide 0 1 (1.0) 1 (0.2
Jase=ra 1 (0.3 0 1 (0.2
A L APHIFEESS 1 (0.3) 0 1 (0.2
SN E R 0 1 (1.0 1 (0.2)

FEppfEE 55 (17.6) 17 (16.5) 72 (17.3)
RARSE 26 ( 8.3) 7 ( 6.8) 33 ( 8.0)
Rz 9 (2.9 3 (2.9 12 ( 2.9)
e 1 6 (1.9 2 (1.9 8 (1.9)
Sy 2 (0.6) 4 (3.9 6 (1.4)
R 5 (1.0) 1 (1.0) 6 (1.4
mH o255 1 (0.3 2 (1.9 3 (0.7)
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2.7.6 il x DFRERDE L D Hepatitis C

BMS-790052/BMS-650032/BMS-791325 beclabuvir
Experienced

System Organ Class (%) Naive DCV/ASV/325 DCV/ASV/325 Total
Preferred Term (%) N=312 N=103 N=415
Loty 1 (0.3 1 (1.0 2 (0.5)
Tk 2 (0.6) 0 2 (0.5
2R 2 (0.6 0 2 (0.5)
TER2 1 (0.3 0 1 (0.2)
B OPE 1 (0.3 0 1 (0.2)
ROy ASTRER 1 (0.3) 0 1 (0.2
LI 1 (0.3 0 1 (0.2
R 0 1 (1.0 1 (0.2)
B ARIRIE 1 (0.3) 0 1 (0.2)
U e R—To 1 (0.3) 0 1 (0.2
EGarint 1 (0.3) 0 1 (0.2)
A 1 (0.3) 0 1 (0.2)
ZRLR 1 (0.3 0 1 (0.2

AR ds L OSE B kHRe 59 (18.9) 12 (11.7) 71 (17.1)
EAE 20 ( 6.4) 3 (2.9 23 ( 5.5)
g 14 ( 4.5) 2 (1.9) 16 ( 3.9)
R 12 ( 3.8) 4 (3.9 16 ( 3.9)
iiEs 5 (1.6) 1 (1.0 6 (1.4)
eI 5 (1.6) 0 5 (1.2)
DU 4 (1.3 1 (1.0) 5 (1.2
ReRfiZe 1 ( 0.3) 1 (1.0 2 (0.5)
HINE T 1 (0.3 1 (1.0 2 (0.5)
FER 2 (0.6) 0 2 (0.5)
B 1 ( 0.3) 0 1 (0.2
VIR IR 1 (0.3 0 1 (0.2)
ARG 1 (0.3 0 1 (0.2
AT 1 (0.3 0 1 (0.2)
MERIRRZEH 1 (0.3 0 1 (0.2
LRI 1 (0.3 0 1 (0.2)
Fiatie 1 (0.3 0 1 (0.2
g A0 1 (0.3) 0 1 (0.2
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2.7.6 il x DFRERDE L D Hepatitis C

BMS-790052/BMS-650032/BMS-791325 beclabuvir
Experienced

System Organ Class (%) Naive DCV/ASV/325 DCV/ASV/325 Total
Preferred Term (%) N=312 N=103 N=415
SRR 1 (0.3) 0 1 (0.2
SEIECHIIES 0 1 (1.0 1 (0.2)
TRt 0 1 (1.0 1 (0.2
ke 1 (0.3 0 1 (0.2)
Jesig 0 1 (1.0 1 (0.2
s 1 ( 0.3) 0 1 (0.2

FERGE O AR 45 (14.4) 9 (8.7) 54 (13.0)
7 3 PEIE 15 ( 4.8) 0 15 ( 3.6)
3845 9 (2.9 1 (1.0 10 ( 2.4)
HEAE 6 (1.9 1 (1.0) 7 (1.7)
FeR&H 1 (0.3 1 (1.0 2 (0.5)
R R 2 (0.6) 0 2 (0.5)
BRI, 1 (0.3) 1 (1.0) 2 (0.5
pis2S 2 (0.6) 0 2 (0.5
V& 2 (0.6) 0 2 (0.5
WX 2 (0.6) 0 2 ( 0.5)
=RS 1 ( 0.3) 1 (1.0 2 (0.5)
SRSt 0 1 (1.0) 1 (0.2
PR S 0 1 (1.0 1 (0.2
& AMERESE 1 (0.3) 0 1 (0.2
HIHE 0 1 (1.0 1 (0.2)
ZiTE 1 (0.3) 0 1 (0.2
JNDfEE 1 (0.3) 0 1 (0.2)
BT 1 (0.3 0 1 (0.2)
RS 1 ( 0.3) 0 1 (0.2
AUPRH L 1 (0.3) 0 1 (0.2)
BEMEE O FEIE 1 (0.3 0 1 (0.2
BERFZZ 0 1 (1.0) 1 (0.2)
BEIR RS 1(0.3) 0 1 (0.2
I PEMERDE 1 (0.3) 0 1 (0.2
& 1 (0.3) 0 1 (0.2
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BMS-790052/BMS-650032/BMS-791325 beclabuvir
Experienced

System Organ Class (%) Naive DCV/ASV/325 DCV/ASV/325 Total
Preferred Term (%) N=312 N=103 N=415
R 1 (0.3 0 1 (0.2
P& Ipizs 1 (0.3 0 (0.2

PR JOEds - OSRREE 37 (11.9) 11 (10.7) 48 (11.6)
M enHE e 8 (2.6) 1 (1.0 9 (2.2
gk 4 (1.3) 4 (3.9 8 (1.9
=P 6 (1.9 0 6 (1.4)
BIlEVE S ~1fiL. 3 (1.0) 3 (2.9 6 (1.4)
ISP Rt 4 (1.3) 1 (1.0 5 (1.2)
B 3 (1.0) 0 3 (0.7
SN 1 (0.3 1 (1.0 2 (0.5
e 1 (0.3 1 (1.0 2 (0.5
=1tk 2 (0.6) 0 2 (0.5
7 LIRS 2 (0.6) 0 2 (0.5
VA e s G SN 1(0.3) 0 1 (0.2
SR R 0 1 (1.0 1 (0.2
B 0 1 (1.0 1 (0.2
I SR 2 1 (0.3) 0 1 (0.2
RREMEATIA 1 (0.3) 0 1 (0.2
g 0 1 (1.0 1 (0.2
8D oI 1 ( 0.3) 0 1 (0.2
LSTrS e 1 (0.3 0 1 (0.2
FROE S o 1 (0.3) 0 1 (0.2

BaR kAT 16 ( 5.1) 8 (7.8) 24 ( 5.8)
TI=UT ) N TUART 2T —EHN 3 (1.0) 5 (4.9) 8 (1.9
TANGXNRT I ) N T AT =5 —EHEN 2 (0.6) 3 (2.9 5 (1.2)
1 —PHEhN 5 (1.6) 0 5 (1.2)
A7 V7= H0 3 (1.0 1 (1.0 4 (1.0
N7 AT I A 2 (0.6) 1 (1.0 3 (0.7
A e UL e e 0 1 (1.0 1 (0.2
A U o AEEN 0 1 (1.0) 1 (0.2
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BMS-790052/BMS-650032/BMS-791325 beclabuvir
Experienced

System Organ Class (%) Naive DCV/ASV/325 DCV/ASV/325 Total
Preferred Term (%) N=312 N=103 N=415
)+ k5 0 1 (1.0) 1 (0.2
B LVLTF=r e J VT T AR 0 1 (1.0) 1 (0.2
BILTF=r e 7T T AR 1(0.3) 0 1 (0.2
LRI B 1 (0.3 0 1 (0.2
S RERR A 1 (0.3 0 1 (0.2
(REEHENN 1 (0.3) 0 1 (0.2

B R L OWEAOHE 17 ( 5.4) 5 (4.9) 22 ( 5.3)
Zs 3 (1.0) 1 (1.0) 4 (1.0)
IS 1 (0.3 1 (1.0 2 (0.5)
AR 1 (0.3) 1 (1.0 2 (0.5)
RIEfERL 2 (0.6) 0 2 (0.5)
e 2 (0.6) 0 2 (0.5
S 2 (0.6) 0 2 (0.5)
55 2 EEE 1 (0.3) 0 1 (0.2
ARAEAA S 1 (0.3 0 1 (0.2
dirfE| 0 1 (1.0) 1 (0.2
ST 1 (0.3 0 1 (0.2)
ESIEi S| 1 (0.3) 0 1 (0.2
USRS 1 (0.3) 0 1 (0.2)
WU Z X DR 1 (0.3 0 1 (0.2)
PGS 0 1 (1.0 1 (0.2
FAEMEEY) 1 (0.3) 0 1 (0.2

PR L USERE 14 ( 4.5) 5 (4.9) 19 ( 4.6)
BARROR 8 (2.6 0 8 (1.9
BB 3 (1.0) 2 (1.9 5 (1.2
Bk 1 (0.3) 1 (1.0 2 (0.5)
B4 IDRZ 2 (0.6) 0 2 (0.5
AL 0 1 (1.0) 1 (0.2
R IIE 0 1 (1.0 1 (0.2)
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BMS-790052/BMS-650032/BMS-791325 beclabuvir
Experienced

System Organ Class (%) Naive DCV/ASV/325 DCV/ASV/325 Total
Preferred Term (%) N=312 N=103 N=415

MAEFEE 14 ( 4.5) 4 (3.9 18 ( 4.3)
I 7 (2.2) 2 (1.9) 9 (2.2
ECY 5 (1.6) 0 5 (1.2)
THRL 1 (0.3 1 (1.0 2 (0.5)
A+ 1 (0.3 0 1 (0.2
GEWAYA e IBNITITESS 1 (0.3 0 1 (0.2
Gl 0 1 (1.0 1 (0.2

ARpRE 9 (2.9 4 (3.9 13 ( 3.1)
A 2 (0.6) 0 2 (0.5)
TR 1 (0.3 1 (1.0 2 (0.5
ARz 1 (0.3) 0 1 (0.2
IMIRAG R 1 (0.3) 0 1 (0.2)
A 0 1 (1.0 1 (0.2
ARENERR 1 (0.3) 0 1 (0.2
AR 1 (0.3) 0 1 (0.2)
ARMEE 5 FEIE 0 1 (1.0) 1 (0.2
ARFEIM 0 1 (1.0) 1 (0.2)
RSB AR 1 (0.3 0 1 (0.2)
HERRENER Y] 1 (0.3 0 1 (0.2

Hs L USKigREE 9 (2.9 1 (1.0 10 ( 2.4)
Hg 4 (1.3 0 4 (1.0
NN 2 (0.6) 1 (1.0 3 (0.7)
[EREMED F 3 (1.0 0 3 (0.7

B L UYRIERRESE 8 (2.6) 2 (1.9 10 ( 2.4)
BAPR 5 (1.6) 0 5 (1.2
PERIATEE 1 (0.3) 1 (1.0 2 (0.5)
e 2 (0.6) 0 2 (0.5)
2R 1 (0.3) 0 1 (0.2
BARE 1 (0.3) 0 1 (0.2
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2.7.6 il x DFRERDE L D Hepatitis C

BMS-790052/BMS-650032/BMS-791325 beclabuvir
Experienced
System Organ Class (%) Naive DCV/ASV/325 DCV/ASV/325 Total
Preferred Term (%) N=312 N=103 N=415
PRELEH 0 1 (1.0) 1 (0.2)
AR L Ok E 7 (2.2) 1 (1.0 8 (1.9)
H R REEE 1 (0.3 0 1 (0.2
PEEREETEK 1 (0.3) 0 1 (0.2
AREE% 0 1 (1.0) 1 (0.2)
ARSEIE 1 (0.3) 0 1 (0.2)
AR 0 1 (1.0 1 (0.2
DNEASER 1 (0.3 0 1 (0.2)
1 (0.3) 0 1 (0.2)
MRERE R 1 (0.3) 0 1 (0.2
JiEstuulliil 1 (0.3) 0 1 (0.2
MK LN o SRkEE 5 (1.6) 1 (1.0 6 (1.4)
i 1 (0.3) 1 (1.0) 2 (0.5)
U Lo SEE 2 (0.6) 0 2 (0.5)
PRI AE O e ) 1 (0.3 0 1 (0.2)
B BRI DIE 1 (0.3) 0 1 (0.2
B, BEMERS XOSEMRHORTEY) GBI O Y —7%2510) 3 (1.0 2 (1.9 5 (1.2)
ATRAMERER: 1 (0.3 1 (1.0 2 (0.5)
FEIEGHE 1 (0.3) 0 1 (0.2)
FUE N EEE 0 1 (1.0) 1 (0.2)
LB 2 1 (0.3) 0 1 (0.2
JiERiEREEA = 3 (1.0) 1 (1.0) 4 (1.0)
[ 2 (0.6) 0 2 (0.5)
HEES 1 (0.3 0 1 (0.2
B UL ME 0 1 (1.0) 1 (0.2)
N 1 (0.3 2 (1.9 (0.7
Bk 1 (0.3 1 (1.0 2 (0.5)
BEEET T YT 0 1 (1.0 1 (0.2
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2.7.6 il x DFRERDE L D Hepatitis C

BMS-790052/BMS-650032/BMS-791325 beclabuvir
Experienced

System Organ Class (%) Naive DCV/ASV/325 DCV/ASV/325 Total
Preferred Term (%) N=312 N=103 N=415

SRR 2 (0.6 0 2 (0.5
MBI 1(0.3) 0 1 (0.2
ZET LL X — 1 (0.3 0 1 (0.2

AR 0 1 (1.0 1 (0.2
FRARIREEREIR MIE 0 1 (1.0 1 (0.2

MedDRA Version: 17.1

Program Source: s:\rho\bms\hcv daa\studies\ai443102\tables\rt-ae-14-v0l.sas 19FEB2015 10:44
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2.7.6 il x DFRERDE L D Hepatitis C

BMS-790052/BMS-650032/BMS-791325 beclabuvir
APPENDIX 3 BREREGEFICROONTIBRELBEEDH LT TOEEES (A1443102 B, TBEBREER 5-41)
Experienced

System Organ Class (%) Naive DCV/ASV/325 DCV/ASV/325 Total
Preferred Term (%) N=312 N=103 N=415

TOTAL SUBJECTS WITH AN EVENT 177 (56.7) 61 (59.2) 238 (57.3)

B s 80 (25.6) 29 (28.2) 109 (26.3)
N 31 ( 9.9) 12 (11.7) 43 (10.4)
THF 29 ( 9.3) 10 ( 9.7) 39 ( 9.4)
PR AN R 7T (2.2) 2 (1.9 9 (2.2
HEARER 6 (1.9 3 (2.9 9 (2.2)
iz 8 (2.06) 0 8 (1.9
g 5 (1.6) 2 (1.9 7 (1.7)
M- 6 (1.9 0 6 (1.4)
[ 5 (1.6) 0 5 (1.2)
WG 4 (1.3) 0 4 (1.0)
U 3 (1.0 1 (1.0) 4 (1.0)
S 3 (1.0) 0 3 (0.7)
R 2 (0.6) 1 (1.0) 3 (0.7)
T 7 Z AN 2 (0.6) 0 2 (0.5)
FIZEAT AL 1 (0.3 1 (1.0 2 (0.5
Wi [N 1 (0.3 0 1 (0.2
{sHZZA 1 (0.3 0 1 (0.2
H el 0 1 (1.0) 1 (0.2
H 1 (0.3) 0 1 (0.2)
BB 1 (0.3) 0 1 (0.2)
PR 0 1 (1.0) 1 (0.2)
R 1 (0.3 0 1 (0.2
e 0 1 (1.0) 1 (0.2
W NI 1 (0.3 0 1 (0.2
ESR 1 (0.3) 0 1 (0.2)
FOSERGT 1 (0.3) 0 1 (0.2)
ARIHES 1 (0.3) 0 1 (0.2)
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2.7.6 il x DFRERDE L D Hepatitis C

BMS-790052/BMS-650032/BMS-791325 beclabuvir
Experienced

System Organ Class (%) Naive DCV/ASV/325 DCV/ASV/325 Total
Preferred Term (%) N=312 N=103 N=415

b o S 66 (21.2) 32 (31.1) 98 (23.6)
L 49 (15.7) 25 (24.3) 74 (17.8)
D E 9 (2.9 2 (1.9 11 (2.7
R 5 (1.6) 3 (2.9 8 (1.9
iR 3 (1.0) 2 (1.9 5 (1.2
R hEE 2 (0.0) 2 (1.9 4 (1.0)
fERJIR 4 (1.3 0 4 (1.0
IR VSR? 0 2 (1.9 2 (0.5)
R RERRE S 2 (0.6) 0 2 (0.5)
SRR 1 (0.3 0 1 (0.2)
SRR 1 (0.3) 0 1 (0.2
PHIAAE 1 (0.3 0 1 (0.2)
AR 0 1 (1.0 1 (0.2
AoiElEE 0 1 (1.0 1 (0.2)
BERGR, 1 (0.3) 0 1 (0.2)
IS EASREE R 1 (0.3) 0 1 (0.2
ERI U X A 0 1 (1.0) 1 (0.2

% - BEEER LU SN ORRE 52 (16.7) 18 (17.5) 70 (16.9)
I 38 (12.2) 14 (13.6) 52 (12.5)
S JE 7 (2.2) 1 (1.0 8 (1.9
FEEN 2 (0.6) 1 (1.0 3 (0.7)
HHgE 1 ( 0.3) 1 (1.0 2 (0.5)
PRI 2 (0.6) 0 2 (0.5
L3 1 ( 0.3) 1 (1.0 2 (0.5)
e 1 (0.3) 0 1 (0.2)
157 1R 1 (0.3 0 1 (0.2
£ 0 1 (1.0 1 (0.2
[OXQORYr:? 1 (0.3) 0 1 (0.2
JINGER 0 1 (1.0 1 (0.2
JEAR 1(0.3) 0 1 (0.2
mp7z) 0 1 (1.0) 1 (0.2
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BMS-790052/BMS-650032/BMS-791325 beclabuvir
Experienced

System Organ Class (%) Naive DCV/ASV/325 DCV/ASV/325 Total
Preferred Term (%) N=312 N=103 N=415
/& ZRE AR 1 (0.3 0 1 (0.2

Pl 35 (11.2) 10 ( 9.7) 45 (10.8)
AHRSE 18 ( 5.8) 6 (5.8) 24 ( 5.8)
Dy 2 (0.6) 3 (2.9 5 (1.2)
R 4 (1.3) 1 (1.0 5 (1.2)
Rz 3 (1.0) 1 (1.0) 4 (1.0)
3% 3 (1.0) 1 (1.0) 4 (1.0)
mH o255 0 2 (1.9) 2 (0.5)
eSS 2 (0.6 0 2 (0.5)
B0 1 (0.3 0 1 (0.2
Vet 1 (0.3) 0 1 (0.2)
Ftele 1 (0.3 0 1 (0.2)
iR 57 1 (0.3) 0 1 (0.2
B ARIRIE 1 (0.3) 0 1 (0.2)
v Tk 1 (0.3) 0 1 (0.2
EGarint 1 (0.3) 0 1 (0.2)

RGO FREREE 25 ( 8.0) 5 (4.9 30 ( 7.2)
& D FHIE 9 (2.9 0 9 (2.2
S 5 (1.6) 1 (1.0 6 (1.4)
A 4 (1.3 1 (1.0 5 (1.2)
E 7700 1 ( 0.3) 1 (1.0 2 (0.5)
& AMERESE 1 (0.3) 0 1 (0.2
J SR 1 (0.3) 0 1 (0.2
NhES 1 ( 0.3) 0 1 (0.2
HIBE 0 1 (1.0) 1 (0.2)
ZITIE 1 (0.3) 0 1 (0.2
V& 1 (0.3 0 1 (0.2
JNDREE 1 (0.3) 0 1 (0.2
BT 1 (0.3 0 1 (0.2
R &P 1 (0.3) 0 1 (0.2
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2.7.6 il x DFRERDE L D Hepatitis C

BMS-790052/BMS-650032/BMS-791325 beclabuvir
Experienced
System Organ Class (%) Naive DCV/ASV/325 DCV/ASV/325 Total
Preferred Term (%) N=312 N=103 N=415
BERFZZ 0 1 (1.0) 1 (0.2
BEIR KBS 1 (0.3 0 1 (0.2
R 1 (0.3 0 (0.2
FEARARAT 10 ( 3.2) 7 ( 6.8) 17 ( 4.1)
TI=UT ) NTUAT =T — BN 3 (1.0) 5 ( 4.9) 8 (1.9
T ARG T I ) N T AT = T—BEEN 2 (0.6) 3 (2.9 5 (1.2)
U R—TEn 4 (1.3) 0 4 (1.0)
7 V7= 1 (0.3) 1 (1.0 2 (0.5)
oo aT I F—F LR 2 (0.6) 0 2 (0.5)
me ey Le 400 0 1 (1.0) 1 (0.2)
I+ E5- 0 1 (1.0) 1 (0.2)
BoVTF=r e VT T AR 0 1 (1.0 1 (0.2
W ERESRES KOS AR E 14 ( 4.5) 3 (2.9 17 ( 4.1)
SR 6 (1.9 2 (1.9 8 (1.9
I 3 (1.0 0 3 (0.7)
iR 2 (0.6) 1 (1.0 3 (0.7)
iiEs 2 (0.6) 0 2 (0.5)
B 1 ( 0.3) 0 1 (0.2
LRI 1 (0.3 0 1 (0.2
VAl 1 (0.3 0 1 (0.2)
Rz, Bl L ONERRE= 9 (2.9 6 (5.8) 15 ( 3.6)
IR [T 3 (1.0) 0 3 (0.7)
I 5 o Iff. 2 (0.6 1 (1.0 3 (0.7)
Nk 0 2 (1.9 2 (0.5)
m] SR 2 (0.6) 0 2 (0.5)
FEFEIRE 0 1 (1.0 1 (0.2)
T B AR 0 1 (1.0 1 (0.2)
1=} 0 1 (1.0 1 (0.2
B A e 1 (0.3) 0 1 (0.2)
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2.7.6 il x DFRERDE L D Hepatitis C

BMS-790052/BMS-650032/BMS-791325 beclabuvir
Experienced
System Organ Class (%) Naive DCV/ASV/325 DCV/ASV/325 Total
Preferred Term (%) N=312 N=103 N=415
SR 1 (0.3 0 1 (0.2
R L OGRS 10 ( 3.2) 0 10 ( 2.4)
AARROE 6 (1.9 0 6 (1.4)
BETUE 3 (1.0) 0 ( 0.7)
Jisizk 1 (0.3) 0 ( 0.2)
JEYWIERS 3OV e 5 (1.6) 3 (2.9 8 (1.9)
ENGEED S 1 (0.3 1 (1.0 2 (0.5
TS 2 (0.6 0 2 (0.5)
Bllmiede 0 2 (1.9 2 (0.5)
EEIRES 1 (0.3) 0 1 (0.2)
A7) 1 (0.3) 0 1 (0.2
AGERG, 0 1 (1.0 1 (0.2)
MAEFEE 4 (1.3) 2 (1.9 6 (1.4)
THRL 1 (0.3 1 (1.0 2 (0.5)
1ETY 2 (0.6) 0 2 (0.5)
B 0 1 (1.0) 1 (0.2)
A+ 1 (0.3 0 1 (0.2
AR 3 (1.0) 2 (1.9 5 (1.2)
ARz 1 (0.3) 0 1 (0.2
IMIRAG R 1 (0.3) 0 1 (0.2)
ARENERR 1 (0.3) 0 1 (0.2
ARMEE 5 FEIE 0 1 (1.0) 1 (0.2)
AR e i 0 1 (1.0 1 (0.2
B L UYRIRREE 3 (1.0 1 (1.0 4 (1.0)
BEPR 3 (1.0) 0 3 (0.7)
A 1 ( 0.3) 0 1 (0.2
5 N 1 ( 0.3) 0 1 (0.2
PRASLE 0 1 (1.0 1 (0.2)
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2.7.6 il x DFRERDE L D Hepatitis C

BMS-790052/BMS-650032/BMS-791325 beclabuvir
Experienced

System Organ Class (%) Naive DCV/ASV/325 DCV/ASV/325 Total
Preferred Term (%) N=312 N=103 N=415

HI USRS 3 (1.0 0 3 (0.7
BN 2 (0.6 0 2 (0.5
HA Rk 1 (0.3 0 ( 0.2)

ABiRds USRS 2 (0.6) 1 (1.0 3 (0.7)
A R REEE 1 (0.3) 0 1 (0.2
EESIHES 0 1 (1.0 1 (0.2
AHIHIA #2 0 1 (1.0) 1 (0.2)
1 (0.3) 0 1 (0.2

LS 0 2 (1.9 2 (0.5
HERET ey Y 0 1 (1.0) 1 (0.2
HER 0 1 (1.0) 1 (0.2

RS E R 1 (0.3) 1 (1.0 2 (0.5)
[ 1 (0.3 0 1 (0.2)
EEVULE U ME 0 1 (1.0) 1 (0.2)

Bk, S JUOSHEIRIHORAY) (ERB L OR ) —7%510) 0 1 (1.0 1 (0.2
FLE NFLOEE 0 1 (1.0 1 (0.2

MedDRA Version: 17.0

Program Source: s:\rho\bms\hcv daa\studies\ai443102\tables\rt-ae-rel-v0l.sas 19FEB2015 10:46
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2.7.6 il x DRBRDOFE & Hepatitis C
BMS-790052/BMS-650032/BMS-791325 beclabuvir

2.7.6.23 Al443113 EBR (BEEH)

HEDIEZER : U= /X471 O CHRRENEITEEZGTHOWBRET 2 RE LI THAENL, T
A2 F 7L EIL LT BMS-791325 O [ & H &ELCASE D 3 AR
BEREEERM. AEREMRMER R UM : 48 ftisk CKE 26 ik, »FH¥ 9fiisk, 77 & 6Jtigx. 4
— A N7 U7 7k
NI - 72 L (CSR 1ERLE)
SAEREART - SAERFALAH - 20134512 H 13 H
HERFETH - 20144 11 H 26 A

HAERDHE ;2 34

e

A5ER (UNITY-2) OBRMIE. Y=/ ZA4 7 1 D CRREMEATEZE 2 AT D BRE IR L TE 7
Z A (LLF, DCV) . TAF 7L E/NL (LLF, ASV) KT beclabuvir (BLF, BCV) (BMS-
791325) @ 3 SOEEEARTY A LA (LLF, DCV 3DAA) Z#[EEMHEREHE (LT, FDC)
ELTUAEY Y (BUF, RBY) EIEFFASUIOHH T 2 EMKEEG LizE &, B A MU B/LeBIfE X
DA EIZE sustained virologic response EKHI A NGO HMNE I NEHBNITHZ L ThoT,

Sy
ITEEM

o RIGEDONFHEZAT HHRF BT HHEHT 12 #H% TP sustained virologic response (LA T,
SVRI2) [#&E#T 12##%D CHAFR A A (LLF, HCV) VU ARERE (LLF. RNA) 21T
BTIRAN (MEUIREET) Thd o & EEsE] EREAS2., DCV 3DAA + RBV A& Y
DCV 3DAA BV 72 L —HT, XA MU BARBETHD 69%L W AEICEWV EZHG
AR A N

BIREB#

o FEIBROMAZAT HHBA TS SVRI2 EkHIA 723, DCV 3DAA + RBV A& Y DCV
3DAA BEDD 72 &b —HT, EA RV ANARBETHD 45% LV ABICE NI L 2P LT
T2,

o KHET HCV RNA E2VER FEAN (B SUIMHET) OfBREOEG A%, #5 1, 2, 4, 6,
8 N 1237, WONCHEHT 4% [BGHT 4 7% TO sustained virologic response (LA T,
SVR4) Z=ERHIA] . 8% [HEHT 8 Il T sustained virologic response (UL K, SVR8) £
EEIE] KON 24 % [B54T 24 1% TO sustained virologic response (UL T, SVR24) ZEpkE|
&) OB TR %,

o FHET HCV RNA ENVER TR (RHET) ofiREoReL, &5 1, 2, 4, 6, 8 KT®
12%, WONTEGHET 4, 8, 12 KO 24 WHOSRELCTRAMET 5.

o HKaKR— MNOZRICBITOIBEGEKR TECOEERAEFEAOEERRIZLLBG P ILDO%R
BREIGZEE L LT, T OZEMELFmT 5,

o KakR— FNOFRIZBWT, Al (XN—RATF A4 D~EZ B EUEN 10 g/dL LLETH - 724
BRFDY, HEHIZ 10 g/dL Rl & e o7 LIERR) DR DT HRF ORI E 2 E T 5,
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2.7.6 il 2 DFRERD F & D Hepatitis C
BMS-790052/BMS-650032/BMS-791325 beclabuvir

e Grade 3 ¥ 4 DR E DKM ES [Division of AIDS (LA F. DAIDS) DyEIZH-SE ., 1M
MR R R O RE R 2 e ] ORBIEIGIZOWT, Fadr— MNORRZEEZHEET 5,

e HCVOY /XA T lalyx /XA 1bTHIEELT, %2k — FOKRENT SVRI2 ELEIA
Ze f M9 %,

o AUF—uAFx1 28B (LLF, IL28B) O—HEXLA (LIF, SNP) Th 5 rs12979860 D1
B (CC XUZFECC) BT, ABET SVRI2 EREI S 2 5T 5,

HEBRTHA

AR, Y=/ A7 1O CRREMITFEEZOREE (ah—1 1) KOBERE (ah—12) ©
BEERRE L, 23k — b, 48, —7 27UV DCV 3DAA X VEM{L RBV 77 &A= |k
o —/LiRBRCdh > 7= (Figure 2.7.6.23-1) .

RRERTITKI 200 0% T o X 2T 25 TFETH T,

o RIGHEWIIL DCV 3DAA + 77 AR L DCV 3DAA + RBV DWW 12 BEHEEIZ1: 1 0Fl|
HATT U HNZEID T T,

o BEVBHEMIIZ DCV 3DAA + 77 &R XL DCV 3DAA + RBV DWW no 12 BHE 51 1 oF|
BTT X LZET b,

FE 12 %I, REITRE LT L, 24 BRI OBHIRICEAT LT,

FGUXMBICHT-Y, Kak— NNTHBREE 2 ) XA 1OV 7247 (1la Xl 1b) 12XV )E
B Uiz, BEED ERIT, Y=/ A 7 1b I oW TIEE ar— FOK 40% & L. BEIBEFIIZ W T
X100 Bl L U7z, B9 OB (Wa5205) 1345 368 (GREHIM 128 + BHRIRE 24
W) & U7, BHETRICREBEOR HCV L Z T I E (DA VAT LA 7 ZAv— (LT,
VBT) 238 AL, IRBRIEOE G Ak L9 7o &) 1%, 5T 4 8% 022D
& T12IZHRERD O FHEEL S 2 b0 & Lz,

R B 1L SVRI2 2ERCEIA & L, sABABRLG 24 1% (BG4 T 12 8%%) ISRl L 7=,

Figure 2.7.6.23-1: RBRT T A OB
Day 1 Week 12 Week 24 Week 36
| | i |
Min 50
Naive 1
. Min 50
WA oo/ o roc 0| Follow up
. Max 50
Experienced -
ey ocv o oc Follow-up
L Max 50

t Primary Endpoint

Abbreviations: 3DAA - direct-acting antiviral, DCV - daclatasvir, FDC - fixed dose combination, Max - maximum
number of subjects, Min - minimum number of subjects, PBO - placebo, RBV - ribavirin.
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2.7.6 il x DRBRDOFE & Hepatitis C
BMS-790052/BMS-650032/BMS-791325 beclabuvir

BERE R (FHERF R U AETE)

TEBBRFEUL 200 Bl CThH o7, EFt 202 BIDNRRIEOR G2 51F, Mroxtg & eo7-, 202 4

OWERIEZ, RIpHE 11241 (DCV 3DAA #: 57 5], DCV 3DAA + RBV B 55 f31) K& OBEIRHEE] 90 5
(DCV 3DAA BEX TN DCV 3DAA + RBV BE4% 45 5) Tho7-,

HEEH GEREERUBRNEEOHE)

AR OKNBERIL, =/ A7 1O CEEEFRPHERINT 18 EOB L TH> T, X7

Y —= 7@ HCV RNA &% 10*IU/mL (10,000 IU/mL) LA ETH Y | RIGEXITBEEE TH - T,

PLFOWT I OBEIZEED S RETEIFE L 20 S g T2 b0 & L,

o IREDOIFAMR T Metavir #4HE(L A 27 23 F4 CULRIZEORER) Th b,

o AU U—=V i 14ELNOD Fibroscan A 27 M 14.6kPalBThH D (A7 V—=27Hi 1 F£LN
IZ Fibroscan M Efi STV 2 WAL, T v & LMERNIH 7212 Fibroscan % Efiti 9~ 2 M0 H
%)

o RV U—=" KT FibroTest A7 X 0.75 LA ETHY, TANXRTFXUETI ) T LA T 2T
— B/ MR 2 BTH D (Metavir 2275 F4 UFFRIEORERTH D Z & 23 AR U
Fibroscan [T ~E &7 5)

BEL DAL CRll 2 52 1T T2 BR A IS DWW T, IFAERORE R &2 B LT,

BRERUESHE

HERE, BERUVRAE. BE5HM. oy +ES

DCV 30 mg, ASV 200 mg 2 () BCV 75mg # & A+ 5 DCV 3DAA FDC (7 4 /v ha—TF (4 7 §E)
ZEIA O 1 H2E, BERICEROES L, #5112 BMITo7,

TEERIEIZ B A 15 A Table 2.7.6.23-1 IZEH)T 5,

Table 2.7.6.23-1: BB E S

Drug Product Formulation Product Batch Number(s)
DCV 3DAA FDC Film-coated tablet* 738, 7226, 3050
Ribavirin-matching placebo Film-coated tablet 3J77225
Ribavirin (Ribasphere®) 200-mg film coated tablet 3177225

Abbreviations: DCV 3DAA - 3 direct-acting antivirals (DCV + ASV + BCV), ASV - asunaprevir,
BCYV - beclabuvir, DCV - daclatasvir, FDC - fixed-dose combination
All study drugs were supplied by Bristol Myers Squibb.

2 Each tablet contained DCV 30 mg (as the free base)/ASV 200 mg/BCV 75 mg (as the free base).

XEBE, HZERVCH=Z. #58HE. oy &S
RBV (Ui~ vF o 77 T%AR) #8401 H 2\, BRICEROKE LZ, &5 1288177,
IREE 75 kg R OHERFE 12OV TIE, RBY O# 1 HAHEZ 1000 mg/H & L7z (4FRIIC 200 mg §E X

2 BE, F1ZIZ 200 mg $EX3 §8) , RED 75 kg LLEOHEREIZOWTIX, ¥ 1 HHEZE 1200 mg/H
& L7 (FRIC 200 mg #E X 3 58, 1212 200 mg & X 3 §E)
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2.7.6 il x DRBRDOFE & Hepatitis C
BMS-790052/BMS-650032/BMS-791325 beclabuvir

200mg D7 4V ba—TF 4 7 EEE LTOifilkd RBV (Ribasphere®) &N RBV O~ v F 775
ERIT, TR Mw A Y= X7 A T LG S

FHmIE B

B

EEA LA

BHRIMED FEFE B 1L, RIBE R — FOWERE 121 5 SVRI2 EREIG L Lo,

BH5A&T 12 % D HCV RNA EOKHIT—# 1%, Next Value Carried Backwards (UL F, NVCB) £
ZHAWTHTE Lz, T7hbb, &5 T 12#% 0 HCV RNA DT — & N KB OMEERE 12 DWW T,

BEH&T 12 1% 0 R B RIS S - HCV RNA HIEE 2 AV T SVRI2 O ERUIR I 2 i 58
L7,

B R AT 2 PEET Al

BEIRIE 2 s — M)%EZ%% BT 5 SVRI2 EREIS

Kar— FNOJKHICBIT S, LLTORRTO HCV RNA EDE Tlﬁﬂerﬁﬁ (R S A A7)

OWHREOEIS - 5 1, 2, 4, 6, 8 KON 12 %, WONTHE G T 4% (SVR4 ZEEIE) |

8% (SVRS i%ﬁi%ﬂé}) KON 24 %% (SVR24 ZEALEIA)

o HKak—FOKRICKITSH, LLTOR A TO HCV RNA BT E FIRARM (TS ok
FOEE BE 1, 2 4 6. 8 LN 12 1%, WNTEGHET 4, 8, 12 LT 24 1%

o HaR—FOXBIIEITDH, HCV V= ) XA 7 1 OB T X A7 (1a XiL 1b) B> SVRI2 ZEfK
EE

o K oak— FOKREITEIT D, IL28B D SNP TH 5 1512979860 Di&fn1H (CC XX CC) Bl

SVRI12 ZEEI&

T2l
RO ERFHMIEB X, T, EERAEFRR, KEPIEICEST-AEFES, Grade 3 XL 4 DF
EHA  Grade 3 Xt 4 DKM AEEIRE & L,

ZDith
R—=2F A4 DT XTCOY T E ., TANAFRREGNNZED LT X TCogEHRE O HCV RNA
71 1000 IU/mL LA E DY > 7 Z%t8aiz . it 2 5566 L 7=,

HMEtF &
HEWED LEMENT — RIBHEG]  ARBRO EEHMT, RIBE R — FOwBR#FICBIT 5 SVRI2 iE
REIG A, DCV 3DAA + RBV B (XN DCV 3DAA BED/D 72 L — 5T, B A MY BB TH
5 %L VABICEWNEIDEHLNITDHIETHoT2, IT5S%EHERMEZHAWET P —F
WA L, HRETOE A MY B BIE S OISV T, Bonferroni D% EMEFHEEIZ LY
%1 FOEBEEL 0.025 (0.052) IZRE L, RiFFEIFR— FOKHIZEIT S SVRI2 EAEIG O
97.5% XD TREZ, B A NI ALRBETHD 69%E TN LI LT-, SREORIBFEOY
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BRE a2 S0l 3 5 &, 975%IEHEX MO FIRA 69%% EEY . DCV 3DAA #%5-1% DCV 3DAA +
RBV & 5017 b —F2, RIBFEFICBWTE 2 N L RBIETHD 69%&FHEIC ERS &
FERROT DI, &IETH 82% (50 B 41 6, 97.5%(ZHHIX M : 69.8%~94.2%) > SVRI12 EkE
ENNETH o7,

HEMEORIWRIENT — BEIRIEH] : EREIRBRO—o1, BERFE 2 A— Fo#BRE 2815 SVRI2
EERLEIS A, DCV 3DAA + RBV #E LT DCV 3DAA BEDD 72 Lt —F T, B A MY BLRBET
HD 5% LV EBEIZEWNRE I NEHLNZTHZ ETholz, EEFEEE & [FERIC, 97.5%1F
XM AR\ 7o —F &M Lz, BRREaR— bOKEICEIT 5 SVRI2 EREIA D 97.5%1F
FEXMWOFREZ, B AR IAREBMETHD 45%E T NENE LT, SREOBHRIFEOWERE % 50
B35 &, 97.5%EHIXH O IR 45%% EAIYD . DCV 3DAA $:5-X 1% DCV 3DAA + RBV 5.0
Lial &b — 0, BEREFICBWTE A MY BV RBETH D 45% %A EIC B D EfEwRST D
IZIE, &IRTH 61% (50 il 31 fil, 97.5%(FHIXMH : 45.5%~76.5%) @ SVRI12 ERLHIE A MLEET
HoT,

LARVEROPLT AV AIEMEIX, 1RBRIESE 551 & % G FRal BOFRMT K ONERERAOMEAT 2 F VN CREAM L 72,
iﬁﬁﬁ@ﬁ@swuzéﬁﬁAi\zo®:T L CRIBEaF— NRUOBEHREaR— ) OoFi
FNOEEHEE (DCV 3DAA BELTNDCV 3DAA + RBV Bf) (2OWTER L7-, SVRI2 #EREIESIZO
WT DI, HCV RNA EDO KT —# % NVCB &2 HWTHIGE LTz, o FIdfiseT —# =2 W=7
T —FIZ L DAV E R E AT TR L L, RN RIEERER 541 & L=, SVRI2 JERCE]
A 122UV T, modified intent-to-treat (UL T, mITT) 7 7' v —F LK OEHIT— % %ﬁﬂ“f:?fDH?:
2V REfNT 21T 572, mITT 7 7' —F R OEHT —2 W=7 7 e —FTid, o Fi3aeoE
) EFUE G 2T R A & Lz, mITT 77 0 —F TONRHIEIRBRERE 54 & Lz, BT —4 %
W=7 7 a—FTOnfHT, 1EBRIEREH O 5 HLEISZ2EHT 25RO C JEE S
%nt%%%&bnwwmzéﬁﬁ E, BBETHM 97.5%E@IXME & bR L, EERARE
FG, WEHRIEICET-GEFR, SEENOAERESR (BRI L BHET 2 AEESR K NRRIE L
DORNEERZ DR NEERESR) KOFEMESZ L — RBOREEREMER T ORAEE 2 &L et
fiEE %2, & 2dh— b KONRBRIEE G0 2RI oW T, G L OGRBRIIR (5% 5 & OB R
) BRI LT,

S

HERE DWER

BEP202 BT o F MM E I, RO G252 -, WL, RIGHEG] 11241 (DCV 3DAA #¥ 57
5, DCV 3DAA + RBV #f 55 f5i)) K OWEIRHE] 90 61 (DCV 3DAA #f 45 5] )2 O DCV 3DAA + RBV ff
45 ) Thoto, BIKT, IRBRERGHI D 98.5%7 12 MO GWIMA25 T Lz CRIGE I H—
N 100%, BEIRE AR — K 1 96.7%) . HHHIMEZET Lieho7 3 T2 BENBEREaFR— O
HEBmETHY, AEFER (1) UTDEA+T5 Q) Ik v isBEERE 2 Rk L,

R—R T4 2, AOHHZEHRVEBRDHFHE

NR—=Z T4 O NAFFFHREEITZaR— P LRGSR BB REE L Tz (Table
2.7.6232) , 2 DD AR — FREKT, HREDOL ILEME (658%) Th-o7-, KEZEBBEAN
(85.6%) THV ., 99%NEBN/ 77U WFRKEN, 750 (4.5%) X7 V7 REDM, T AU B

513



2.7.6 0% OFEBEDOE LD
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Hepatitis C
beclabuvir

AT 4TS T TADEFER, XIZF0MmTdh o7, O T RAEIT 59 mTHO . #wirE D
18.3%l% 65 L ECThH -T2,

TRBRIEE G- DK R ARG G (%
KDL HCV FIEE T T2 72 )
272 (44.6% ; 202 B 90 #1))
ESINT LB MREMFHEZE (Metavir A 27 53 F4 X[RIZED

(55.4% ;
(Table 2.7.6.23-2) .

\ZA & —7xm /RBV ITEBERRHIY A LV AHKIZ

;202 Bt 112 1) TH Y | KEEUIBEIGREITH
2. 2Bl ZRR S EBD, TRBRSE N (B

FER) A LT, RAEMEITZS

D72 2 FNTIFREZEOIWRENFRATH -2, 2D 2 FIZOVNTIE Table 2.7.6.23-2 OHIEIZEEER T 5,

R— 2T A OB
HCV Y=/ % A47 la

9% 1BlEy = A7 1blT

X 4 SOFEREEMRTHELLL T2 (Table 2.7.6.23-2)
WL TEBY (73.8%)
KRIBEaAFR— MIBWTY =2/ XA T lat LTI U F LSz 4510,
21X, DCV 3DAA BED 2 BINEIZY = ) Z A 7 1b 125

®RIZHD

HR oY DR 1L
25.7%% HCV Y=/ % A4 7 1b | r!z‘?fh LTz,
i’géﬂf\—o /\{jg

SMEE . DCV 3DAA + RBV ED 2 5D

Vb 1BNETY = ) B AT 6l IZIRIZ )

MHENTL, Fe.

BETRE =

— hMBWTY =) 2 AT la LT &bz 2 il (DCV 3DAA #ED 1 #il &Y DCV

3DAA+RBV%¥0)11'§'J) M, BT = ) AT 1bICHD

akR— XIS 3R — N O BGEER
BRI CC OHERE DES
DL, BB R — FNTIE
DCV 3DAA + RBV #f (20.0%) Xv@|Enroi,

BT CC DOHERE DEIL

YRENT,
2. USRS

B bz, RigEar— FNTIX

[ DCV 3DAA + RBV #f (32.7%) ®J573 DCV 3DAA Bf (22.8%) X
X DCV 3DAA #t (33.3%) DOFn
mUAINAEOMEERF (HCV RNA &2

800,000 IU/mL LA |) 1ZBEIBE 28—~ (DCV 3DAA £ T 95.6% % O DCV 3DAA + RBV T 91.1%)
DI NKRIBE a7 — b~ (DCV 3DAA #£T 82.5% % TN DCV 3DAA + RBV #ET 74.5%) L0V ZL<BHD

iz,
Table 2.7.6.23-2:

N—=R T A O NOREFHFER R R DR B | IR 56

Number of Subjects (%)

Treatment Naive

Treatment Experienced

DCV DCV
3DAA 3DAA
DCV 3DAA +RBV DCV 3DAA +RBV Total
(N=57) (N =55) (N =45) (N =45) (N =202)
Age (years)
Mean 58.1 58.7 57.1 60.0 58.5
> 65 (n, %) 14 (24.6) 9(16.4) 3(6.6) 11 (24.4) 37 (18.3)
Gender (n, %)
Male 39 (68.4) 35 (63.6) 32 (71.1) 27 (60.0) 133 (65.8)
Female 18 (31.6) 20 (36.4) 13 (28.9) 18 (40.0) 69 (34.2)
Race (n, %)
White 49 (86.0) 46 (83.6) 41 (91.1) 37(82.2) 173 (85.6)
Black/AA 6 (10.5) 6 (10.9) 2(4.4) 6 (13.3) 20(9.9)
Asian Other 0 1(1.8) 2(4.4) 1(2.2) 4(2.0)
American 2(3.5) 1(1.8) 0 0 3(1.5)
Indian/Alaska native
Other 0 1(1.8) 0 1(2.2) 2(1.0)
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Number of Subjects (%)
Treatment Naive Treatment Experienced
DCV DCV
3DAA 3DAA
DCV 3DAA +RBV DCV 3DAA +RBV Total
(N=57) (N =55) (N =45) (N =45) (N =202)

Ethnicity (n, %)

Hispanic/Latino 8 (14.0) 3(5.5) 3(6.7) 3(6.7) 17 (8.4)

Not Hispanic/Latino 49 (86.0) 51(92.7) 42 (93.3) 42 (93.3) 184 (91.1)

Not reported 0 1 (1.8) 0 0 1(0.5)
HCV RNA

Mean (logio IU/mL) 6.48 6.36 6.75 6.65 6.55
HCV RNA Distribution
(IU/mL)
< 600,000 8 (14.0) 11 (20.0) 2(4.4) 3(6.7) 24 (11.9)
> 600,000 49 (86.0) 44 (80.0) 43 (95.6) 42 (93.3) 178 (88.1)
< 800,000 10 (17.5) 14 (25.5) 2(4.4) 4 (8.9) 30 (14.9)
> 800,000 47 (82.5) 41 (74.5) 43 (95.6) 41 (91.1) 172 (85.1)
Randomized Strata (%)

GT-1a in naive 42 (73.7) 41 (74.5) 0 0 83 (41.1)

GT-1b in naive 15 (26.3) 14 (25.5) 0 0 29 (14.4)

GT-1a in experienced 0 0 36 (80.0) 36 (80.0) 72 (35.6)

GT-1Db in experienced 0 0 9 (20.0) 9 (20.0) 18 (8.9)
HCV Genotype (n, %)

la 40 (70.2) 39 (70.9) 35(77.8) 35 (77.8) 149 (73.8)

1b 17 (29.8) 15 (27.3) 10 (22.2) 10 (22.2) 52 (25.7)

6cl 0 1(1.8) 0 0 1(0.5)
Prior Treatment Status

Naive 57 (100.0) 55 (100.0) 0 0 112 (55.4)

Experienced 0 0 45 (100.0) 45 (100.0) 90 (44.6)
Cirrhosis (n, %)?

Yes 56 (98.2) 55(100.0) 45 (100.0) 44 (97.8) 200 (99.0)

Unknown 1(1.8) 0 0 1(2.2) 2 (1.0)
Fibrosis Stage (n, %)°

FO to F3 31(54.4) 26 (47.3) 22 (48.9) 25 (55.6) 104 (51.5)

F4 25 (43.9) 25 (45.5) 22 (48.9) 20 (44.4) 92 (45.5)

Not Reported 1(1.8) 4 (7.3) 1(2.2) 0 6 (3.0)
IL28 B rs12979860
Genotype (n, %)

cC 13 (22.8) 18 (32.7) 15 (33.3) 9 (20.0) 55(27.2)

Non-CC 43 (75.4) 37 (67.3) 30 (66.7) 36 (80.0) 146 (72.3)

Not reported 1 (1.8) 0 0 0 1(0.5)

Baseline NS5A Resistance (n, %)
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Number of Subjects (%)

Treatment Naive Treatment Experienced
DCV DCV
3DAA 3DAA
DCV 3DAA +RBV DCV 3DAA +RBV Total
IN=57) (N =55) (N =45) (N =45) (N =202)
GT-1a
NS5A-28 3(5.3) 3(5.5) 2(4.4) 2(4.4) 10 (5.0)
NS5A-30 1(1.8) 0 2(4.4) 0 3(L.5)
NS5A-31 2(3.5) 0 0 0 2 (1.0)
NS5A-93 0 1(1.8) 1(2.2) 0 2 (1.0)
GT-1b
NS5A-28 0 0 0 0 0
NS5A-30 4 (7.0) 1(1.8) 0 1(2.2) 6 (3.0)
NS5A-31 3(5.3) 1(1.8) 0 1(2.2) 5(2.5)
NS5A-93 3(5.3) 1(1.8) 0 1(2.2) 5(2.5)

Abbreviations: AA - African American, DAA - direct acting antivirals, DCV 3DAA - daclatasvir/asunaprevir/
beclabuvir administered as a fixed-dose combination, GT - genotype, HCV - hepatitis C virus, RBV - ribavirin,
RNA - ribonucleic acid

2 All but 2 subjects in this study had compensated cirrhosis (Metavir F4 or equivalent) as specified in the protocol.
The 2 subjects without Metavir F4 (or equivalent) compensated cirrhosis were confirmed at screening as having
cirrhosis (based on original FibroTest/APRI results); however, based on a corrective analysis of the FibroTest scores,
were re-categorized after randomization as having a cirrhosis status of unknown . Both subjects continued in the
study, and their cirrhosis status of unknown was reported as a relevant protocol deviation.

b The fibrosis stage is as determined by FibroTest.

AR &P
AKBRIzB T 2 IRFEETFRITE -T2, BIRT 85, 1%@%&2%&%75: 95/95 L~L (P& I i=fe 510
D 95%., MOHEL Lt%k%u;@ 95% DG 2Z T2 L& LI EDORREEESF 2R LT~ 95/95

LU LA E O ARFREST 2 0~ L7285 E OIS 13, DCV 3DAA 3%‘ (ﬂ%%fé 96.5%. BEIRHE : 100%)
DJ7) DCV 3DAA + RBV B CRIGIE : 76.4%. BEIGIE @ 66.7%) XV @Eh-oTz,

3
FARELMEREMIE B Of 54 Table 2.7.6.23-3 12 L. UTICERNT 5, LTI R THEIMEDERT
NVCB V£ L 0 fi7e LT- EEMT 2 brE . 2IRBEEKk G425 L Lz mITT 7 7' 12 —F 2S5 0n
TW5,

o TVx /) HAT 1O CHRIREMIFHEELZ AT 585 1Z DCV 3DAA FDC % RBV & ff H XX FEDF
AT 1 H 2\, 12B8M&EE LEERSSNZE SVRIZ2 ZEREIA L. RIBE R — b & EERE
aR— FDOWHTE A I\ Uphnray ha—i% FEo7-,

o RIBFEaR— MZEIFTSH NVCB #lisgiEa - SVRI2 #EakE AL, DCV 3DAA BETIE
93.0% (97.5%fZ#EX [ : 85.4%~100%) . DCV 3DAA + RBV EETIiE 100% (97.5%(5 & X
i : 92.3%~100%) Toh oz, MEEE B, 97.5%FEHHXM O FIRIZFRNIHE L2 69%D
AR ANRBEE BRI TWAD Z &b, SVRI2 EREI ST A MY A ray br—L &
DERBIZEWI ERENT,
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o PRI aR— MIBIFTD SVRI2 FEREIAIL. DCV 3DAA BETIE 86.7% (97.5%(ZHE XM :
75.3%~98.0%) . DCV 3DAA + RBV E£TlE 93.3% (97.5%54EX [ : 85.0%~100%) T >
7o MEEE S, I75%EHEXMO FIRITFANCHE L7Z 45%Dt X MU I z2BE4% L\l
TWABZ EMB, SVRI2ZEREIGIZIE A NI Aoy ha— /L XD EEIZE NI ERREN

71:_.0
o RiIfHEadr— b EREREaAR— %@rﬁf“ﬁﬂﬁ@ﬁ%% mITT 7 7' 0 —F R OBHT— % %2 iz
77 —FI2 S < SVRI2 EREI S IR T — 2 W= T 7 a—F 125 < SVRI2 EREIS

E—EBMERLE,

o FHaR—FDOSVRIZERESIIY =/ A4 7 1aXiT bICL6TEL, V= XA 7 1b DR
# [R5 (DCV 3DAA BEKTNDCV 3DAA + RBV B, LITFREIER)  : 100%% 8 100%. BEGIE
90.0% K TN 100%] OFFNRY = ) 2 AT la DHERFE (RIGH : 90.0%K TN 100%., BEIGEE : 85.7%
KN91.4%) L EBEBLREN-T,

e DCV 3DAA O 5 Z5 1 -4 (RBV IEDFH) (238155, 1L28B D SNP THh 5 1512979860 D
BRI SVRI2 ZRREI A 1X, Wiadk— hT— ﬁ% ZEimolz [CC CRIBHEBI L OBETRHH
PUFTRER)  : 84.6%% TN 86.7%., F CC : 95.3% &N 86.7%]) ., ZiLbHd=aadk— KT RBV ZiBN
T5EL SVRlzi_ﬁji”fl/\ﬁi‘tﬁﬂmLt (CC : 100%}% Y 100%, FE CC : 100%K% T 91.7%)

e SVRI2 FHREIATX., MERI, 4, AME, B, RiE CREO#RE) . X—AF7 40
HCV RNA #, BMI\ T MEDRE R DR— AT A > OIEREIEER S5A (uT\ NS5A) Tl
BT 207 7 V—7R1 L3R Th o7z, NEMEFEEZ IR T 2 B eI A - S e d o
7= 2B &R\ & XD, 2RO SVRI2 ZEEIA1E 94.0% (200 619 188 f5]) Toh - 7=,

o KT 64%DYERE N SVRI2 ZIERRL Lo 72 CRIBEaAR— RO 45| L BEGEaAR—FD 9
Bl) .

o RIFEIR— NMIBITLHEEKT 12 BETOUANRERHY 77 2ADEIEIE, DCV 3DAA
BETIX 7% [ 58 THRFZ HCV RNA &35 E & FRARM (RHET) Tho7z 57 6iH 4 4]
T®HY ., DCV 3DAA + RBV BETIZ VANV AP T T RATRBD biveiroTe, £l2. Kb
B — hmi&b%qﬂmvmm%_ﬁﬁ%% TR LR -T2,

o HEIEME R — MIBITHEEHKT 12 :J&T@ AR T AOE ST, DCV 3DAA
BETIE 11.4% [BEHH& THRZ HCV RNA ENER FRAR (BHEET) Tho7tz 44 filF 5
] . DCV 3DAA + RBV #£TIE24% @1 HIHF 16]) Tholo, EGHDOUA N AFHEL)
DOEIEIL, DCV 3DAA BETIL 2.2% [45 B 1 41 (%EEf 2 %D VBT I2Xk2 161 ] .
DCV 3DAA + RBV #ECld 4.4% [45 il 2 5] (F5- 8% D VBT IZ LD 1 FI L OBERKT
IKFIZ HCV RNA &8 AIRED 1 §8]) ] Th oz,

e SVR24 ERLEIESIX. RG24 — FTIiX DCV 3DAA # KON DCV 3DAA + RBV #ETENEFh
93.0%% T8 100%, BEVGE 2 d— b TIXZENEI 86.7% KL TN 91.1% ThH -~ 7=, 3 BIOWERE DA
JL A ERERIFE DY SVRI2 & SVR24 & T Lo 7-, Willd, RiGEaFm— b0 246 [Wih
t, DCV 3DAA #f ; DLRTNZ U A VAR 7 7 AN D HIL7228 SVR24 ZEERL L7 1 il LY
SVRI2 % 7% L727% HCV RNA 75— % KD 7= SVR24 RIS 16 GEFFAREE) ]
KOBERFE 2R — ho 1] (DCV 3DAA + RBV & ; SVRI2 Z % L 72/ HCV RNA 7 — & K|
D72 SVR24 RIS N 1)) Th oD,
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Table 2.7.6.23-3: ERAREREEE
Number of Subjects (%)
Treatment Naive Treatment Experienced
DCV 3DAA DCV 3DAA
DCV 3DAA +RBV DCV 3DAA +RBV Total
N=57) (N =55) (N =45) (N =45) (N =202)
HCV RNA <LLOQ, TD or TND (Imputed)?
SVR12 (%), overall 53 (93.0) 55 (100) 39 (86.7) 42 (93.3) 189 (93.6)
(97.5% CI) (85.4,100) (92.3, 100) (75.3,98.0)  (85.0, 100) (89.7,97.4)
GT-1a 36/40 (90.0)  39/39 (100)  30/35(85.7) 32/35(91.4) 137/149 (91.9)
GT-1b 17/17 (100) 15/15 (100) 9/10 (90.0)  10/10 (100)  51/52 (98.1)
Other (GT-6¢1) -- 1/1 (100) - -- 1/1 (100)
HCV RNA <LLOQ, TND (mITT)
RVR 39 (68.4) 44 (80.0) 26 (57.8) 31 (68.9) 140 (69.3)
eRVR 39 (68.4) 43 (78.2) 25 (55.6) 29 (64.4) 136 (67.3)
cEVR 57 (100) 54 (98.2) 42 (93.3) 40 (88.9) 193 (95.5)
EOT 57 (100) 54 (98.2) 44 (97.8) 41 (91.1) 196 (97.0)
SVR24 (%), overall (mITT) 53 (93.0) 55 (100) 39 (86.7) 41 (91.1) 188 (93.1)
(95% CI) (86.4, 99.6) (93.5, 100) (76.7,96.6)  (82.8,99.4)  (89.6, 96.6)
Non-responders (Non- 4 (7.0) 0 6 (13.3) 3(6.7) 13 (6.4)
SVR12)
Non-responder with HCV 4 (7.0) 0 5(11.1) 1(2.2) 10 (5.0)
RNA <LLOQ TND at
EOT
Relapser 4 (7.0) 0 5(11.4) 1(2.4) 10 (5.1)
Other Non-responder® 0 0 0 0 0
On-treatment failure 0 0 1(2.2) 2 (4.4) 3(1.5)
VBT 0 0 1(2.2) 1(2.2) 2(1.0)
Other on-treatment 0 0 0 1(2.2) 1(0.5)
failure®

Abbreviations: cEVR - complete early virologic response (HCV RNA < LLOQ TND at Week 12 of treatment),
DAA - direct acting antivirals, DCV 3DAA - daclatasvir/asunaprevir/beclabuvir administered as a fixed-dose
combination, eRVR - extended rapid virologic response (HCV RNA < LLOQ, TND at both Weeks 4 and 12), EOT -
end of treatment, GT - genotype, HCV - hepatitis C virus, LLOQ - lower limit of quantitation, mITT - modified
intent to treat, RNA - ribonucleic acid, RVR - rapid virologic response (HCV RNA < LLOQ, TND at Week 4),
SVR12 - sustained virologic response at follow-up Week 12, SVR24 - sustained virologic response at follow-up
Week 24, TD - target detected, TND - target not detected, VBT - virologic breakthrough

a

SVR12 (primary endpoint, imputed - next value carried backwards): subjects with missing HCV RNA at follow-
up Week 12 who had HCV RNA < LLOQ, TD or TND at the next available measurement were considered
responders for SVR12

b Other non-responders include subjects whose HCV RNA < LLOQ TND at EOT but who are missing post-
treatment Week 12 and subsequent time points HCV RNA.

Other on-treatment failures include non-responders with missing or detectable HCV RNA at EOT.

zeH
RBV & OFH XUTIFEDFH TO DCV 3DAA @ 12 #HI1X, Y=/ %A 71O CRREMETFEEEH
T DRIBE N CEERR OB E B W TR 2R AR LTz (Table 2.7.6.23-4)
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AR T, FECITRRD bR o T,

BHHROEERAEFRNEIRT 9 il (45%) [ZHEINT, B5FOEERAEFRZORY
E|A 1% DCV 3DAA + RBV BED M DCV 3DAA BEL D mivo72 (ZNFH 7.0% LT 2.0%) .
DCV 3DAA + RBV O 5251772 2 FlORIGFFIEB &G 08WE vz, 2 BILLEICHE S
NEERGHROEERAERES (ERFE) FARAFLOALTHoTZ, 3 HOEERAEFLNIRRIE
CEED Y SHEN, 2R BIEWT S DCV 3DAA + RBVBEICREL L2 D TH 72 [
PERFREE, &Ik ONEE#R S ]

AERRIZLDIERIBOB G HIEN2IET 4 61 2%) 2RO BV, 2f175° DCV 3DAA + RBV
HoWmE CThole, HEFILICE T AEFFGIL, Grade 4 D&M (2 61) . Grade 3 D~F
e (16, it FH) . Grade 2 O (1 #) %O Grade 4 OFEMMENFREE (1 51)
ThoT,

Grade 3 XU 4 OFEFELENEERT 12 61 (5.9%) IZRHKR L., BRESGIIREHFCRERETH -
7= (DCV 3DAA Bf : 4.9%. DCV 3DAA +RBV Bf : 7.0%)

BIRT, FRZZ L AoNT-AFFS BEEIGS 10%LL ) | NI TN O N N
JERONZEIOFIETH Y, BHEETaR— %F‘ﬁfﬂ&ﬁf&;oto

BIAEET 14 6] (6.9%) ([ZHE S, 26128 DCV 3DAA + RBV BEO##R#H CTH~7-, DCV
3DAA BEOHEIRE IZE MITFEL L 2o 7,

Grade 3 I 4 DM FAI R OFBENEIIME o 72 (BIKT 25%LLF) , 1RBERE 55161412
FH L7 Grade 3 X34 D7 F5=0T7 I/ hF7o27=2F5—F (LLF. ALT) EENREEKET 44
(2.0%) IZHE ST, Grade 3 XF 4 DT ANRNTGXUBETI ) F I A7 x25—8 (LLF.

AST) BENEIRTIH (1.5%) 1[HfiE iz,

ALT/AST ORE ZF G DI, Honctk#E Lz, &R 5T, dg (D7< &t 1 Grade D
KF) FTOYMOFIREIT, ALTTIHZ 14 H, ASTTIE S HThHHoTz, X—RAT A N IE5
HF O Grade (WT @) IZEET 5 £ TOWMOFIREIX, ALT Tl 33 H, AST T
X2 B CThH o7z, IO Grade 3 X1t 4 D ALT N AST B & CoifiohRfilix, =hEh
57 AR V48 HTH -7,

AR TIL, Grade 3 O E UL E NN 3 A S (F3T DCV 3DAA + RBV #f) |
Grade 4 D¥ENINTHRE SN2 o7,

1 BlOWERZE 7S Hy's Law O pDILI DAL FRIEEMEIZRZ Y L7z, 2 O#kERE 1T DCV 3DAA +
RBV ﬁifv%oto TR IIRE 6 Bl IES iz, ZoWRE IEEROEETHY . R
EPERFRE S 135D Do 7z, BERRAEMERE 1390 HCV L0 1K 6 B CIEFIL L.,
Z OEERFE T SVRI2 A ERL LT,

2B, 5% EOWBRE ISR b AEFER, X TOAEFRLONRRE LB#EOH 59 XTO
HERELDOHEEFIL APPENDIX 1. APPENDIX 2 K Y APPENDIX 3 IZFNFHrd,
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Table 2.7.6.23-4: M DER) | TEEBRIEEE 54

Number of Subjects (%)

Treatment Naive Treatment Experienced Total by Regimen
DCYV 3DAA DCYV 3DAA DCV
DCV 3DAA + RBV DCV 3DAA + RBV DCV 3DAA 3DAA+RBV Total
N=57) (N =55) (N =45) (N =45) (N =102) (N =100) (N =202)
Death 0 0 0 0 0 0 0
SAEs 1(1.8) 5.1 1(2.2) 2(4.4) 2(2.0) 7 (7.0) 9 (4.5)
AEs Leading to 0 2 (3.6) 0 244 0 4 (4.0) 4(2.0)
Discontinuation of Study
Drugs
Grade 3 to 4 AEs 1(1.8) 5.1 4(8.9) 244 549 7 (7.0) 12.(5.9)
Most common AEs (> 10% overall)
% 557 6 (10.5) 16 (29.1) 6 (13.3) 12 (26.7) 12 (11.8) 28 (28.0) 40 (19.8)
GIEREs) 9 (15.8) 9(16.4) 8 (17.8) 14 (31.1) 17 (16.7) 23 (23.0) 40 (19.8)
TN 11 (19.3) 10 (18.2) 3(6.7) 7 (15.6) 14 (13.7) 17 (17.0) 31(15.3)
T 7 (12.3) 6 (10.9) 6 (13.3) 3(6.7) 13 (12.7) 9 (9.0) 22 (10.9)
RARE 3(5.3) 8 (14.5) 3(6.7) 7 (15.6) 6(5.9) 15 (15.0) 21 (10.4)
Z 9 BEESE 2 (3.5) 4(7.3) 4(8.9) 11 (24.4) 6(5.9) 15 (15.0) 21 (10.4)
Laboratory Abnormalities
Anemia 0 5.1 0 9 (20.0) 0 14 (14.0) 14 (6.9)
Grade 3 to 4 Treatment Emergent
Laboratory Abnormalities
Hemoglobin 0 2 (3.6) 0 3(6.7) 0 5(5.0) 5(2.5)
Leukocytes 0 1(1.8) 0 0 0 1(1.0) 1(0.5)
Neutrophils + Bands 1(1.8) 0 0 1(2.2) 1(1.0) 1(1.0) 2(1.0)
Lymphocytes 0 0 1(2.2) 3(6.7) 1(1.0) 3(3.0) 4(2.0)
Platelet count® 1(1.8) 1(1.8) 1(2.2) 1(2.2) 2 (2.0) 2(2.0) 4(2.0)
INR 0 0 0 0 0 0 0
ALT 2(3.5) 0 1(2.2) 1(2.2) 329 1(1.0) 4(2.0)
AST 1(1.8) 0 1(2.2) 1(2.2) 2 (2.0) 1(1.0) 3(L.5)
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Number of Subjects (%)

Treatment Naive Treatment Experienced Total by Regimen
DCV 3DAA DCV 3DAA DCV
DCV 3DAA + RBV DCYV 3DAA + RBV DCV 3DAA 3DAA+RBV Total
N=57) (N =55) (N =45) (N =45) (N=102) (N =100) (N =202)

Total bilirubin 0 2 (3.6) 0 1(2.2) 0 3(3.0) 3 (1.5)
ALP 0 0 0 0 0 0 0
Albumin 0 0 0 0 0 0 0
Creatinine, enzymatic 0 0 0 0 0 0 0
Lipase 4(7.0) 1(1.8) 1(2.2) 0 5(4.9) 1(1.0) 6 (3.0)

Abbreviations: 3 DAA - direct acting antiviral, AEs - adverse events, ALP - alkaline phosphatase, ALT - alanine aminotransferase, AST - aspartate
aminotransferase, DCV - daclatasvir, INR - international normalized ratio, RBV - ribavirin, SAEs - serious adverse events

2 Based on observed data for platelet values, the denominator in the DCV 3DAA group of the treatment-naive cohort is 56, and the denominator for total
subjects is 201.
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ZFDith

HCV ZHiH4E

N—R T A D NSSA fHICEBIT AT I/ RiEH#Hh

R—RF A D NS5A EEH| D FRMTHRE NG S, &5%?%L%@HOHWA?~&§%%%
Twé/i/&47M®H@W%ﬁT6%%% BT D SVR24 EREFIGIL, N—RA T A VIKFIC
M & ORI STV D NSSA FEIRICI T 527 2/ BREHAD RO LI - TR E D J5
ﬂ\wa?4yﬁm7i/%ﬁﬁﬂmbant%%%;@ﬁ6%mwot(%mmf%mmo
L, "—=AT A ®D NS5A fEIICBITS T 2 /&%@ﬂm®6ntﬁ%%®%A#ﬁ#o
72728, KD SVR24 ZERKEIG I T 5B ITDO TN Th o7 (NSSA fEIkICBIT27 I /&
%@ﬂﬁw%%%fiqm%\£¢fi%5motmvnMA&§ RBV ZiBT 5 &, 1R
JED & B BN XNTARN— R T A VEFIZ NSSA fEIICE T 27 2 BREBENTED ST E I
X 59, SVR24 ERLEIA ﬂs%%MLto%%%m@swum%iﬁAi%%%miwﬁS%m
MoOTZH, ZOFELNSSA FEIKICE T 57 2V BEBRIZL D LD T ernoT,

o N—RT AP NSSA FHIRICHITHT I/ RES (A F 4= (M) 28, ZLv¥3I (Q)
300 2y (L) 31 RO/ XixFurvy (Y) 93] Wox/) ZA7 la OYERED 10.1%
(149 R 15 f31]) ISR H S 47z,

o ZNHOD NSSA TEIKIZHKIT DT X VBREMRE LT RWHBRE R ORI NSO T X BRER YA
I 5 HBRE D SVR24 FERLEIA 1. %M%M%Z%unﬁ¢umﬁ>&o&ﬂ%(wﬁ$n
) THoT-, HEEDTZDRTE, ZHHD NSSA FHIRICBIT 57 2 VBREHZ AT 5 KIE
JEFID SVR24 FERLEIEIE 100.0% (9 Fld 9 fl) THVH ., ZiH D NSSA fEIRIZEBIT 5T
J BRIEZ A9 D BEIRIFEGI O SVR24 ZEI ST 66.7% (6B 461) Tho7-, Fi7=. Th
5D NSSA THIRICBIT 27 2/ iRiE# %A 95 DCV 3DAA + RBV D#5-% %) 7= 9ir#E o
SVR24 FEREIS il%&é%@*6@)f%ot IZ%F L. DCV 3DAA D525 1T -1
Brg o SVR24 FERLEIS iTM%(9W¢7W)T%oto

NR—R2 T A O NS5A ERICHIT 57 2/ BEHRIT, KRBROY = ) X147 1b OWEREIC

% SVR24 ZELEIS uw@%&ié@ﬂoﬁo

o N—RT AP NSSA fEIRICEIT A7 I/ gEft [L31IUM XL Y93 e XF¥r (H) ] 2
V) HAT b DWERED 173% (52 B 9 f]) (T Sz, S OBERE T EEIH
SVR24 % Rk L7z,

T ) XA 6cl D 1 FIOHERE L SVR24 R LT Z LD, RX—RA T A D NS5A fEIkIZ

BITDT I BREWN Z OWREICBITS SVR24 EREIGICHEZ MFE LI L IXEZ NN

277,

N—2F A L OIMEEEN 3 (LT, NS3) fFEiICHIT 57 I/ ERfEih

WZREBIED RSN TNWA Z L2 EETH L. N~X§4/@M%3ﬁWK£HéT‘/%Eﬁ
@/I/&471aﬂi/i/&471b@ﬁ%% BT % SVR24 #EI G ICA BB % RIE
Liz&ixEZEZz N ol

N—2F7 A4 OIHEEH SB (LLT. NS5B) FHIKICHIT 57 I / B #

T 7= (A) 421 D_X—RZF A O NSSBHEIICEIT 57 2/ BEE#IL, DCV 3DAA + RBV O
BE5 2% 0=V ) 2 A7 la DBEIREFNZ BT 5 SVR24 #EERLEI S 2K T S22, ERNT
ThoT=,
o NX—ZTF A LD NS5B-A421 NV v (V) X, BN EONTZY = ) X AT la OHEERE D
20.4% (49 Bl 10 1)) TR STz,
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e NSS5SB-A421V #H T D RIGHEHIO SVR24 FELEIA X 100% Q B 2 4]) THo7=dlTxtL,
BEIRHEB] Tl 50.0% B FIH 44) THoT=, 1HID T A ) AFZRERFIF— R T A T
NS5A-Q30H-Y93H }2 (X NS5B-A421V &4 L T iz,

o N—RXTAUITNSSBHEIKICKEITLHT IV BEREZA L TWeY = ) X A7 1b OHREITITY

A VRPN IR B AL o T2,

7SN FRF A C D NSSA/NS3/NSSB AR B i 25 B D fH A & ot

o 3 ODIRBRIKT R TUITHIT D IAIM MRS BN B D & A L A 2Ry 5] 3 il 2 Bl Rk
. 2 ORI 2 HAIMMER HEA R (NSS5A/NS3 HAIMMERTHEZA ) 237 A LA S
VT 7 ADRD BT 8B 7K S iz,

o Ux /XA laDHWIRETIX, b < HBLLT- NSSA FEHNMHEREZL #1X Q30 /' /v ¥ I Uk

(B) /7 v¥=r (R) THEShiz (54.5%) . NS3IZDOWTIX RISS Uy (K) %< %
L (81.8%) . NS5BTix7m VU (P) 4951/ U > (S) NFEHE L (182%) .

e SVR24 ZER L7enoTloy = /) XA 7 1b O#ERE 1 T, YO3H OABKRH S, ZhZEi
ASV T BCV @ in vitro TEMHEDERZ H7- 53 2 LR BTV D NS3 XE NS5B D FEA %
Eg DTEI: imu&b%hiﬁﬁ)/)ﬁ_o

+ ZA
ivm nf

LTI, Y= /2247 1O CRUMEMIFEZE 283 24803512 DCV 3DAA % 12 kG Lz & X
DHLT A IV ATEM R OV 2T B a2 R~ T,

e DCV 3DAA DO 5-%#% j’ﬁﬂQ/AfﬁfﬁJ&UE%/Afﬁfﬂ@ﬁ'ﬁjif1—11/\ SVRI12 EkEIG 1S BTz,
SVRI12 #Epk#EIG 1L, RBV & FEGHH OLE 1T ARIGHEE K QBEIREE] TEI 2 93.0% K% TN 86.7%
THY. RBV LOFHOSLEITENEN 100%&0 93.3% CTdh o7z, SVRI2 EREIGIIE 2R — bk
WOEEETE 2 MU BVl % ElE - 7=,

o Tx /)X AT 1allEY LIIREINEE 25k Tld, DCV 3DAA # 512 RBV BT 5 &
FT7 4y RRWNT B EEZ BT (£2ak— b TO SVRI2 #ELE AL, DCV 3DAA +
RBV BETIX 95.9% ThH 7Dk L, RBV ZffH L72\» DCV 3DAA B TiE 88.0%CTh -
72) o TONREXT 4y MIRIBFEHETLVHALNTH-T,

o Vx /XA 1bITEYE LT HERE TIL, SVRI2 ERKEIA X — ﬁ% B> 72, RBV & FEGEH
TDCV 3DAA D5 %% 1-V = ) XA 7 1b ORIEFF]. TN DCV 3DAA + RBV D#
G522 72 = 7 2 A7 1b ORIGHEG| K ORETREF] T, 100%0) SVR12 EREIAENE LN,

o TRTOY T I N—TRT (Fln, HHl, X742 % —T7xm 7))V 7 7/RBV IZXDHITE
WD Y 77 A, partial responder X 1L null responder & & ie) KONT A VAR T (R—RAF
AL DT AIVAE) ITONWT, RIGFEG N OBEGRE] TRy SVRI2 BERREIG 35 b LT,

e DCV 3DAA D5 %5 T = RIGE 2 R — I\T (FibroTest X0 HE L) MM
T R_RTDHOAT—IT SVRI2 ERRE ST R 84.2% (F3) ~100% (F4) O#iHTH
>72, E£7-. DCV 3DAA D5 %% j‘tﬁ%ﬂ*ﬁsrﬁ— kTi%, SVRI2 EREI AT 75.0%

(F1) ~100% (F3) o#ifTthH -7z,

e SVR24 #pkEIGIT—E L TE <, SVRI2 EREIG LFRRETH-T-, 2D LD, RBY
& OB XULIEDHH TD DCV 3DAA DA RNEDEGIEN R S iz,

e DCV 3DAA IFARRBROIFHE %2 AT HHRET LB TRGBRAEFMEE R LT,

o HENAEHEZLOEEKROEHELGIT 45%TH V., HEHILICE->TmHEESZORIESIL
20%ThH-oT-,
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e Grade 3 XX 4D ALT EH OB T, #EE 2IKD 2.0%, RBV &IENFH T DCV 3DAA
D5 %5 T 1= 98583 D 2.9%. DCV 3DAA + RBV DO 5.4 52 1F 7= 9885 D 1.0%I2FB L 7=,
e pDILI (JxU'Hy's Law) O 1 D FLRITIEAEMITFEZ 2 (LTI mIE L,
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Naive Experienced Total
System Organ Class (%) DCV/ASV/325 DCV/ASV/325+RBV DCV/ASV/325 DCV/ASV/325+RBV DCV/ASV/325 DCV/ASV/325+RBV Total
Preferred Term (%) N=57 N=55 N=45 N=45 N=102 N=100 N=202
R RS 1 (1.8) 0 0 3 (6.7 1 (1.0) 3 (3.0) 4 (2.0)
FBYWER X OVF4 e 13 (22.8) 12 (21.8) 12 (26.7) 5 (11.1) 25 (24.5) 17 (17.0) 42 (20.8)
AR 3 (5.3) 1 (1.8) 4 (8.9) 1 (2.2) 7 (6.9) 2 (2.0 9 ( 4.5)
% 1 (1.8) 3 (5.5 1 (2.2 1 (2.2 2 (2.0) 4 (4.0) 6 (3.0)
AL~ A 0 3 (5.5 2 (4.4 0 2 (2.0 3 (3.0) 5 (2.5
KBk 4 (7.0) 0 0 0 4 (3.9 0 4 (2.0)
R . BERES L O RrsEE 4 (7.0) 12 (21.8) 4 (8.9 16 (35.6) 8 (7.8) 28 (28.0) 36 (17.8)
IR R 0 6 (10.9) 1(2.2) 4 (8.9 1 (1.0) 10 (10.0) 11 ( 5.4)
5700 1 (1.8) (7.3) 0 5 (11.1) 1 (1.0) 9 (9.0) 10 ( 5.0)
VBRG] 1 (1.8) 2 (3.6) 0 5 (11.1) 1 (1.0) (7.0) 8 (4.0)
e TS L ONS A s 4 (7.0) 7 (12.7) 5 (11.1) 4 (8.9) 9 (8.8 11 (11.0) 20 ( 9.9)
T 0 0 3 (6.7 1 (2.2 3 (2.9 1 (1.0) 4 (2.0)
R 3 (5.3) 5 (9.1) 3 (6.7) 8 (17.8) 6 (5.9 13 (13.0) 19 ( 9.4)
~NES v LR 0 2 (3.6) 0 4 (8.9 0 6 (6.0) 6 (3.0
IMiEFs JOY o SRbEE 0 7 (12.7) 1 (2.2 9 (20.0) 1 (1.00 16 (16.0) 17 ( 8.4)
21 0 7 (12.7) 0 8 (17.8) 0 15 (15.0) 15 ( 7.4)
(RSN Sl 4 (7.0) 1(1.8) 2 (4.4) 3 (6.7) 6 (5.9 4 ( 4.0) 10 ( 5.0)
&, ks JOREGDHE 0 6 (10.9) 3.(6.7) 0 3.(2.9 6 (6.0) 9 (4.9
AR L O 1 (1.8) 1 (1.8) 0 4 (8.9 1 (1.0) 5 ( 5.0) 6 (3.0)
AR 2 ( 3.5) 0 0 3(6.7) 2 (2.0) 3 (3.0) 5 (2.5)
MedDRA Version: 17.0
Program Source: s:\rho\lbms\hcv daa\studies\ai443113\tables\rt-ae-145-v0l.sas 19FEB2015 12:16
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2.7.6 il x DFRERDE L D Hepatitis C

BMS-790052/BMS-650032/BMS-791325 beclabuvir
Naive Experienced Total

System Organ Class (%) DCV/ASV/325 DCV/ASV/325+RBV DCV/ASV/325 DCV/ASV/325+RBV DCV/ASV/325 DCV/ASV/325+RBV Total
Preferred Term (%) N=57 N=55 N=45 N=45 N=102 N=100 N=202
BilEEE 5 S 0 1 (1.8) 1 (2.2) 1 (2.2) 1 (1.0) 2 (2.0) 3 (1.5
RN f 0 1 (1.8) 0 1 (2.2) 0 2 (2.0) 2 (1.0
58 9 oI 0 1 (1.8) 1 (2.2) 0 1 (1.0) 1 (1.0) 2 (1.0
e 1(1.8) 0 0 0 1 (1.0) 0 1 (0.5
(B 1(1.8) 0 0 0 1 (1.0) 0 1 (0.5
TR 0 1 (1.8) 0 0 0 1 (1.0) 1 (0.5
Jifi 5 1. 0 1(1.8) 0 0 0 1 (1.0 1 (0.5
7 LR 0 1 (1.8 0 0 0 1 (1.0 1 (0.5
< Lot 0 0 0 1 (2.2 0 1 (1.0 1 (0.5

B ERAEs L OSSO 4 (7.0) 7 (12.7) 5 (11.1) 4 (8.9) 9 (8.8 11 (11.0) 20 ( 9.9)
A 2 (3.5) 2 (3.6 1 (2.2 0 3 (2.9 2 (2.0) 5 (2.5)
B 0 0 3 (6.7 1 (2.2 3 (2.9 1 (1.0 4 (2.0)
Wik 0 2 (3.6) 1 (2.2) 1 (2.2 1 (1.0 3 ( 3.0) 4 (2.0
Wb 1(1.8) 1(1.8) 0 1 (2.2) 1 (1.0 2 (2.0) 3 (1.5
Wiz 1(1.8) 0 1 (2.2) 1 (2.2) 2 (2.0 1 (1.0) 3 (1.5
RAfiZs 0 2 ( 3.6) 0 0 0 2 (2.0) 2 (1.0
e AR 0 1 (1.8) 0 1 (2.2 0 2 (2.0) 2 (1.0)
RHIERE 0 0 1 (2.2) 0 1 (1.0) 0 1 (0.5
i 0 1 (1.8 0 0 0 1 (1.0 1 (0.5)
RS 0 1 (1.8) 0 0 0 1 (1.0) 1 (0.5
s SRR AT 0 0 1 (2.2) 0 1 (1.0) 0 1 (0.5

(7S ey 3 (5.3) (9.1) 3 (6.7) (17.8) 6 (5.9 13 (13.0) 19 ( 9.4)
~NEZ T U 0 ( 3.6) 0 4 (8.9) 0 ( 6.0) 6 (3.0
TI=LTI ) NGV AT 2 T— 2 (3.5) 0 1 (2.2 (2.9 0 (1.5
EHIN
FARSGRUET I ) hF A7 1 (1.8) 0 1 (2.2) 0 2 (2.0 0 2 (1.0)
= F—PHIn
s 1(1.8) 0 0 1(2.2) 1 (1.0) 1 (1.0) 2 (1.0
Wy L TF =y s YT TR 0 0 0 2 (4.4 0 2 (2.0) 2 (1.0

N
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2.7.6 il x DFRERDE L D Hepatitis C

BMS-790052/BMS-650032/BMS-791325 beclabuvir
Naive Experienced Total

System Organ Class (%) DCV/ASV/325 DCV/ASV/325+RBV DCV/ASV/325 DCV/ASV/325+RBV DCV/ASV/325 DCV/ASV/325+RBV Total
Preferred Term (%) N=57 N=55 N=45 N=45 N=102 N=100 N=202
s F5. 0 1 (1.8) 1 (2.2) 0 1 (1.0) 1 (1.0) 2 (1.0)
M7 L7 F LR AR —1H 0 0 1 (2.2) 0 1 (1.0) 0 1 (0.5
pilll
TN 0 1 (1.8 0 0 0 1 (1.0 1 (0.5)
1 o S—PHENN 0 1 (1.8) 0 0 0 1 (1.0) 1 (0.5)
PREHIN 0 0 0 (2.2) 0 1 (1.0 1 (0.5)

MIEE LY o RpEE 0 7 (12.7) 1 (2.2 9 (20.0) 1 (1.0 16 (16.0) 17 ( 8.4)
2. 0 7 (12.7) 0 8 (17.8) 0 15 (15.0) 15 ( 7.4)
PR TR A OB I 0 0 0 1 (2.2) 0 1 (1.0) ( 0.5)
[iC 0 0 1 (2.2 0 1 (1.0 ( 0.5)

R L ONAERE 4 (7.0 1 (1.8 2 (4.4) 3 (6.7 6 (5.9 4 ( 4.0) 10 ( 5.0)
ARG 2 ( 3.5) 1 (1.8) 1 (2.2 1 (2.2) 3 (2.9 2 (2.0) 5 ( 2.5)
ik 0 0 1 (2.2) 1 (2.2) 1 (1.0) 1 (1.0) 2 (1.0)
B U & AfE 1 (1.8 0 0 0 1 (1.0) 0 1 (0.5)
AECIpE 1 (1.8 0 0 0 1 (1.0) 0 1 (0.5)
BRI 0 0 0 1 (2.2) 0 1 (1.0) 1 (0.5)

e, s OB A HRE 0 6 (10.9) 3(6.7) 0 3 (2.9 6 (6.0) 9 ( 4.5)
AP 0 0 2 ( 4.4) 0 2 (2.0 0 2 (1.0
RS 0 2 (3.6) 0 0 0 2 (2.0 2 (1.0
REHEE 0 1 (1.8) 0 0 0 1 (1.0 1 (0.5)
eV [ 0 1 (1.8) 0 0 0 1 (1.0 1 (0.5)
AGELT K DHHELC 0 1 (1.8) 0 0 0 1 (1.0 1 (0.5
AEMHE 0 1 (1.8) 0 0 0 1 (1.0 1 (0.5)
£ 0 0 1 (2.2 0 1 (1.0 0 1 (0.5)

B LS OV EE 2 ( 3.5) 1 (1.8) 1 (2.2 2 ( 4.4) 3 (2.9 3 (3.0 6 (3.0)
A 2 ( 3.5) 0 0 1 (2.2 2 (2.0) 1 (1.0) 3 (1.5)
FEaR 0 0 0 2 (4.4) 0 2 (2.0) 2 (1.0)
il 0 0 1 (2.2 0 1 (1.0) 0 1 (0.5)



2.7.6 il x DFRERDE L D Hepatitis C

BMS-790052/BMS-650032/BMS-791325 beclabuvir
Naive Experienced Total
System Organ Class (%) DCV/ASV/325 DCV/ASV/325+RBV DCV/ASV/325 DCV/ASV/325+RBV DCV/ASV/325 DCV/ASV/325+RBV Total
Preferred Term (%) N=57 N=55 N=45 N=45 N=102 N=100 N=202
HEG 0 0 1 (2.2) 0 1 (1.0) 0 1 (0.5)
L 0 1 (1.8) 0 0 0 1 (1.0) 1 (0.5)
ATl L O RS 1 (1.8) 1 (1.8) 0 4 (8.9 1 (1.0) 5 ( 5.0) 6 (3.0)
RS 1 (1.8) 0 0 1 (2.2 1 (1.0 1 (1.0 2 (1.0
INANNZ 0 1 (1.8) 0 0 0 1 (1.0 1 (0.5)
IR 0 0 0 1 (2.2 0 1 (1.0 1 (0.5)
SRR 0 0 0 1 (2.2 0 1 (1.0 1 (0.5)
IR 0 0 0 1 (2.2 0 1 (1.0 1 (0.5)
SN AR 0 0 0 1 (2.2 0 1 (1.0 1 (0.5)
Jlik g s 2 ( 3.5) 2 ( 3.6) 1 (2.2) 1 (2.2) 3 (2.9 3 ( 3.0) 6 (3.0)
3T 0 2 ( 3.6) 0 0 0 2 (2.0) 2 (1.0)
EfE 1 (1.8 0 1 (2.2 0 2 (2.0) 0 2 (1.0)
R+ 0 0 0 1 (2.2 0 1 (1.0 1 (0.5
A& FRAY 1 (1.8 0 0 0 1 (1.0) 0 1 (0.5)
RpEE 2 ( 3.5) 0 0 3 (6.7) 2 (2.0) 3 (3.0) 5 ( 2.5)
AR 0 0 0 2 (4.4) 0 2 (2.0) 2 (1.0)
Tkl 0 0 0 1 (2.2) 0 1 (1.0) 1 (0.5)
AR 0 0 0 1 (2.2 0 1 (1.0 1 (0.5)
A 1 (1.8) 0 0 0 1 (1.0 0 1 (0.5)
STl 1 (1.8) 0 0 0 1 (1.0 0 1 (0.5)
HB L OskppaE 1 (1.8) 0 0 2 ( 4.4) 1 (1.0 2 (2.0 3 (1.5)
HHTERLEE 0 0 0 1(2.2) 0 1 (1.0) 1 (0.5)
Hiug 0 0 0 1 (2.2 0 1 (1.0 1 (0.5)
[ERAMED E L 1 (1.8) 0 0 0 1 (1.0 0 1 (0.5)
A R 1 (1.8 0 0 2 (4.4) 1 (1.0) 2 (2.0) 3 (1.5)
SR TR E 0 0 0 1 (2.2) 0 1 (1.0) 1 (0.5)
ARZER Y — 1 (1.8 0 0 0 1 (1.0) 0 1 (0.5)
EE U ILE U MGE 0 0 0 1 (2.2 0 1 (1.0) 1 (0.5)



2.7.6 il x DFRERDE L D Hepatitis C

BMS-790052/BMS-650032/BMS-791325 beclabuvir
Naive Experienced Total
System Organ Class (%) DCV/ASV/325 DCV/ASV/325+RBV DCV/ASV/325 DCV/ASV/325+RBV DCV/ASV/325 DCV/ASV/325+RBV Total
Preferred Term (%) N=57 N=55 N=45 N=45 N=102 N=100 N=202
e 0 0 0 1 (2.2) 0 1 (1.0) 1 (0.5
N i) 0 0 0 1 (2.2) 0 1 (1.0) 1 (0.5
Gl e 0 1 (1.8 0 0 0 1 (1.0) ( 0.5)
ZET LV E— 0 1 (1.8) 0 0 0 1 (1.0) 1 (0.5
B, M JOSHI RO E 0 1 (1.8) 0 0 0 1 (1.0 1 (0.5
Yy GBI OWR ) —7%5T0)
IR 0 1 (1.8) 0 0 0 1 (1.0) 1 (0.5)

MedDRA Version: 17.1
Program Source: s:\rho\bms\hcv daa\studies\ai443113\tables\rt-ae-14-v0l.sas 19FEB2015 12:16
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2.7.6 il x DFRERDE L D Hepatitis C

BMS-790052/BMS-650032/BMS-791325 beclabuvir
APPENDIX 3 BRELZEFICBOONTIRRELBEDOH I T XITOEEER (AI443113 R, 1BBRIER 541)
Naive Experienced Total
System Organ Class (%) DCV/ASV/325 DCV/ASV/325+RBV DCV/ASV/325 DCV/ASV/325+RBV DCV/ASV/325 DCV/ASV/325+RBV Total
Preferred Term (%) N=57 N=55 N=45 N=45 N=102 N=100 N=202
TOTAL SUBJECTS WITH AN EVENT 29 (50.9) 40 (72.7) 23 (51.1) 38 (84.4) 52 (51.0) 78 (78.0) 130 (64.4)
s 12 (21.1) 14 (25.5) 12 (26.7) 17 (37.8) 24 (23.5) 31 (31.0) 55 (27.2)
HE 9 (15.8) 8 (14.5) 2 (4.4) 7 (15.6) 11 (10.8) 15 (15.0) 26 (12.9)
TR 5 ( 8.8) 5 (9.1) 5 (11.1) 3 (6.7) 10 ( 9.8) 8 ( 8.0) 18 ( 8.9)
ZN=Y 2 ( 3.5) 0 1 (2.2 2 (4.4) 3 (2.9) 2 (2.0) 5 ( 2.5)
e LsA: 2 ( 3.5) 0 1 (2.2 1 (2.2 3 (2.9 1 (1.0 4 (2.0
| 0 1 (1.8) 1 (2.2 2 (4.4) 1 (1.0) 3 ( 3.0) 4 (2.0)
I R 1 (1.8) 2 ( 3.6) 1 (2.2 0 2 (2.0) 2 (2.0) 4 (2.0
HE AR 0 0 2 (4.4) 1 (2.2 2 (2.0) 1 (1.0 3 (1.5)
[ 1 (1.8) 1 (1.8) 0 0 1 (1.0 1 (1.0 2 (1.0
{EF 0 0 1 (2.2 1 (2.2 1 (1.0 1 (1.0 2 (1.0
] PR 0 1 (1.8) 0 1 (2.2 0 2 (2.0) 2 (1.0
iR 1 (1.8) 1 (1.8) 0 0 1 (1.0) 1 (1.0) 2 (1.0
O e TR 0 1 (1.8) 1 (2.2 0 1 (1.0 1 (1.0 2 (1.0
M 0 1 (1.8) 0 1 (2.2 0 2 (2.0) 2 (1.0
A 0 0 0 1 (2.2) 0 1 (1.0) 1 (0.5
i 0 0 0 1 (2.2) 0 1 (1.0) 1 (0.5
i 0 0 1 (2.2 0 1 (1.0 0 1 (0.5)
iy« ABREER L OV 5D 8 (14.0) 20 (36.4) 7 (15.6) 16 (35.6) 15 (14.7) 36 (36.0) 51 (25.2)
BN
e 5 (8.8 14 (25.5) 6 (13.3) 11 (24.4) 11 (10.8) 25 (25.0) 36 (17.8)
4 JE 3 (5.3) 4 (7.3 0 3 (6.7) 3 (2.9 7 (7.0) 10 ( 5.0)
A TV PR 0 0 0 2 (4.4) 0 2 (2.0) 2 (1.0
T AR 0 1 (1.8) 0 0 0 1 (1.0 1 (0.5)
e 0 1 (1.8) 0 0 0 1 (1.0 1 (0.5)
P 0 0 1 (2.2 0 1 (1.0 0 1 (0.5
Rk 1 (1.8) 0 0 0 1 (1.0) 0 1 (0.5
Eak 0 1 (1.8) 0 0 0 1 (1.0) 1 (0.5
VR O 0 0 1 (2.2) 0 1 (1.0) 0 1 (0.5
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2.7.6 il x DFRERDE L D Hepatitis C

BMS-790052/BMS-650032/BMS-791325 beclabuvir
Naive Experienced Total

System Organ Class (%) DCV/ASV/325 DCV/ASV/325+RBV DCV/ASV/325 DCV/ASV/325+RBV DCV/ASV/325 DCV/ASV/325+RBV Total

Preferred Term (%) N=57 N=55 N=45 N=45 N=102 N=100 N=202
R RS 1 (1.8) 0 0 2 (4.4 1 (1.0) 2 (2.0 3 (1.5
JEIERLETE 0 1 (1.8) 0 1 (2.2 0 2 (2.0 2 (1.0)
NS 0 0 0 2 (4.4 0 2 (2.0 2 (1.0)
OR® ] 1 (1.8) 0 0 1 (2.2 1 (1.0) 1 (1.0) 2 (1.0)
SO EE 0 0 0 2 (4.4 0 2 (2.0 2 (1.0)
Sl 7 aRE 0 0 0 1 (2.2 0 1 (1.0) 1 (0.5
mH o255 0 1 (1.8) 0 0 0 1 (1.0) 1 (0.5
U v R—EOE 0 1 (1.8) 0 0 0 1 (1.0) 1 (0.5

RER . BERES X O RrsEE 1 (1.8) 7 (12.7) 0 12 (26.7) 1 (1.0) 19 (19.0) 20 ( 9.9)
PR AL 0 6 (10.9) 0 4 (8.9 0 10 (10.0) 10 ( 5.0)
A P R 1 (1.8) 1 (1.8) 0 4 ( 8.9) 1 (1.0) 5 ( 5.0) 6 ( 3.0)
5700 0 1 (1.8) 0 4 (8.9 0 5 (5.0) 5 (2.5
S 0 0 0 2 (4.4 0 2 (2.0) 2 (1.0)
MR zRT 0 1 (1.8) 0 0 0 1 (1.0) 1 (0.5
EPH 0 1 (1.8) 0 0 0 1 (1.0) 1 (0.5
=V 0 0 0 1 (2.2 0 1 (1.0) 1 (0.5

Mg LY o CRfEE 0 7 (12.7) 0 (20.0) 0 16 (16.0) 16 (7.9)
E=Yiiik 0 7 (12.7) 0 8 (17.8) 0 15 (15.0) 15 ( 7.4)
PSR R DRG] 0 0 0 1 (2.2) 0 1 (1.0 1 (0.5)

R 2 (3.5 4 (7.3) 2 (4.4 5 (11.1) 4 ( 3.9) 9 (9.0) 13 ( 6.4)
~NETa e 0 2 (3.6) 0 4 (8.9) 0 ( 6.0) 6 ( 3.0)
To=2TI ) NIV AT 2 T— 2 (3.5 0 1 (2.2 0 3 (2.9 0 3 (1.5
BN
TANRNGENET I ) NTART 1 (1.8) 0 1 (2.2 0 2 (2.0) 0 2 (1.0)
= 7 —FHE
A= L5 0 1 (1.8) 1 (2.2 0 1 (1.0) 1 (1.0) (1.0)
U 3—EHEhn 0 1 (1.8) 0 0 0 1 (1.0) 1 (0.5
Nz )| 0 0 0 1 (2.2 0 1 (1.0) 1 (0.5
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Naive Experienced Total
System Organ Class (%) DCV/ASV/325 DCV/ASV/325+RBV DCV/ASV/325 DCV/ASV/325+RBV DCV/ASV/325 DCV/ASV/325+RBV Total
Preferred Term (%) N=57 N=55 N=45 N=45 N=102 N=100 N=202
W ERESRES KOS A HbE 2 (3.5 5 (9.1) 2 (4.4 2 (4.4) 4 (3.9 7 (7.0) 11 ( 5.4)
Rk 0 2 ( 3.6) 1 (2.2 1 (2.2 1 (1.0 3 ( 3.0) 4 (2.0
A 1 (1.8) 1 (1.8) 1 (2.2 0 2 (2.0) 1 (1.0 3 (1.5)
AR 1 (1.8) 1 (1.8) 0 0 1 (1.0 1 (1.0 2 (1.0
A 0 0 1 (2.2 0 1 (1.0 0 1 (0.5)
RHIERE 0 0 1 (2.2 0 1 (1.0 0 1 (0.5)
fiallia 0 1 (1.8) 0 0 0 1 (1.0 1 (0.5)
BRI 0 0 0 1 (2.2 0 1 (1.0 1 (0.5)
Rt L OeEssE 2 ( 3.5) 1 (1.8) 1 (2.2 (2.2) 3 (2.9 2 (2.0 5 ( 2.5)
RARIRIE 2 (3.5) 1 (1.8 1 (2.2 1 (2.2 3 (2.9 2 (2.0) 5 ( 2.5)
BHWERS O e 0 1 (1.8) 2 (4.4) 0 2 (2.0 1 (1.0 3 (1.5)
e~ L2 0 0 2 (4.4) 0 2 (2.0) 0 2 (1.0)
B 0 1 (1.8) 0 0 1 (1.0 1 (0.5)
MAgpEsE 0 1 (1.8) 1 (2.2 1 (2.2 1 (1.0 2 (2.0 3 (1.5)
Exa) 0 1 (1.8) 0 0 0 1 (1.0 1 (0.5)
i+ 0 0 1 (2.2 0 1 (1.0) 0 1 (0.5)
fECE 0 0 0 1 (2.2 0 1 (1.0 1 (0.5)
H L OSkREE 1 (1.8) 0 0 (2.2) 1 (1.0 (1.0) 2 (1.0
Hug 0 0 0 1 (2.2 0 1 (1.0 1 (0.5)
[EHAED E U 1 (1.8) 0 0 0 1 (1.0 0 1 (0.5)
FTHE G s 0 0 0 2 (4.4) 0 2 (2.0 2 (1.0
S 0 0 0 1 (2.2 0 1 (1.0 1 (0.5)
B e
B U LE AMNGE 0 0 0 1 (2.2) 0 1 (1.0) 1 (0.5
Bk ks LOWUEAOHE 0 1 (1.8) 0 0 0 1 (1.0 1 (0.5
TPy 0 1 (1.8) 0 0 0 1 (1.0 1 (0.5)
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Naive Experienced Total

System Organ Class (%) DCV/ASV/325 DCV/ASV/325+RBV DCV/ASV/325 DCV/ASV/325+RBV DCV/ASV/325 DCV/ASV/325+RBV Total

Preferred Term (%) N=57 N=55 N=45 N=45 N=102 N=100 N=202

R L UYRIRIRE 0 0 0 1 (2.2) 0 1 (1.0 1 (0.9
HESR 0 0 0 1 (2.2 0 1 (1.0 1 (0.5

AERE L O EREE 1 (1.8) 0 0 0 1 (1.0) 0 1 (0.5
AN 1 (1.8) 0 0 0 1 (1.0) 0 1 (0.5

MedDRA Version: 17.0

Program Source: s:\rho\bms\hcv daa\studies\ai443113\tables\rt-ae-rel-v0l.sas 19FEB2015 12:18
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2.7.6.24 Al443012 RER (BEEH)
HERDIZRE . RIGRDOY = ) Z A 7 1 O8N HCV JRYLBRE %5 & L7z BMS-791325, /A X4
—7xarTNT 7 2a KO ANE Y OFEEO T 2 fHER
BEREEEA. AREMRMER R UM : 10 fi5k CKkE)
NRXHER : 72 L (CSR {ERKEF)
HEREAR - ARBREALEH 20104 10 A 1 H
AERASTH 201246 11 A 6 H
SERDME - mIE 21

B#Y

FEEM

RIBWDO Y = ) 2 A7 1 O HCV BEYEF 25512, LN EfEE L LT, BMS-791325 (75 mg
FKR150mg) +XF A X —7 TV T 7 2a (peglFNa-2a) +U "t U v (RBV) BHEED L
AP O A )V AKEM: % 77 & R+ peglFNa-2a + RBV (S & il 5,

o HENAEFEFEZROEGPIIIESTEAEFEZOBSRIRNEGLRIEL L TLEMELTMT 5,

e Extended rapid virologic response (eRVR) ZERKE|IE [$#5 4 8% L OG- 12 %O C TR Y A
V2 (HCV) RNA 78 & biTtiAme (Bt THLHHEHRE DRG] ZfEL LTIRY A VAR
P2 Tl 5,

B, 5 12 BRICEEMRIT 21TV, 2 ORERICIE SV T BMS-791325 ORRER O 58 & G E

L7z,

BB

e Rapid virologic response (RVR) ZHRKEIG (15 4 #1% D HCV RNA [ Th 2 OEIE)
ZRHid 5,

e Complete early virologic response (cEVR) EKEIA (&5 12 1% O HCV RNA 2320 TH 2 W5
FOEIE) ZiHhd 5,

o Sustained virologic response EHI G (BG4 T# D HCV RNA 23[2METh HHRE OFIG) @ &
Hif& T 12381% (SVRI2 ZRHEID) KROKRGA T 24 % (SVR24 ZERREIS) Z7Hld 5,

o UANRERINIBNET D HCV MFEZ 5 2 33 2,

ERMB R

e BMS-791325 + peglFNo-2a + RBV {f LD 22 K LY A /L ATEME L BMS-791325 ZifE & &
D B 2 BRERAVIZREAN 3 2

e BMS-791325, BMS-791325 OiEMACHMY BMS-794712, RBV K (8 peglFNa-2a O 3Y)EIHE % 5T
T 5,

e AV HF—Txzur A T7yIV—0OEHALYa— NTHEET (B IL-28A, IL-28B, 1L-29) O—
WHRZLH (SNP) & HLT A /L ATEME O BIENE 2 BRBHIICEHE T 5,
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HBRTYA

AL, RIBREOT = ) Z A7 1 OB HCV BT LG L LicT X afh, —HEM, 77
AR, SR ILFERBR ChH o7, PBREE 7TSmg BE, 15S0mg BT 7B ARBEC 1:1: 1 Dk
TTT XML, peglFNa-2a + RBV ff/l F°C BMS-791325 X(I7' 7 &A% | H 2[EE LTz, #
HAMIT 48 K, 544 T OBBMIRIE 48 W & LTz,

ftL> BMS-791325 OBRO G- BiX E DT OIZ, RRBRO®E G- 12 WBIC BT 21T 72, LEfF
PRT =27 VAR« v A ¥ =R 27 A THOUEEBOITBR S, Miak & OB (2135
BRIARIR (96 1) ORISR SN, 7277 LIRS A = I E S22t EoFiHIC &
0 E T OBAR K OV IEOHEF BB & 72 o T BRI O W T, RO FFE OREEBRITXT L T3
B4 DI (BMS-791325 XL 77 R) MNP ENT (F5EITIERR)

HCV RNA E&H O MigkikzE, A7V —=v 78, &5 1 KO3 HHE, B5 1, 2, 3, 4, 6 %K
O 5 8 LI 4 RN CHRGK TR (85 48 % I IER) £ TUONCEEGHKT 4, 12,
24, 36 L OV A8 WL IZEREL L7z, 7272 LEEh 48 #1412 HCV RNA [EMHEOGA IR 5 T 24 itk £ C
LT, VITARGSTGEITERGH/R T 48 % ETE L,

AWM 28 L CHEFREWME L, BRRE, 228, N1 21 0 R OMKRERE % HLE R R
W2 FE e LT,

BMS-791325 & Z DO BMS-794712 OSEWyEhefiitt A o g 7 va 1 H Ao E 1. 2, 3.
4 Je Y 6 FEEBI NG 12 %O GET, &5 1, 2, 4, 8, KON 12 FfIZICER L7z, F£7-,
kT 7 EENEROMEY > 728G 4, 8, 12, 16 KO 24 % O ERTICET L=, RBV D3
WENREFENT FH D g W o 7 Vi3 b 12 % oG, &5 1, 2, 4, 8, KO 12 KEZICER L7z,
peglFNa-2a O b 7 7 JEEHIE R O MgV > 7 W& 5 12 KO8 24 % O 5-a1CER T L 7=,

BERER (FHER R AT
TEMBRELEILI6HITHY, 39BN T X b, RBREORE 2T (K8 1341]) .

HMEREH (BIREERUBRNEEOHE)

V) A AT 1 OEMEHCVIEGBETH D . 18~70 DA FE T, peglFNo-2a 2 O RBV I
® HCV {EHRIEIC L DIRRIENR < B MuERR Y AL AXT B BFRD A VA & OBEGEYN
72 FFREZEDFT RN N & & LTz,

R ATRE R MR I IR AR P UL T2 b & L, A7 U —= 0 F D B IRER P 51 K OY
RBV &bt 500 24 % £ C 2 FEELL EOBTYE (9B 1 D3N 7 —kE2 &0 5) 2HEHTS
BERGDZ L L, £, IBBREEOE G ELART 24 R LN O Mg IR TR A TR (B R
BT R bo v oo/ M HEREDS 25 IU/MmL UIZN ERIEDRBIEDO L DOEMEH) THoHZ &
L7,
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BRERUVEEAE

BERE, RERVHAE. B5HE. oy &S

BMS-791325 75mg X% 150 mg # 1 H 2[8], ¥ ORF L & HITROEE Ui, &5-WHIE 48 HH
L Uiz, ABRBCHEM L7 BMS-791325 75mg 7 (b A3 —7 4 v 7 G0 r v ME ST 8210 ©
ot

EE, AZRUVHZ. B#5H8HE. oy &S
T RREFEOWRE T T T v AREEE 1 A 205, 48 AMBRAKRE L, ARBRCHEHALZ7 TR
T bha—T 4 OB v N EIL 0F60088 THh > 7-,

T, BHEHBT T X TOYERF IZ peglFNa-2a (X4 > A®_ Roche Laboratories, Inc. f
180 ug/0.5mL 7L 7 4 L R U >y vy hEE B1143 KTVB1191) & OVRBV (=34 A® Roche
Laboratories, Inc.# 200 mg 7 4 /L A a—7 ¢ > V8¢, v v hEH 0H51101 LY 1B63332) #fehH L
7. peglFNo-2a 1% 180 pg Z i 1 [RIEZ N5 L7-, RBV IZEH4 D 1 H 2[5, BMS-791325 Xix~7' 7 &
RNEEHITEAKG L, 1 AHEZ, KHE 75 kg R OHERFE 1L 1000 mg (1 288, 4 388) . 75kg
PLEO#ERE 11200 mg (S 2N 36E) & LT,

alinels
B
CRVR FERUHIE & AT AMED EFFA H & Lz, € 0o A MERFIEE & LCOLF &3 L7z,

RVR A EHIE

cEVR ZKEIA

SVR4 ZERKEIA . SVRI2 ZEAEIE KON SVR24 ik E &

End of treatment response (EOTR) #ERKEIE (54 THREZ HCV RNA 23 EMETH D #ERHE O FI

)

548 1% D HCV RNA & (logio) M ONR—R T A b D&

e HCV RNA Mt E TORHE] JRBRIEDOWIEIE GG &5 O 2 [1100 HCV RNA M E
D95 H 1 [EHORMEHEE T)

o hH 4%, BhH 12H%, B TR, KT 12 8% LU ST 24 712 HCV RNA 73

TE BRI A T d 2 R OE A

T
T, EERAEFR, HEFIICESTHEES, Grade 3 T 4 OFEFES, Grade 2~4 DIHER
WEBHEDH HAEFFL, Grade 3 XUt 4 OEFRRAE R 2 B2 2MFHhEE & L,

EYEHE

BMS-791325, BMS-791325 O BMS-794712 KT8 RBV (ZOW T, i MIETEE (Cmax) .
B MUE P FE B EERER (Tmax) . MAEH b7 7 (Cmin : £ 5 12 FEMZOMEPREE) | 1
P 5[ oo A rh R FE R Eh AR T EfE (AUC(TAU)) Z % L7z, F7- peglFNa-2a O ~7 7
REZRIE LT,
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EHE
B 5 24 1% £ TO BMS-791325 @ k7 7R EOEIRNEMNTEIIME & LT O /X T 2 — 2 OB % [A]
ST L 0 KE LT,

eRVR
SVR24

¥ 5. 12 #1% ® HCV RNA 21V &
HELAEFEL IR G ILICE TG ERES
B5 12 % OBKRREMDON—2Z A4 )b OB E

T LEEE
IL-28B @ SNP O~ A F— B THERON—T 1 « TA oYL TP H 5 O it 2 74 L.
ﬁwmhm%ﬂ%_uT®A7f 2 R L7,

eRVR

RVR

cEVR

SVRI12 K TF SVR24

HCV MittE £ &

o T AR T S HCV A R O 5 K O 5-4#& T 1% o 34 1
o RN—RT AU TEERNZLNIZEMLEFER] O SVRI2 KT SVR24

MEtFIE
LAAEMEROGL T A NV ATEMEIT, TRBERE 5.0 2 et T BRI RE Rt B & B U CRMil L 72,

ﬁ'?4’ JUZVEMERHIE B @ B — # 1. modified intent-to-treat (ITT) fENT K OMRHIT — &% TOf#E
HrC LD RFA L. WO T b o 1A R mﬁﬁ@%tﬂﬂz%ﬁ%& L7z, Modified ITT ff#
ﬁf@ PRETIRBRIEE 51 & L=, BT — 5%%?@ . IRBREREY 5.4 D 5 B RAT R ST
HCV RNA E&OHEMEZ AT H85RF & L, FEREEIE, :IE/\Z‘E@E%@WW 80% 5 HE X 1]
&k%mﬁbko%%%ﬂ%ﬁ&bfﬁ%\A@\HmumAg(mmeMLﬁﬁ\
800,000 IUmL LA L) . HCV 74 A4 7 (V= /) XA 7 la, Y=/ %A 7 1b) . BMI (25kg/m? K
T, 25 kg/m? LL_E 30 kg/m? A4, 30 kg/m? LA L) KON SNP #Eia R OY 7 7 L —T 1250 T,
SVRI12 & TY SVR24 D& ERREIG 2 B GREZ SICEN L, KK OIRE R~ FEZ TN L7,

T AV AERYEY) LHE SN EHERE OFIG 2. MBS G2 oREE L TR L, vA LR
BEENIILL T O LB EFR LT,

o TUANRENT LAY A= LNTEE B HIT, 2 EhERE L CRIRMED S 1 log D
H@HWAE®ﬁMXiHmnmA@&@&wmént%\*%@ﬁuL@HaumAﬁzﬁﬁ
e L CRROLNTHE, 2B HORIEX 1B HOREMBA TG 2 38 LA X IR BEEREEREO U
TIUNERWFICE T HZ & & LT,

o 5 4BKIZ HCV RNA DR—R T A U035 OV ED 1 logio Al OH 6

e Early virologic response & L7202 1256« &5 12 1% D HCV RNA DX—Z2F A L I)nbH D
D83 2 logio Al D&

o 5 1212 HCV RNA 2 ATRE T, 7D 24 #1412 HCV RNA BN EEIRAL EDOEE
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o RHMKTER (RHIEHHIEZETe) |2 HCV RNA 23 H AT REZR A

o VT 7R BEHKTHIZ HCV RNA 23fath: & 2p o721 . BRItz 2 [a1ERE: L C HCV RNA 23
AR~ 725 A, 2BIHORIER 1 BB OREMATNS 2 BEMUNICEmmTHsZ L L
7=,

T A IV AR O R TEH ~ W E 2 03 E T D BRIE. WD U A L ARG A N MRSV,

T LA NARZRT LA 7 A—0DEE, BERHIZHN DL T UANVAZRT LA 7 A )—

W LT, RHIZEED T A NVAZRES A X SRR LA, Bty A VA2 B D

EHRT—FLIGHEHEEIN T D DICHHE LT,

ZEMTHEIE R O 9 BT IX, BB 5T X TOBERG 2 x5 INE L, —&E %2 1Ek

THZ L LT, BELDAEERESR, BEDIHCET-AEFS, HEENAESESR, 34 Grade Bl
BEARAR A R A IO\ T, BRI (B G-I R OSERMIR) BNCER LT,

R

FERFEOAR., R—X 54 U RUAOMfEERFE

B A& TR O PR DOINFR % Table 2.7.6.24-1, BRI THRFOHERF ONFRA Table 2.7.6.24-2 2R 7T,
39 FINT XM, RBREOEREGZBB LT (75mg B, 150 mg BER OV T B RS 13 61)
39 Bl 16 BN A i L7z (75 mgBE 361, 150 mg BE 76, 7 F7 2Rt 64) . Elekb ik
HIZEERFERTH o7z, 39 FlF 34 FINEBHHIFICEITL., 2056 5 IR EERIEISUTEBAFE
IC L VB Z fIE Lz (150 mg BE 4 61, 75 waARRE14)

39 Bl B AR 541 & U CREATIC & O T,
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BMS-790052/BMS-650032/BMS-791325 beclabuvir
Table 2.7.6.24-1: BERTROWBRE ODWIR (BRI REH)
BMS-791325 BMS-791325
75 mg 150 mg Placebo Total

Number of Subjects (%) N=13 N=13 N=13 N=39
Subjects completing the period 10 (76.9) 6 (46.2) 7 (53.8) 23 (59.0)
Subjects not completing the period? 3(23.1) 7 (53.8) 6 (46.2) 16 (41.0)
Reason for not completing the period?

Lack of efficacy 0 3(23.1) 0 3(7.7)

Adverse event 1(7.7) 2 (15.4) 4 (30.8)° 7(17.9)

Subject withdrew consent 0 0 1(7.7) 1(2.6)

Lost to follow-up 1(7.7) 2(154) 0 3(7.7)

Poor/non-compliance 1(7.7) 0 1(7.7) 2(5.1)
Subjects continuing in the study 11 (84.6) 11 (84.6) 12 (92.3) 34 (87.2)
Subjects not continuing the study® 2(15.4) 2 (15.4) 1(7.7) 5(12.8)
Reason for not continuing in the study

Subject withdrew consent 0 0 1(7.7) 1(2.6)

Lost to follow-up 1(7.7) 2(154) 0 3(7.7)

Other 1(7.7) 0 0 1(2.6)

& Subjects not completing the 48-week treatment period.

Subject AI443012-11-53 was recorded on the final status page of the eCRF during the treatment period as having

an AE that led to study drug discontinuation; however, the subject was noted on the dosing page as having
decided to stop taking the study medication at Week 16 due to unwanted side effects. The subject withdrew
consent during follow-up Week 4. No AEs were reported as having caused study medication discontinuation on

the AE page.
¢ Subjects not continuing into the follow-up period.

Table 2.7.6.24-2: RBRAE TR OYEBRE OWNER  GEBMI)

BMS-791325 BMS-791325
75 mg 150 mg Placebo Total
Number of Subjects (%) N=11 N=11 N=12 N=34
Subjects completing the study (%)? 11 (100.0) 7 (63.6) 11 (91.7) 29 (85.3)
Subjects not completing the study (%)? 0 4(36.4) 1(8.3) 5(14.7)
Reason for not completing the study (%)
Subject withdrew consent 0 2 (18.2) 1(8.3) 3(8.8)
Lost to follow-up 0 2 (18.2) 0 2(5.9)

& Subjects completing or not completing the follow-up period.

TRBREEEE 5B DONR—R T A 2 O OFERHEEE % Table 2.7.6.24-3 (R 3, MEBIE AT Z BR &
BEHRERNC R E BV R o7, BN 75 mg B (13 9 4 511, 30.8%) T 150 mg BEL OV T &
A (T 13609 8 il 61.5%) K0 &0 enolz, BAS T 7V IRKEANS 75 mg
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(3 B 161, 7.7%) T 150 mg BEL O Z2AREE (OWF0uh 13614 361, 23.1%) L0 {000
ot

Table 2.7.6.24-3: NR—RF A4 VERANOHREERRHE (RBRIEREH4)

BMS-791325 BMS-791325

75 mg 150 mg Placebo Total
N=13 N=13 N=13 N=39
Age (years)
Mean 49.0 45.1 50.2 48.1
Standard deviation 9.91 10.97 8.77 9.91
Min, Max 29, 63 22,55 36, 62 22,63
Age categorization (n, %)
21 to < 65 years 13 (100) 13 (100) 13 (100) 39 (100)
Gender (n, %)
Male 4 (30.8) 8(61.5) 8 (61.5) 20 (51.3)
Female 9(69.2) 5(38.5) 5(38.5) 19 (48.7)
Race (n, %)
White 12 (92.3) 9(69.2) 10 (76.9) 31 (79.5)
Black / African American 1(7.7) 3(23.1) 3(23.1) 7(17.9)
Asian other 0 1(7.7) 0 1(2.6)
Ethnicity (n, %)
Hispanic / Latino 3(23.1) 3(23.1) 1(7.7) 7(17.9)
Not Hispanic / Latino 10 (76.9) 10 (76.9) 12 (92.3) 32 (82.1)

YRR T — X % Table 2.7.6.24-4 (2777, BMI 2% 30 kg/m? DL EOWERF 1L 150 mg #F (13 #ilH 5 4,
38.5%) T 75mgfE (13 B 361, 23.1%) L0 H0R0%<, T vAEE (13 61H 84, 61.5%) X
D HORD e oTle, R=AT A L TIEKRES (79.5%) OHERFE S HCV V= ) Z A 7 1lalljifgt L
TV /=, HCV RNA EDOEKROFEIEIL 6.5 logio IU/mML (HiPH : 5.0 logio~7.5 logio [lU/mML) ThH 7=,
IL-28B i#{xF D SNP THh 5 RS12979860 i i%, FE CC 2% 150 mg £ (13 Bl 11 5], 84.6%)
LOTZAREE (13619 10 6], 76.9%) T. 75mghf (13 FF 741, 53.9%) L0 HE%hoT,
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Table 2.7.6.24-4: KRT —4% (BBRELEH)

BMS-791325 BMS-791325

75 mg 150 mg Placebo Total
N=13 N=13 N=13 N=39

HCV RNA (logio IU/mL)

Mean 6.6 6.3 6.5 6.5

Standard deviation 0.61 0.76 0.44 0.62

Min, Max 55,75 5.0,7.5 5.8,7.0 5.0,7.5
HCV RNA distribution (n, %)

< 800,000 IU/mL 2 (15.4) 4(30.8) 2(15.4) 8(20.5)

> 800,000 IU/mL 11 (84.6) 9(69.2) 11 (84.6) 31 (79.5)
HCV Subtype (n, %)

la 10 (76.9) 10 (76.9) 11 (84.6) 31 (79.5)

1b 3(23.1) 3(23.1) 2 (15.4) 8 (20.5)
Body mass index (kg/m?); (n, %)

<25 4(30.8) 3(23.1) 4(30.8) 11 (28.2)

25-<30 6(46.2) 5(38.5) 1(7.7) 12 (30.8)

>30 3(23.1) 5(38.5) 8(61.5) 16 (41.0)
SNP IL28B RS12979860 (n, %)

CcC 6 (46.2) 2(15.4) 3(23.1) 11(28.2)

CT 5(38.5) 10 (76.9) 8(61.5) 23 (59.0)

TT 2 (15.4) 1(7.7) 2(15.4) 5(12.8)

HCV - hepatitis C virus; max - maximum; min - minimum; RNA - ribonucleic acid; SNP - single nucleotide
polymorphisms

B

Pl A NV ZIEVEICE T 285 5% Table 2.7.6.24-5 1274, TEIMBIEE THh 5 eRVR ERE AT
75mg B (76.9%) KON 150mg #f (38.5%) & b7 7 BAREE (EREHREZRL) L bmE<,
75 mg BED I b =i o 7,

BIVKEHEE B (22T, RVR EZRFIGIE 75 mg B (92.3%) KUY 150 mg #f (46.2%) & HI27 T
WHE GERERE 72 L) K0 bm<, 75 mg BED R b En o7, cEVR EEIGIX 75 mg #F (76.9%)
O 150 mg B (53.8%) & HIZT T EAREE (30.8%) LV bE<., 75mg H#E Kb EN -7, SVRI2
EEREIS KON SVR24 ZRLEI A 1X 75 mg BED I b @72 (WL h 69.2%) . 150 mg #£ SVRI2
EREIG (46.2%) 177 BARRE (38.5%) XLV bm <, SVR24 EREISIXT T EARELFR L TH-
7= (38.5%) .
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Table 2.7.6.24-5: YA NZAIEWICET 2 EEFHMEE B R ORIRFHEEE OZER  (Modified
Intent to Treat fi#HT. JRBREE 5-41)

BMS-791325 BMS-791325
75 mg 150 mg Placebo
N=13 N=13 N=13

Primary Antiviral Endpoint
Extended Rapid Virologic Response?

Responder (n, %) 10 (76.9) 5(38.5) 0

80% CI (55.6,91.2) (20.1, 59.8) (0.0,16.2)
Secondary Antiviral Endpoints
Rapid Virologic Response®

Responder (n, %) 12 (92.3) 6 (46.2) 0

80% CI (73.2,99.2) (26.4, 66.9) (0.0,16.2)
Complete Early Virologic Response®

Responder (n, %) 10 (76.9) 7 (53.8) 4(30.8)

80% CI (55.6,91.2) (33.1,73.6) (14.2,52.3)
SVRI12

Responder (n, %) 9(69.2) 6 (46.2) 5(38.5)

80% CI (47.7, 85.8) (26.4, 66.9) (20.1, 59.8)
SVR24

Responder (n, %) 9 (69.2)4 5(38.5)° 5(38.5)f

80% CI (47.7, 85.8) (20.1, 59.8) (20.1, 59.8)
Other Antiviral Endpoint
Early Virologic Response®

Responder (n, %) 12 (92.3) 8 (61.5) 11 (84.6)

80% CI (73.2,99.2) (40.2,79.9) (64.0, 95.8)
EOTR

Responder (n, %) 12 (92.3) 9(69.2) 11 (84.6)

80% CI (73.2,99.2) (47.7, 85.8) (64.0, 95.8)
SVR4

Responder (n, %) 10 (76.9) 8 (61.5) 7 (53.8)

80% CI (55.6,91.2) (40.2,79.9) (33.1,73.6)

Abbreviations: CI = confidence interval, EOT = end of treatment, EOTR = end of treatment response, HCV =
hepatitis C virus, IL = interleukin, LLOQ = lower limit of quantification, RNA = ribonucleic acid, SVR4, 12, and 24
= sustained virologic response at follow-up Weeks 4, 12, and 24, respectively, TND = target not detected

2 Undetectable hepatitis C virus (HCV) ribonucleic acid (RNA) at both Weeks 4 and 12
b Undetectable HCV RNA at Week 4
¢ Undetectable HCV RNA at Week 12
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4 4 subjects did not achieve SVR24: 2 had HCV RNA < LLOQ during treatment, but discontinued before entering
follow-up. 1 had detectable HCV RNA at EOT, 1 had missing HCV RNA results at follow-up Weeks 12 and 24,
but had HCV RNA < LLOQ, TND at follow-up Weeks 4 and 36.

¢ 8 subjects did not achieve SVR24: 3 had VBT, 1 had detectable HCV RNA at EOT, 2 had HCV RNA < LLOQ
during treatment, but discontinued before entering follow-up. 1 had missing HCV RNA results at follow-up
Weeks 12 and 24, but had HCV RNA < LLOQ, TND at follow-up Weeks 4 and 36. 1 discontinued after
achieving SVR12.

f 8 subjects did not achieve SVR24: 3 relapsed, 2 had detectable HCV RNA at EOT, 1 never entered follow-up, 1
withdrew consent before follow-up Week 24, 1 had missing HCV RNA but achieved SVR12.

& Defined as > 2 logjo decrease in HCV RNA from baseline or HCV RNA < limit of quantitation (LOQ) at Week
12.

WA IV ARV DR BLR I A Table 2.7.6.24-6 127737, 75 mg BETIZ 1 12377 A )L 2L E) T h
ST, TANVRENT LA 7 Z—FK N T T AXGRD Lo Tz, 150 mg BETIE 4 B3 T A
VAT, FDOH 3N TANAFHT LA T AN—Thol-, 7T BREETIL 5 HINY
ANAFHIENT, 2D B 36K Y T TAThoT,

Table 2.7.6.24-6: A NV AEEES) (Modified Intent to Treat fEHT. 1GBRIKE 5.41)

Number of Subjects (Percent)

BMS-791325 BMS-791325
Modified ITT Analysis 75 mg 150 mg Placebo
HCV RNA <LLOQ, TND (<10 IU/mL) N=13 N=13 N =13

Virologic Failure 1/13 (7.7) 4/13 (30.8) 5/13 (38.5)

Virologic Breakthrough 0 3/13 (23.1) 0

Detectable HCV RNA at EOT 1/13 (7.7) 1/13 (7.7) 2/13 (15.4)
Relapse (in subjects with HCV RNA < LLOQ, TND
at EOT) 0/12 0/9 3/11 (27.3)

Abbreviations: HCV = hepatitis C virus, LLOQ = lower limit of quantification, RNA = ribonucleic acid, TND =
target not detected

Zet

B OFFEFEL OB A Table 2.7.6.24-7 1237,

FETE LT X e o T2, BERAEEGIL 2 BICHIL L, 75 mg BE 1 B O K O BWE 4+
HERIAMEN DN 7 7B AREE 1 o a h=JEERETH o2, WL &G IkkIcmE
L. 75 mg BEDFRENELFFERBANEIZ DWW TITIREREE (peglFNa) & BHHH U | Z DD FZRIT O
TIHIRBRIE L OB U &I S vz,

6 FINAEFEFRICLVZEGEZHIELTZ, 05D 4 lIIHEOFILERE (RAHEE Y L E v IlE)
IS L-b0THY, ATV LE I (75mg B, 150 mg BEL OV 7 B REES 1 61) KO
FEULE VN (FT8REELH) THoTZ, WINHEE (Grade 1) XIXHZE (Grade 2) T,
4 i 3 Bl G IREZICEE Lz, Yo 1 BTl Lz oo, EEPIREHICBEB L
ML peglFNo + RBV FHBIEDORETH L B2 bz, TOMDEZE G FIEICE > T-HEFRIT,
I ERBUE (150 mg #E 1 #1) KOk w =R (X7 8RB 16]) THH, Wb ibH
IEZICEE L, 1R & oREZ L & Hlr <z,
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WTNOEERED . 1FE A EOFERRITRE UIHEE (Grade 1 XX 2) THo7z, Grade3 DH
FEHGUT 75 mg BET 13 B0 2 61 (15.4%, FEEWELFHERIVDE & OFhERIBME) |\ 77 B ARBET
13 B 161 (7.7%., o = HEER) 1250 B, 150 mg B TIERRD Hi/edr>7-, Grade 4 O
AEFERRIIVTNORGHTLRO ol

TRBRIE L BE# D B D Grade 2~4 DA EFLIL 75 mg BT 13 B 7 1 (53.8%) . 150 mg BE Tl
13 B 4 % (30.8%) . 77 BAREETIE 13 Hl 7 41 (53.8%) 23D Hiviz, 1RERIEEBEHEDO H 5
AEERELORKESIE Grade 2 Th o7,

BRARER 211 O Grade 3 3T 4 DEFRE AR IX720 > 72, Grade 3 (T 4 O T2 MR B AR H
TR FRRAHE ORE TH o7z, TOMOEKRREM, LEX, A1 Z P A i3, Wih
DOEGHET S ERRAYICHE & 722 2 2 b7 o T2,

BHEWMTOFEREGIT, 75mg FETIE 13 #1912 #11 (92.3%) . 150 mg FETIE 13 9 12
(92.3%) . 7 BAREETIZ 13609 1364 (100.0%) (238 Hiv, BEEIEGITHGREME CRETH -
77,

ERAEFR (WTNDORECTRELEIGD 30%8) 1388/, #o7. ARG, Bo, B, THL. 5
FITRME, A 7V O FRRIRER, 9 0N, B, PR ERBE. BAEUR. £ O FEIEROFZ Th
o7, ZhH L peglFNa + RBV JHEIE T LS AN D AEFRTH D,
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Table 2.7.6.24-7: BEHRTOREFRORBEBRIL (GBRELREH)
Number (%) of Subjects
BMS-791325 BMS-791325
75 mg 150 mg Placebo
(N=13) N=13) (N=13)
n (%) n (%) n (%)
Adverse Events
TOTAL SUBJECTS WITH AN EVENT 12 (92.3) 12 (92.3) 13 (100.0)
Death 0 0 0
SAEs 1(7.7) 0 1(7.7)
AEs Leading to Discontinuation of Study Drugs 1(7.7) 2(15.4) 3(23.1)
Grade 3/4 AEs 2(15.4) 0 1(7.7)
Grade 2 to 4 Related AEs 7 (53.8) 4 (30.8) 7 (53.8)
Most Common AEs (> 30% in any group)
FEpE 8(61.5) 4 (30.8) 3(23.1)
W 55 7 (53.8) 5(38.5) 5(38.5)
RARSE 5(38.5) 4 (30.8) 3(23.1)
L 4 (30.8) 5(38.5) 2 (15.4)
i3 4(30.8) 1(7.7) 0
T 4 (30.8) 1(7.7) 1(7.7)
5 Rtk 4 (30.8) 3(23.1) 3(23.1)
AV TV PRE R 4 (30.8) 2(15.4) 7 (53.8)
9 DI 4 (30.8) 2 (15.4) 3(23.1)
A 1. 4 (30.8) 1(7.7) 5(38.5)
I R ER IR 4(30.8) 1(7.7) 1(7.7)
M€l BIES 3(23.1) 4 (30.8) 2 (15.4)
F 9 BESE 2(15.4) 3(23.1) 4 (30.8)
K% 1(7.7) 1(7.7) 4 (30.8)
Measured Grade 3/4 Laboratory Abnormalities®
Hemoglobin 3(23.1) 0 1(7.7)
WBC 3(23.1) 0 2(15.4)
Neutrophils 5(38.5) 3(23.1) 3(23.1)
Lymphocytes 6 (46.2) 0 5(38.5)
ALT 1(7.7) 0 0
AST 1(7.7) 1(7.7) 1(7.7)
Lipase 0 1(7.7) 0
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? Treatment-emergent Grade 3/4 laboratory abnormalities.
Abbreviations: AEs = adverse events, ALT = alanine aminotransferase, AST = aspartate aminotransferase, SAEs =
serious adverse events, WBC = white blood cell

TRBRER 5451 39 il 34 FIANBEEMIRIZAT LTz, 20 34 Bl OB OFEFZORBEIE
1% 75 mg BEAY 45.5%. 150 mg BEDS 36.4%. 7T BREEN 41.7% Th - 7=, BHHM T O EHELED
FHBURDUIIR GREHE CRBE Ch o7, EERAEFLIL 75mg #F 1 HHIIHIL L, &l O MERE
WIETH T, WINBIEE L, RBV LT peglFNa & BSdidh 0 . BMS-791325 & (XBH5E 72 L & | kr
i,

Y EhRE

BMS-791325 & T BMS-794712 D¢ 5- 12 J1% O EFE X F A — % % Table 2.7.6.24-8 |27~ 7, BMS-
791325 DWW O EETEH, BMS-791325 O BMS-794712 O 5- 12 i## O Tmax FHAE 3K 2
RFfE (HEPH : 1~12 FEfE]) TodH o7, BMS-791325 O BMS-794712 Z 4D Cmax, AUC(TAU)
SO Cmin (FH & A RS THEIIL, H&EE 2 f512% LT AUC(TAU)IAI 3 %, Cmin (349 4~5 fi%
T o7z, BMS-791325 KT BMS-794712 1%, AP ~ 7 7HIERH Th 2% 5 4 % £ TITEF IR
RBICELEEEZ LN,

Table 2.7.6.24-8: BMS-791325 X U} BMS-794712 D¢ 5 12 BH DRYMBRE/ T A —F
Cmax Tmax AUC(TAU) Cmin
(ng/mL) (h) (ng.h/mL) (ng/mL) Metabolic Ratio
GEO.MEAN [N] MEDIAN [N] GEO.MEAN [N] GEO.MEAN [N] GEO.MEAN [N]
TREATMENT WEEK (%CYV) (MIN-MAX) (%CYV) (%CYV) (%CYV)
BMS-791325
75 mg 12 1492 [11] 2.00[11] 9054 [11] 252 [11] -
(31) (1.00 - 4.00) (36) (55) -
150 mg 12 3502 [9] 2.03 [9] 26511 [9] 1229 [9] -
(25) (2.00 - 12.00) (23) (65) -
BMS-794712
75 mg 12 271 [11] 2.08 [11] 2124 [11] 86.2 [11] 0.235[11]
(33) (1.97 - 4.05) (36) (49) (13)
150 mg 12 798 [9] 2.03 [9] 6668 [9] 360 [9] 0.252 9]
(32) (2.00 - 12.00) (29) (56) (16)

Abbreviations: AUC(TAU)= area under the plasma concentration-time curve in 1 dosing interval, Cmax=maximum
observed plasma concentration, Cmin=observed plasma concentration 12 hours post dose, CV=coefficient of
variation, Geo=geometric, SD=standard deviation, Tmax=time of maximum observed concentration

RBV O#5- 12 1% D Tmax FIAEIT 1.55~2.00 BEfE] (G : 1~12 F¢fH) THo72, RBV ® Cmax,
AUC(TAU)K O Cmin (X, 150 mg FHETIZT' 7B ARBEL R ThH o723, 75 mg#ETIZ T 7 B ARHEL
D HZIEI 50%. 59% K N 48%Ehr > 7=,
peglFNa-2a D5 12 A% KON 24 W% D ~ 7 7RE TV L R GRE CRRE Th - 7=,
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EhE

75 mg BEL Y 150 mg BEOWT LT H 7 7 B AREE & LLig L TF HCV RNA &350 Lz,
WITEE 3 HEPOHLNTHY, &G BABETHAD LeEEThoTe, FHEHLY A L ATEM:
FIAME B &2 R L7220y TR E 1SRV T, BMS-791325 } O DY) BMS-794712 Z -2 ol
HER N 5 7 8 EE D ER PN SR SE B & AR A L ATEVEREANIE B ORI EEIEERD S o T,

I ooMiER b T 7 REOEKRNEMESE & AERESL L OERREM (&5 12 Bk ALT,
mrEeY ey, ~NEZr LY EOEFHERE O R—2 T A b O bE) ORICEHEEEITED
Sy AWAYIEEY

7/ LEEF

IL-28B B 2o %, #Efs78 (CC, CT, TT) &HUA NVAIEREOREREZ TN L 72, MANT-#
R DRI CC Tho 7o, BB TROBPERFELITI DN E DD, 75 mg BETD eRVR ZEH|
ATE AN X S FREEETH - 7= (Table 2.7.6.24-9) , 150 mg BE TP eRVR ZELE|A1E CT T L
(10 Bl 3 B, 30.0%) . CC CTEim-o7= 2 FIH 2 61, 100%) ., SVRI2 EEALEIE M OY SVR24 #E ik
FEIX 75 mg BER I b ED o 7o &0 ) RAROENTHESR: & RO 2y, BEFRHTHRED b,

Table 2.7.6.24-9: IL-28B (SNP : RS12979860) B{n TR T A L AZHFIR (Modified Intent
to Treat f#AT, TRERIKER5-61)
BMS-791325 BMS-791325
IL28B 75 mg 150 mg Placebo
Response Genotype N=13 N=13 N=13
cC 4/6 (66.7) 2/2 (100) 0/3
eRVR, n/N (%) CT 4/5 (80.0) 3/10 (30.0) 0/8
TT 2/2 (100) 0/1 0/2
CcC 5/6 (83.3) 2/2 (100) 0/3
RVR, 0/N (%) CT 5/5 (100) 4/10 (40.0) 0/8
TT 2/2 (100) 0/1 0/2
CcC 4/6 (66.7) 2/2 (100) 0/3
cEVR, 0/N (%) CT 4/5 (80.0) 5/10 (50.0) 4/8 (50.0)
TT 2/2 (100) 0/1 0/2
CcC 4/6 (66.7) 2/2 (100.0) 1/3 (33.3)
SVR12, n/N (%) CT 4/5 (80.0) 4/10 (40.0) 3/8 (37.5)
TT 1/2 (50.0) 0/1 1/2 (50.0)
CcC 4/6 (66.7) 1/2 (50.0) 1/3 (33.3)
SVR24, n/N (%) CT 4/5 (80.0) 4/10 (40.0) 4/8 (50.0)
TT 1/2 (50.0) 0/1 0/2

Abbreviations: cEVR = complete early virologic response; eRVR = extended rapid virologic response; RVR = rapid
virologic response; SNP = single nucleotide polymorphism; SVR12 = HCV RNA < LLOQ, TND, at follow-up
Week 12; SVR24 = HCV RNA < LLOQ, TND, at follow-up Week 24; TND = target not detected
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HCV it 42 &
75 mg BE 13 6 2 6 (GT-1a2 ) 1Z_X—A T A » CIHEEN SB (NS5B) OERMNFHEL TR,
ZDOHH 1L SVR24 ZiERK L, & O 1 HTBIIARGETH 572, 75 mg i 13 5 44 (GT-1a 4 1)
2% SVR24 KRR TH - 7288, LHNIKMAL 2 BlEBARRE, 1 B3R 58I/ 2 8B TEn% ) 77 A
L72INR—R 7 A > KO follow up visit (23N TIHEZE R 7 A /L 2 TFRD S o T2,
150 mg ¥ 13 %/ 4 5] (GT-1a 2 %5, GT-1b 24l) (FX—AF A > TNSSBOEENTFAEL, GT-1a 2
FDHH 1HIE SVR24 2k, © O 1LV ANVAFENT LA 7 20—, GT-1b 261D 55 1 il
BEFAEE, 1 611X follow up visit 3K T -7, 150 mg & 13 il 8 5l (GT-1a 5%, GT-1b 3 fi)
2% SVR24 RIERKTHY., ZD5H 3 4] (GT-1a 3 H) XV AINVAZLKT LA 7 A—IT3%4 L, 2
% (GT-1b 2 ) (&M, 261 (GT-1a 1 5], GT-1b 1f5]) |Z HCV RNA [attDfRAE CHEIZ & Ik,
16 (GT-1a 1 6) (3G IERE 3 H%) K U%BIEE 24 114D HCV RNA &5 E =RFR ()
Tholz, VANVAFZRNT LA T ZA)—ZY Lz 3 HlTBWVTiE, A421V LT P495A/LIS D
NSS5B [ifEZA HR B Hivlz, 3 WJEP 2HNTE T 24 8% F CitEEROFEAFIAE L TV, 2
B DOVT I H NSSB MifPEZS BT o2 I T B ARNILE S L T o T2,

EE)

e BMS-791325 i% 75 mg KN 150 mg DWFALTHILT A NV ATEEZ R L, OFHEER IR O B4
IZ HCV RNA &I 622 L, eRVR EREISIL T 7 BARREL D b R)r o7, Modified ITT
fEMTIZ LD eRVR ZRLHEIS X 75 mg BED IR b @ o7, 150 mg BEDOTT BB - T2 EK & LT,
150 mg BEDIE & ALY (89 77%) 1% IL-28B @ SNP T 5 RS12979860 ifm 77l AY CT (BEZND#E
BIERT) ThotoZ &, BHARREICL VG52 H I LIEBRE N 1 FlZho7-Z & TNT 1
B3 b 4 BE AN &G 2 KRB TR L7 2 ERB 2 bk,

e SVRI2 #EREIAIE 75 mg BEDY 69.2%., 150 mg #EDS 46.2% TH VO, Wb 77 Al (38.5%)
L0 L@ oTz, SVR24 EREIG D 75 mg BRI b m->72 (692%) .

e IL-28B OE(&FAIBI (CC. CT XU TT) TD SVRI2 FEMEIG KT SVR24 R EIA X, &fkD
FEREIS L FEROMMZ R LTZ, 72720 CC KON TT O#BRE BT 7o 7z,

e BMS-791325 KON DiF iﬁiﬁf% BMS-794712 O MUAEFIREIL, D b T 7 HER R Th 5%
5 4 H%E TICEFIREICE L7, BMS-791325 & T8 BMS-794712 Z 1D Cmax,
AUC(TAU) K X Cmin 1%, &% EES THEML7Z,

o KRBTV T NAAXD/NEDoTlefodd, N—RAT A D NS5B MHPHEZESR & 0 A L A PR
JHIZHA B 72 B 1XER D B 7e )y > 72, BMS-791325 + peglFNa-2a + RBV fERFEETY A L A
FHT LAY xzv~75> WD BT WERE TlX, NS5B @ A421V K TN P495L DMEZEFE N 7 A L
AP B LTV,

e BMS-791325 D EEMITIEAFTHY . 75mg & 150 mg TLREMT v 7 7 A JVICERRIICEE /274
2o Tc, WENORE TS ITHEREMR A I CERIRAVIC HE /R B8 3727 > 72, BMS-791325
+ peglFNo-2a + RBV fRIEDZ M7 1 7 7 A WX 77 A+ peglFNo-2a + RBV i 1L &
EERICFEER T o T2,
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