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e VA Y% 77 %R bid KO q.d KKER D
5.
% 1AM 048 e, Z et K OR|FIEAAN C BUBH:|IFEMR, 28, BAE|BIE : A= L EA600mgb.id |7TAMKERE | H1E 10 &R FET
(k) BNEDOFM R BE A1t KON qd KRS 5.3.3.1.9:P048] |52 & 7o it

#2¥0 - PEG-IFN a-2b Jy (XU b
U U T TR=7 L EL300 mg
K600 mg b.id KO q.d KERD
5
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& 2742 ZEeUFHEICERALEBRERO—E ()
e , o b ! » e AR
AR O R R &5 . R T A v L ik ¢ SiE B3 HBMEED | i,
C N s KRR (5 hik, B B () T AL
%14 005 e, BARML O |FEBARNEHEEA [FFEMR. 34 U (ERERRR A 53 £ J ORI | B[] 5 55 60 [&F FET
(o) MO T L e OV RE R HERERE S B ROEE2EE (fhE A 5.3.3.2.1:P005] |5 20 &
E3iEa BN 5 2 J OF R 55 P R B i BE10,/ W5
BE) : X=7 L EL300 mg & #10
Bl O 5 2R -
3D (BB £ OVE AT BE10,/ W5
BREfEEBA) : =7 L L1200 #10
mg % Bl A& 5 HE3ED
B0, W5k
#10
% 1A 003 HWERE, ZatkOR | FERARANEFEGGR | —EER, BEL | N=7 L1240 mg XIT7 7 [HERS 16 SET
(fgst) M DR B b, 77 RRR, R L2 g EER O S SRR E
% LAH MK-3281 006 |FEdmhie, oMtk O |FERBARNERRA [FFEM. FEIEME |S=7"L /1300 mg HERR O [ HEER S 10 SET
(g5 BTN Bk E 5. U hFE/L100mgb.id21H 5.3.3.4.1:P006_|5e 270 &
M ERA&RS IMK-3281]
B 051+ KpEhie, ZRMEN O PEHARNGERR A FEER. 380, 38, [N =7" L EA300mg, U 7 7 v B |HERE 8 &k T
(g5 BNEDTAL B 7 A ——  |2600 mg HERE ARG, U7 5.3.3.4.10:P051 |24 7o WA &
7 ¥ BT 600 mg HEIFRIRN I
5
5 1AH 015 TR, LEVEROE PEAARNERRA |HOER, BAED | =71 /1100 mg XI3600 mg | HE#E 5 12 (& e T
(Hg5h) HPEOFAM B b, 77 B ARG, | HERE 0L, S=7 L EJLEK 5.3.3.4.2:P015] |5 & e &
3], —ER B | FR AR 10 mg IR RN IR 5
B, I aAE—N (R L VIR0 mg HiE
— FRN 5
B 020 KpEhie, RN O PEHARANERRA PEER. EIERL, |[/X=7"L E/L300 mg HRIRE O | HiR 5 8 (& T
(Es%) ZME O R Bk 2By A4 —s3 |5 haty —1400mgqd S 5.3.3.4.3:P020] | 5842 7 i 5 3t
— A MEERE N5
% 14 024 EmEhie, ZRMENROR PEEARANERAA FEER, EIEL{L, [/N=7"L E/L600 mg b.id KER |70 MKERE 14 [ FET
(Hg5h) BN DTN B 2, A — R OEE 5.3.3.4.4:P024] | BRI HE H
— A% 0.5 mg & HEIRE A%
5
B 025 SEpENRE, AR O BERARANER R A FEEMR. BEAL. (VL7 7 U 30 mg HERR O |9A MKERS 12 [& Ak T
(HF4h) P DA R 281, 7 AF— |5 R=F L EL600 mgbid K 5.3.3.4.5:P025] |52 & /e s &

R &G
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x 2742 ZREUFMICERLLEBRRKRERBRO—E (E)
e , e e . " . B
AR DTS B oy . RBT VA RO Jiik ; EFIEK AR EED |
e | PROH & KO RS CTETNE TE B (i) T AL
% LAH 026 e, BRMLOR |FERAARNEERA [FEFEMR. 28], &5 |FI : S=7 L EA300mgqd |5HBKEES 9 (& T
(Hg5h) MO T R JIE KO bid AR ARG 5.3.3.4.6:P026] |52/ Wi E
ol =71 /L300 mg q.d
EObidfEA#E, V77w
2600 mg q.d 17 B M KERE D
5
% LAH 030 IEhRE, REMROR|FEARNEERA [JEER, BIELL, |18 . N=7 L /1300 mg Hilm]| HiE &5 10 &k SET
(M) FEME D AT R o1, BEHIEREE |RRO#S 5.3.3.4.7:P030] |52 /e i
Foll . PLF T ¥ A240 mg q.d 8
AFKER NG, SR =
L EA300mg & UNAFT B L
EOFH CHERR D5
EAR 034 SRR, ZaEMLR O | BARNERBEAS [FEEMR, 28, &5 |/X=7 L E/A750 mg HaE A& |HlEk 5 12 (&t ok
(EW) A O A [ JIE [l 7 5.7 x=bFA 2100 mgtid K& 5.3.3.4.8:P034] |52 7e Wi
#% 0 # 5
% 14 046 BN, REMER O | AARNEERAY [FEEkR, BEIEE |/S=71 /1300 mgb.id KERK |70 HKERS 12 [ERk T
(EW) A O M [ iE AL, B ANRZAZF U 5mg B 5.3.3.4.9:P046] |52 7o i
[l O 5
B 011 HYERE, BEMELROZ | AARNEERAS B ZEER., |F1E : S=7 1L EL1050 mg,  |FB1E. 5286 67 [& K ST
(Em) Mk DA [ MAELAL, 7T % {1200 mg, 1500 mg, 1650 mg X |Hi[a|4#& 5 5.3.4.1.1:P011] |52 270 st
A Xt R X7 7 AR & HE R OG- HIES 2
B BBy E M. | H2T : N= T L EL1650 mg, | & 233 [EI#%
W|ELL, 7o | TERNTEXY 7uxdr |
AR, 38, 7 7= |400 mg & Hi[al#% 0 &5
RGN 3L N=T7 L EAT750 mg X
FI  ZEHER, |77 AR B X 20 (G
#AEAIL, 7 7% [1500 mg) 30 (742250 mg)
R %] % 0 e -
% LAH 004 e, BRMELOR|FEAARAN C BUBE | “EER, BIEL |77 ERK =7 L EL (125 [8ABIKEES 40 &k SET
(Es%) ZME O R TR B b, 77 RHER \mg & 1V600 mg q.d, 25 mg, 75 mg, 5.3.5.1.1:P004] |52 & /e st
250 mg, 500 mg } 8700 mg b.i.d)
EREO%S
EAIRE 007 etk BEMEROE | RIGHOIFEAARAN | ZHEM, HIES |PEG-IFN a-2a XL OVU N U A [41E[H] 95 (& SET
(Hg5h) O T C BUBMIFREE (b, 778 AR [HFTT 78R KEONRN=7 1Y 5.3.5.1.2:P007] |52 27 Wi &

/v (300 mg K U600 mg b.i.d. 600
mg & ('800 mg q.d) Zf% 05

2.7.4  FRREYZE 2
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x 2742 ZREUFMICERLLEBRRKRERBRO—E (E)
. ; . N . o e B
AR DR B . RBRT A KD Jiik s JiE (il HBRAEED | e,
(EHih) BBRO AR AR IR D R Ak, B ER) BSAm () T AL
I 009 b, ARMEROEL BEAROER AN [H5 _EEMH. M [PEG-IFNa2a KOV S YU L ff [300mgbid: |FEFFELESR  [[BF SET
(HEs%) O T C BUBMERFREBE |[1EAL, 78R [HF T 7RI =71 |24M & 211 5.3.5.1.3:P009] |52 /e i
(4750 151)) I HR Jb (300 mg X T*600 mg b.i.d) % |600 mgb.id: |HFEEZEBES 74
BOs 243F [ X 1248
3 [h]
5 4R 016 T, BEMEROEZ BEEHOBAANC | EER., % [PEG-IFN a-2a KO A E Y 4 [4ER 90 B R 56T
(W) PEDFEAT RUBMERFREE (b, 7R [ FTT 78RN =71E 5.3.5.1.4:P016] |[SER7e R EH
(FA451) v (100 mgb.id . 300 mgb.id.
J %600 mg b.i.d) A0S
EAIEE 043 et BEMELOE|RIGHOHARANC |ZHEM., ®IEA |PEG-IFN a-2b KOV AN E Y ff | 1238 ix24 294 (&t HELTHR
(EM) O FEAR BT REE b, 78RR (AT T 78R Xian=71t |HEH 5.3.5.1.5:P043] |5E R 70 W5 H
Jb (300 mg b.id) ZREAOHFL (R
FIAE 044 Lk, BAEMELROER) BEGROBARNC |FEFEHR PEG-IFN a-2b MOV S E Y L |12 8] 1324 51 [&E e T
(EW) O FEA UM o B ATTA=7L /)L 300mg |[#EH 5.3.5.2.1:P044] |52 2 7e Wi
(FRRH1) bid) ZREOEL
ESIEE 045 Ltk BAEMLOER) BEGROBARNC |FEEHR PEG-IFN a-2b LN N E D > fif |24 [ 42 (&R e T
(Em) D FEA TSP B AFTA=7LEL (300 mg 5.3.5.2.2:P045] |52 7o it
(Jm5sh51)) bid) ZREOEL

fR=7 v Eerok5 8

FR=T VN LY T ey OB AR L B3OS E R TS B

2.7.4  FRREYZE 2
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274111 BEIABROZ2MEIEMAE
EIN016, 043, 044K 0045551 DN HESR007 K2 TN00958 5k 0D 72 PR EAl it SRAE ] J V22 B PERT
e H & LN IZRe# L7z,

2741111 REEFHRRER

ZARMERRAT R G4 1X. All Patients as Treated (APaT) & L7, ZZ4PERFEMc S b 2 il = &
W13 27431 O F 2744107, FalBRICH A AN B2 X CTOBRFITELLEDTEEREKN
BhHIh, ZeT—2 B E6NnTW5,

x 2743 ERERABROREMTMEARER GHAERM)

22 A A o G451
R ARtk + 7R
MK-7009 Cet B D)

016545k 90 68 22

04355R 293 195 98
04475 51 51 47 L
04575 42 42 ML

T R=F L EeLiRE L-BREDEE

x® 2744 BHERSEBROREUTHNRER (SFEH)

22 A VR TANL o S 45
RER Gt % + 75 R
MK-7009 (ol BB EE)
00775 94 75 19
00978 GEAFmEA ) 211 169 42

P R=F LA zfE L-REOAF

2741112 ZEHFHEIEE
N=T VL ENOZEMT, AEFFR, BARANE (ka0 R LR, RRE) |
NA LGN A 2 RO ERNZEED 5l L7,

27411121 BEBRRUVEIMERADINE R Ui

AEFEZORBLZMR L, AEFLOREBIH, KTH, BE, BREL ORREER, LEKD
A 2 fidk L7z, TRBRHIRIC R Y | 248 ORBBIE 2 Elii L 25613, E5&&EH XLV 14H
M OIEIR M CEE R AEFREIE LT,

AEFEQIT, BE ([F 27457380 KOVRERIE & ORIERRE M Lz, IBREEf
FHEGLORRBAGRNE TEE6 L0220, [T2S5A0HY ] T HEEICHY ) LHES N
BAEZRWER & Lz, REBROEREZ[F 274601077, HAEFZOMELSEIZ, =71
VA 12ABILL B L 72043, 044, 045 TN0097KER Ti Day 1 (Be5-BMER) oA=L EL

274 FRIRHZE 2N
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XIX7Z AR, PEG-IFN (043, 044} (R0453% : PEG-IFN a-2b, 00975#% : PEG-IFN a-2a) & O}
UNEY OB TR £ TROBBBIEH OG- TH%24EF & LTz, N=7 L e 24 &
B L72016 X V007388 Cl3& G420 HE T2 AEFRONENH L, 0RO T 4u—7T v
H (EEAEF)IEHE T D PEG-IFN a-2a KON NE Y oK G TIXEERAEFTLOALZINEL
Tz, BERAEFEZIIONVTUL, BEREBESHITERIKEE ICRET 2L L L, £72, 18R
FoEERG LEEL TAEFRPBIA LGS, BEHVLIEEREEZHIZIR20WFERTH

STHHEERAEFRLE LTV T,

& 2745 FEEOFE
1953 IESUITER BB O 5N D0, RHICMAbhd L0
A W OIEINC S EE T T REORREEL L 6TH 0
A B TEE OIEEN R RERBREOREL X LIz
® 2746 CRRELDOHRBEFRDE
Pididy 0 JRERIKE ORR | IBRIEICIRE LI FERD D, IBREOERL LA ERLORY]
PIFRICE BRI 72 fIREMEDS D | L oRSMIMBIEMES S B Th 5, AEHRIT, MOZR (i
5 FICFHIBSE) L 0 IBIEDNFRE TH 5 &\ D BID 755 &
bl
AEFGIEFIEIC I > UL, SHICLLFOREEEICK S I D,
WEIZHY RBRIEICER LI FER DD, RREDOEE L HFERELORKE
(Definitely related) | & ORFRIFIBEMENGHEITH 5,
AEFRRIT, thoZER (HARESRE) L0 IRBRENRRKT
HDLENITHDOTNEZID LY,
Dechallenge [/, Rechallenge (ZEfii FIRE/RIGA) Bitk,
BRI, 2V ORIV TR b L TV D HHESE
ES i AT A ™ & W
5B RBRIEICRE LI FER DL, BREDOKRE L FERLOHKE
(Probably related) & OFREHTIBEIE N G Th 5,
BEFELT, MMOZER (ACRERE) X0 IRBIENRK T
HHEVIBHOFTRSS DL,
Dechallenge (Efii S eHmEa) BBk,
EbbEbnzie RRIEICIRE L HERH D, RREORE L HFERRORE
A & ORI BEMENGHENTH b,
(Possibly related) AEFRRIT, thoER (MAICRERE) EIRBRIEDBH M,
FREICRRE 2D 95,
Dechallenge (FEfii S ema) Bk,
BhE 2 L JRBRAEE ORIR | 1A OB 522 - FENR, T, BRI L 4E
PIGRICE B FTREVEDY 22 | o068l & ORERIMBIEMEAZED BV, T, o E
v HERBOFIK & 72 5 R BERAH D, (FEFESEEDRN
WERG S BERL” L7 5)
AEFRIESEZ L > TUE, SHICUTORECX S END,
S AR TRBRIEICIRE LI FER D D,
(Probably not MICHEFRBEHORINE 25 REERH L ERRH D,
related) Dechallenge (Ffi SN 7=856H) BEPEUIAB, Rechallenge (3
MEENTBE) BYESUIAN,
eI BRI OB G 22 T - FEN eV, XL, RRIEORE L HE
(Definitely not FHLOFE & ORFFBEMED GRS b,
related) XiE, ICHEFEGHEBOFR L 705 AMERERzH 5,

274 FRIRHZE 2N
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27411122 BEKREE

BRI AR 1T, REE ORI S 1T TS E L ER LT,

ENFEIAHRER (043, 044 TM0453ER) Tix, ~E 7 1 B2 4P ERES O/ IME D 1 12
FVHEXIREEZ PRI LSS, BKREEOAEFSZL L THET LI L L LT

T/, ERNE THALOEIAERER T, R L ICRCER TREERREEBICOWVWT, #
ANZHBIE U7-%iPH (Pre-Defined Limit of Change; LA F PDLC) % & E L., PDLC IZ#% 4T 5 BHF D
HEEHEH LT,

27411123 HEBZRMHE

HEHGITICH EEERKSHESE (MedDRA) ZHWTCa—F 4 7 L, EAZE (PT) KO
BERIRGHE (SOC) ([ZHiAEEx =, FHIERCTH 5 EN016:85R Tld MedDRA ver.13.0. [EPN043
K R04575% Tl MedDRA ver.16.0, [EN044785% 13 MedDRA ver.15.1% Fu 7=,

27411124 ZREMEMEH

EN016 /&% TM04338 R, I ONTIESN 0093 R Tlx. ZaMET — % OfFHTICEBER 722 515 (tiered
approach) ZH 7z, FRNCHE LI2FRCEE T XEZRMEHMIEE XA EFSRE [Ter1) ©
LEMERHMEEE & U, BEHIELEIC BT D MG HRORRE O P B M UN95%(E HE X IH 2 F i L 72,
EIPN016505R & DNEAF0095 R Tlk, EHERBZ K OAEIMZ Tier 10OFREEX LT, o, E
WNO43FER Tlx, HELRREEZ, Al (BMKONEZ o v U ld) | P EkEE  (GF ki iE
K O P EREaeD) . I e U v B IR OVE GiEE O FEES (M, BO K OVNRD % Tier
IDESHLER L],
ZDIEPOLAEVEFHMBTE B 1L [Tier2) XX [Tier3) & L7z, Tier 207HWEE (W o
HRECTRBDAGILL EOFEFEFES) I2OW TR, BRI D720 DZED iHEEE & Z DI5S%IEE X
% FW TR L. Tier 30OFARE B ICHOWTIE, BEGREZ oS EMO R EZF T LT,
HESM007358% Tl Tier 12 HLER T, Tier 2% O Tier 30 A% HlE L T it & [RIERICAFAT L 72,
[El 044 J R045RBRITISWN T H R R TR E L RMFHE B M OAEFER 2 FANCHE L,
HEREZ AN (F MM AT 7 v v ) AFERIBAE (UF PRI E K OV RS |
Mo e MR OB BESOAEES (R, BDROTFR) 120 TI5%E Xz &
H L7,

7k, BN ENKRMEER OREM (2.7.4.5.13 TNERWER ) 2R 5 720 O £
Brcid, BROEM Z & ofEN D7 725 Z L n, ENEIHRER (043, 044% V0455) O
FERZOFE L CEHME LT,

274 FRIRHZE 2N
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27412 ERMEEEKR
274121 EREEKRHAR

016, 043, 044} R045:RER CTlX, N=7 L /%1020, FI2EFER TRFOHF 1D
LR AEL Lz, 0l6aBRoH &%, &HHIZ XY 100 mg b.i.d~600 mgb.id. & L7,

043, 044K 04558r O H E1L, 300 mgb.id. & L7z, 728, EMRAER (016 % 104356%) T,
N=TVENEFERROMETT 78R E2&E LT,

R_J A4 v H—7xznr (PEG-IFN) AT T X CORBR CHEIBIE F&RE5 Lz, 016386k TiL,
PEG-IFN 0-2a 180 pg Z @ 1[E1$¢ 5 L 043, 044} 0N04575% T % PEG-IFN a-2b 1.5 pg/kg (R EHLR)
ZE1EER S LTz,

U RE Y TEE OEREICIS L T600~1000 mg bidZ, BHICHRO#ESL Lz, 01638k TiL,
PEG-IFN 0-2a KOV ANE Y > OG- BT SCEITE W ERR R A8 X O FEFR O BRI
FHES MBS U T Lz, 043, 044 1045382 Tl PEG-IFN a-2b KONV BV 3768k
SR ET I E O E N E W ERA R AL O FFROFEIRIIIE CTHEEZEEFHE L7,

2741211 ERNZFEIHERAER (0165KE)

WIE (56 £ T)  BEEZ A= L EIL 100 mg b.idFE, 300 mg b.id . 600 mgb.i.dHEX
IRTBBREOWT NI, PK T 2R — R OBINA AR 1L L TRIEAICEND (FiF 7, =7
VELIET 78R %, PEG-IFN o-2a KOV ASE Y L L28 H M # G L7z, 29H HLARERIX,
PEG-IFN o-2a X OV S B Y %60 & Thkfic e 5- L 72,

F2E (R G-6ELIEIOH E T) : 74 v —7 v 7 & LT IRREM () EEOHED DS & |
PEG-IFN o-2a X OV 3B Y > D254 % e K728 £ THke e 5- L 7=,

FITHRBREZ LG S 2B8H ORI (RERORGHIM) Z2 4888 o HE&RNI|#&

2747 T, R=F L EAOEE R GHIII282H THo7-, £, HEHT Lo =T 1L E

VOB 51 [H1328.0~28.5 H I ©, & GREM THELEIL T,

F 2.7.47 016 AERDABREREHME (5 158, APaT)
<INZTFLEIL>

<27 days 27-29 days >29 days Total Duration Range Mean
Patients Duration
MK-7009
Treatment group 2 66 0 68 20 to 29 days 28.2 days
100 mg bid 0 23 0 23 27 to 29 days 28.5 days
300 mg bid 1 21 0 22 21 to 29 days 28.0 days
600 mg bid 1 22 0 23 20 to 29 days 28.2 days
Placebo
Any dose | 1 \ 21 \ 0 . » 21t029days | 28.1 days

FZUTHHEIIOWT, HFREZIBORT Y ML,

274 FRIRHZE 2N
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<PEG-IFN a-2a>

Peg-IFN <2 3-4 times 5-6 >6 Total Duration Mean
times times times Patients Range Duration

Any dose 0 0 4 86 90 5 to 7 times 6.9 times
MK-7009 100 mg bid

Peg-IFN 90 mcg 1 2 0 0 3 1 to 4 times 2.7 times

Peg-IFN 135 mcg 0 1 0 0 1 4 to 4 times 4.0 times

Peg-IFN 180 mcg 0 3 2 18 23 3 to 7 times 6.4 times
MK-7009 300 mg bid

Peg-IFN 90 mcg 1 1 0 0 2 2 to 4 times 3.0 times

Peg-IFN 180 mcg 1 0 1 20 22 1 to 7 times 6.6 times
MK-7009 600 mg bid

Peg-IFN 90 mcg 0 3 0 0 3 3 to 4 times 3.7 times

Peg-IFN 180 mcg 0 3 1 19 23 3 to 7 times 6.5 times
Placebo

Peg-IFN 90 mcg 2 2 0 0 4 1 to 4 times 2.3 times

Peg-IFN 180 mcg 1 1 2 18 22 2 to 7 times 6.5 times

M HHEICONT, FREEERIEOAL I LT,

<YnREY >

Ribavirin <14 15-28 29-42 >42 Total Duration Range Mean
days days days days Patients Duration
Any dose 0 0 3 87 90 30 to 43 days 42.6 days
MK-7009 100 mg bid
Ribavirin 200 mg 1 0 0 0 1 1 to 1 days 1.0 days
Ribavirin 400 mg 4 1 0 0 5 1 to 23 days 7.0 days
Ribavirin 600 mg 0 1 2 8 11 20 to 43 days 40.1 days
Ribavirin 800 mg 0 0 3 8 11 41 to 43 days 42.6 days
Ribavirin 1000 mg 0 0 0 1 1 43 to 43 days 43.0 days

MK-7009 300 mg bid

Ribavirin 200 mg 2 0 0 0 2 1 to 1 days 1.0 days
Ribavirin 400 mg 3 0 0 0 3 1 to 2 days 1.3 days
Ribavirin 600 mg 2 0 2 4 8 1 to 43 days 32.1 days
Ribavirin 800 mg 0 0 3 10 13 29 to 43 days 41.8 days
Ribavirin 1000 mg 0 0 1 2 3 41 to 43 days 42.3 days
MK-7009 600 mg bid
Ribavirin 200 mg 1 0 0 0 1 4 to 4 days 4.0 days
Ribavirin 400 mg 6 0 0 0 6 1 to 11 days 2.7 days
Ribavirin 600 mg 4 2 2 7 5 1 to 43 days 29.3 days
Ribavirin 800 mg 0 1 5 6 12 28 to 43 days 39.9 days
Ribavirin 1000 mg 0 0 1 0 1 42 to 42 days 42.0 days
Placebo
Ribavirin 200 mg 2 0 0 0 2 1to 1 days 1.0 days
Ribavirin 400 mg 5 2 0 0 1 to 22 days 10.4 days
Ribavirin 600 mg 1 3 2 7 13 14 to 43 days 34.2 days
Ribavirin 800 mg 0 0 3 7 10 29 to 43 days 41.4 days

HUTHHBEICOWT, FREXIBORT Y LT,

2741212 ERNFELIAEGRER (04353 ER)
3ODERED S B 128 GRETIE, /S=7 L E/L300 mg b.i.d. % PEG-IFN 0-2b & (XU /X E Y
VHER T CI2IRIBE L, = D% 7T R & PEG-IEN a-2b KON e U ORI T CT12 35 L

274 FRIRHZE 2N
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72o 24FERETIZ, /X=7 L E /1300 mg b.i.d.Z PEG-IFN 0-2b X OV N U U fFF T4 [
85 Lz, BB CIIN=7 L EALD T TR % PEG-IFN a-2b OV S U U HFH T T4 [ %

B L. #0% PEG-IFN a-2b XN N U 224 (GH48E[H) ¥ 5 L7~
1BERIE 2 Pt 5. K- 2B ORIk %

779
—o

* 2.7.4:8

2T, 43 BRIZIERABR ThH 72720,
2B EGRETIIAN=T L EAREIR (128) KO 7R 58 (128) 2HbETHRHL

N=T L ENAZER3FIOFH O L EREMIL, 128# 58 C1603H (#iPH : 14H-171H), 24
HMEEERETI62.7H (B : 14H-1750) Thoty, 209 H, N=F L EJLOEHFEEEHIFIL12
G CTI593H (#iPH : 14H-169H) ., 24 5-EET161.4H (#iPH : 12H-175H) Th o7,

& 2748 043 HEBROBBRERSHME (APaT)
Treatment group <4 | 4to 12 to 24 36 48 Total Duration Mean
wk 12 24 to to wks Patients Range Duration
] wks wks 36 48 (days) (days)
wks | wks

Overall
12-wk MK-7009 300 mg bid + 1 3 25 69 0 0 98 14to 171 160.3
Peg-IFN + RBV / 12-wk PBO +
Peg-IFN + RBV
24-wk MK-7009 300 mg bid + 1 1 21 74 0 0 97 14 to 175 162.7
Peg-IFN + RBV
24-wk PBO + Peg-IFN + RBV / 1 2 6 9 24 56 98 21to 343 289.4
24-wk Peg-IFN + RBV
MK-7009 or Placebo
12-wk MK-7009 300 mg bid + 2 3 33 60 -- -- 98 14 to 169 159.3
Peg-IFN + RBV / 12-wk PBO +
Peg-IFN + RBV
24-wk MK-7009 300 mg bid + 1 2 25 69 -- -- 97 12 to 175 161.4
Peg-IFN + RBV
24-wk PBO + Peg-IFN + RBV / 1 2 29 66 -- -- 98 19 to 169 160.9
24-wk Peg-IFN + RBV
Ribavirin
12-wk MK-7009 300 mg bid + 2 2 34 60 0 0 98 14 to 169 159.5
Peg-IFN + RBV / 12-wk PBO +
Peg-IFN + RBV
24-wk MK-7009 300 mg bid + 1 1 25 70 0 0 97 12 to 175 162.2
Peg-IFN + RBV
24-wk PBO + Peg-IFN + RBV / 1 2 7 9 29 50 98 19 to 340 288.3
24-wk Peg-IFN + RBV
Peg-IFNa-2b
12-wk MK-7009 300 mg bid + 1 3 29 65 0 0 98 14 to 171 160.1
Peg-IFN + RBV / 12-wk PBO +
Peg-IFN + RBV
24-wk MK-7009 300 mg bid + 1 1 26 69 0 0 97 14 to 171 162.5
Peg-IFN + RBV
24-wk PBO + Peg-IFN + RBV / 1 2 6 9 28 52 98 21 to 343 289.2

24-wk Peg-IFN + RBV

HUTHIHEICOWT, FBREZIBORD T N LT,
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2741213 ERNFEOMEHER (0445L58)

2ODFERED 5 B, RAHGRETIX, S=7 1 E /L300 mg b.i.d. % PEG-IFN a-2b T8 SV
VOEFR T T2 B L. £ D% PEG-IFN a-2b XN NE Y &2 12 MG Lz, F72, 24
HRETIX, S=71 E/L300 mg b.i.d. % PEG-IFN a-2b & OV S U O F T4 B 5 LT,

IR 2 5 5 SN 2 RE OBERI 2[R 2.7.49[1ICRT,

N=F Ve ZE3F0FHOFEE G HEIL, 12 % 58 T166.6H (i : 127H-171H) .,
24P HRET168.0H (&P : 166H-170H) Tholz, TDH B, N=T L ELOFE &G W/
X, 1208 5EE GHIOFH) T84.08 (#iPH : 82H-88H) ., 245 AL CT167.8H (#ilH : 166 H-168
H) ThoT,

& 2749 044 HRDBRERSHM (APaT)

Treatment group <4 4t012 | 12to24 | 24 Total Duration Mean

wks wks wks wks | Patients Range Duration
(days) (days)

Overall

12-wk MK-7009 300 mg b.i.d. + Peg-IFN + 0 0 5 20 25 127 to 171 166.6

RBV /12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + 0 0 4 22 26 166 to 170 168.0

RBV

MK-7009

12-wk MK-7009 300 mg b.i.d. + Peg-IFN + 0 3 22 0 25 82 to 88 84.0

RBV /12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + 0 0 4 22 26 166 to 168 167.8

RBV

Ribavirin

12-wk MK-7009 300 mg b.i.d. + Peg-IFN + 0 0 6 19 25 127 to 171 166.3

RBV /12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + 0 0 4 22 26 166 to 168 167.8

RBV

Peg-IFN0-2b

12-wk MK-7009 300 mg b.i.d. + Peg-IFN + 0 0 7 18 25 127 to 171 166.4

RBV /12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + 0 0 7 19 26 166 to 170 167.8

RBV

FZETHOMHEICOWT, HFRAEZIBORT T M LI,

2741214 ERNFEODERER (045:E)

TRTOBFI/N=T 1 EIL300 mg b.id. % PEG-IFN a-2b KON N U U ff T C24:8 [ % 5-
L7,

B & 5 S U 2R ORIk 2[R 2T 4001 R

N=T L e EETRIFIGH O 5T 162.8H (#FH : 57H-170H) THY, 2055
N=T L ENLOEEEGHEIZ16248 (& : 57H-168H) Th o7z,
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+& 2.7.4:10 045 FHEBRDARBRESR SRR (APaT)

Treatment group <4 >4t012 [ >12t024 | >24 Total Duration Mean
wks wks wks wks | Patients Range Duration

(days) (days)

Overall

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + 0 1 6 35 42 57 to 170 162.8

RBV

MK-7009

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + 0 1 8 33 42 57 to 168 162.4

RBV

Ribavirin

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + 0 1 8 33 42 57 to 168 162.4

RBV

Peg-IFNo-2b

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + 0 1 7 34 42 56 to 170 162.7

RBV

HUTHHEICONWT, FEEZIEOL I LT,

274122 BHNEEKRFAER

PEG-IFN BIANIARER CTE1EIE TR G5 Lz, UAE Y ATBEEOREICG CCLA2ME, &1
BhE U7-, RBRP, PEG-IEN X OV N U I B U CHELZ R AFE L LT,

2741221 BHEIHEKER (007:ER)

AR CILEEZ =7 L /L300 mgb.id., 600 mgb.id., 600mgq.d.. 800 mg q.d. X |Lx}HHE
D5ODOEEFEZEID fHF, N=F VL EAIEL7 7 E'AR, PEG-IFN a-2a KONU Y > A28 H [
BeH Uiz, 29H HLAFRIL, PEG-IFN a-2a X (VU NE Y %248 &£ TR 5 L7z,

BEBIRZ G S - 2BE ORERI (o5 HIM) 24340 AERIC|#E 27411107
iR

N=T LD RS RI3283H (#iH : 26H-30H) Thotz, HEHILDONN=T LY
IV DN 5 [#1326.7~28.4 0 ThH 0 | I GHEM THLEL L TWz, 600 mg b.id D 5 6 141 (G
7% 503284) (Z/3=7" L E/L1200 mg HOH G038 LT, HUEE L, #5218 Bl =7
L EL1300 mg & G- Siviz, 7B, ARBRCII =71 E/L1H 1500 mg OG- Zim b &
Ede L1z,
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& 2.7.411 007 RERDEEBREREHRE (APaT)
<N=ZFLEL>
MK-7009 <28 days 28 days >28 days Total Duration Mean Duration
Patients Range
Any Dose 4 45 26 75 26 to 30 days 28.3 days
<600 mg 4 0 0 4 1 to 13 days 5.0 days
600 mg 6 21 11 38 2 to 29 days 26.7 days
800 mg 2 14 3 19 13 to 29 days 27.3 days
1200 mg 3 7 10 20 26 to 30 days 28.4 days
>1200 mg 1 0 0 1 1 to 1 days 1.0 days
YT HHREICONT, FREEZIEDOL T T R,
600 mg (21300 mg b.i.d. % U600 mg q.d. B35 Eh b,
<PEG-IFN>
Peg-IFN |<12 weeks| 12to23 | 24 to 47 48 >48 weeks| Total Duration Range Mean Duration|
weeks weeks weeks Patients
Any Dose 1 5 29 37 21 93 35 to 357 days 307.8 days
90 mcg 4 0 2 0 0 6 7 to 210 days 85.2 days
135 meg 7 2 3 0 1 13 7 to 343 days 121.7 days
180 mcg 6 6 30 32 19 93 7 to 357 days 285.3 days

AT AHRICOWVWT, FERFELXIEOAI T LT,
P G IRIE, 1A G =THMRE S LCREE L,
B 502606138 5252 T Liz EIBBRE(TEMS N DG Sz, Yi%BE O Peg-IFN+ U RSB U v F—X
DL SN oToTodd, RRIZEHEEN TV,

<YnNgy >

Ribavirin <12 weeks| 12 to 23 | 24 to 47 |48 weeks [>48 weeks| Total Duration Range Mean Duration
weeks weeks Patients
Any Dose 1 7 25 52 8 93 43 to 367 days 310.3 days
200 mg 1 0 0 0 0 1 1to 1 days 1.0 days
400 mg 14 0 0 0 0 14 1 to 21 days 4.6 days
600 mg 38 2 1 0 0 41 1 to 315 days 23.0 days
800 mg 11 2 5 2 0 20 1 to 337 days 131.3 days
1000 mg 6 9 18 7 1 51 2 to 367 days 249.3 days
1200 mg 7 8 19 4 4 52 1 to 358 days 240.7 days
1600mg 2 0 0 0 0 2 1to 1 days 1.0 days
2T D HEICHOWT, BFREZIBORT T LTz,
U8 weeks DA T TV ICIXEIHMOT — 4 2 &1,
B 502606138 5252 T Liz EIBBRETEMS» DG Sz, Yi%BE O Peg-IFN+ U RSB U 7 —X
DUE SN o ToTedd, RRICEEN TR,

2741222
(=S

B E TAEERER (009:KE%) (GERFREZEEE)
HBEEZ LT OSODOREIE Y i 7=,

o BHIEL : N=7 L EL600mgb.id.. PEG-IFN a-2a KONV B Y > D245
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o BHRE2 : N=71LE/L600mgb.id., PEG-IFN a-2a XNV N €Y D24 & 5 NS
7 &R, PEG-IFN a-2a LTV AN BV > D245 [E % 5-

o HHRE3 "= 1L E/N300mgb.id., PEG-IFN a-2a X (VU /S E U D48F [E 5

o HHR4: X=7 1L EL600mgb.id., PEG-IFN a-2a X (VU SE U D48F [E 5

o BHRES (RHEEE) © 77 &R, PEG-IFN a-2a L OV S > 048 M 5-

BB Z G ST, T TOIEMEL BT OBRGERI (EEEOELHIM) 25385 0 H &5
213 2.7.4: 1211087,

N=T L ENVONYE G, 22520 (P : 27H-342H) Tholc, X=TLELDT T
T AROFLHEEGHRIX184.7H (FiPH : 11H-337H) THYH, N=F L ELOPHEGHM LD b
DS 2T, SRR OTRBRR B G- H (L DFIE (57.1%) B =T L BV OEEGHE(16.7~27.3%)
IOV LEWZENEEL TS B LN,
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#+ 2.7.412 009

<INZTFLEIL>

AERDBBREIRSHM (APaT)

MK-7009 <24 weeks 24 weeks >24 weeks to 48 weeks >48 weeks Total Patients Duration Range | Mean Duration
<48 weeks
Any Dose 24 70 10 65 0 169 27 to 342 days 225.2 days
<600 mg 28 0 0 0 28 1 to 19 days 4.9 days
600 mg 58 1 8 26 0 93 1 to 342 days 126.3 days
>600 mg to <1200 mg 11 0 0 0 11 1 to 49 days 6.5 days
1200 mg 20 67 10 31 0 128 25 to 337 days 203.8 days
>1200 mg 4 0 0 0 0 4 1 to 10 days 5.3 days
FAETLOHEICHONT, FREZIBOHR Y R LT,
24weeks DA 7 A VX EI0AMOT — X 2G0T, 48 weeks DI 7T A VITIF+I0A B DOT — X 2 E DTz,
4838 ] MK-7009 600 mg b.i.d.FED 166X EE24~28IC 7 7 B AR B E I TV oio s, EEED MK-7009DIREE % 75 L TWV720Y,

<PEG-IFN>
Peg-IFN <24 weeks 24 weeks >24 weeks to 48 weeks >48 weeks Total Patients Duration Range | Mean Duration
<48 weeks
Any Dose 44 37 21 109 0 211 21 to 343 days 247.0 days
<90 mcg 1 0 0 0 0 1 105 to 105 days 105.0 days
90 mcg 7 0 1 0 0 8 7 to 259 days 56.9 days
135 mcg 20 1 2 0 0 23 7 to 301 days 68.2 days
>135 mcg to <180 mcg 3 0 0 0 0 3 7 to 133 days 49.0 days
180 mcg 54 32 30 95 0 211 14 to 343 days 236.2 days
FHETOMEICOVWT, FREZIEOHRD T b LT,
PO, 1ARG=7AMRES LRI L,
24weeks DN 7 A VIZIFZEI0AMOT =X 2 & D7, 48weeks DA T A VITIFEI0AMOT —F 2 & 072,

2.7.4  FRREYZE 2
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<Yynegy o>

Ribavirin <24 weeks 24 weeks >24 weeks to 48 weeks >48 weeks Total Patients Duration Range | Mean Duration
<48 weeks
Any Dose 42 41 17 111 0 211 22 to 343 days 247.0 days
<1000 mg 115 4 6 1 0 126 1 to 335 days 34.5 days
1000 mg 37 23 18 29 0 107 1 to 339 days 195.6 days
1200 mg 46 17 19 47 0 129 1 to 343 days 208.0 days
>1200 mg 5 0 0 0 0 5 1 to 3 days 1.4 days

HUTIOIHEICSDWT, FEREZIBIORT T F L=,
FAREORSFIFI HHERGRICHY 5,
24weeks DH T T VT E10AMOT — X 25T, 48 weeks DT TV IIZI0AMOT — X 2 &1,

<TStR>
Placebo for MK-7009 <24 weeks 24 weeks >24 weeks to 48 weeks >48 weeks Total Patients Duration Range Mean Duration
<48 weeks
Any Dose 25 30 3 18 0 76 11 to 337 days 184.7 days

24weeks DB T T VT EI0AFOT — ¥ 2 E D71, 48 weeks DI T I VIZITI0AHOT — X 2 E 0T,
AF 1T 2488 B MK-7009 600 mg b.i.d. +Peg-IFN+RBV 24 [#] 7" Z = 7K + Peg-IFN+RBV & 58 K 483 M 77 &R 4+ Peg-IFN+RBV & 5 HED BH ~
DT TR EEHMITHE T 5,
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27413 ARMZEAOAOFTEMEFERVZOMOEE
274131 EREERKREBRON—R54 O OHHE

016, 043, 044}z 04555 D N OAEEHFRIVRRE R OV OO Rtk 2 |38 2.7.4:13]. [ 2.7.4:14].
# 274151 L OFE 2.7.4:16[I12~T,

N H4DDORBRICH A B IV T- BB OREIT A 5RE T2 DRBRR CE L CHEBIL T
W, HZHEEHUTHRBRE COTMICH LN ERIL, B0 EEL KIET O TIER
Mmoo,

ARERR CIE, B ZHEOEIS I L TL1IOkRTH 572, FliE, 044550 L 04535k L 0 ¢
016385 &% V0437 BR T, DT DITERWMEPIN A DAL, 655k PL EOEIE1X, 04375k TlX16.3%.
0447 B T1E25.5%. 0453 TI1X23.8% Th o7z, ENEKRBRICHAAN ONIZEE DL IX
genotype 1b Th > 7=,
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= 27413 EHER—X54 D4t (Al Randomized Patients) (016 &t8&)

Placebo + Peg-IFN + MK-7009 100 mg bid + MK-7009 300 mg bid + MK-7009 600 mg bid + Total
Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin
n (%) n (%) n (%) n (%) n (%)

Patients in population 22 23 22 23 90
Gender

Male 8 (36.4) 11 (47.8) 15 (68.2) 11 (47.8) 45 (50.0)

Female 14 (63.6) 12 (52.2) 7 (31.8) 12 (52.2) 45 (50.0)
Age (YEARS)

Mean 54.7 55.0 54.3 56.3 55.1

SD 6.9 6.5 7.6 7.8 7.1

Median 56.5 56.0 56.5 59.0 57.0

Range 40 to 64 381to 63 36to 63 36to 65 36to 65
Weight (KG)

Mean 61.2 63.6 66.6 63.6 63.8

SD 12.4 10.1 12.5 16.0 12.8

Median 60.2 60.9 66.8 62.0 61.6

Range 38.1t091.6 49.0 to 89.0 50.0 t0 99.5 42210 122.8 38.1t0 122.8
HCV genotype

la 1 4.5) 1 4.3) 1 4.5) 0 (0.0) 3 3.3)

1b 21 (95.5) 22 (95.7) 21 (95.5) 23 (100) 87 (96.7)
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R 27414 EFHEAR—XS54 D% (Al Randomized Patients) (043 iXEX)

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV /24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
Patients in population 98 98 98 294
Gender
Male 42 (42.9) 49 (50.0) 46 (46.9) 137 (46.6)
Female 56 (57.1) 49 (50.0) 52 (583.1) 157 (53.4)
Age (Years)
<20 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
20to 29 7 (7.1) 1 (1.0) 1 (1.0) 9 3.1
30to 39 6 6.1) 5 5.D) 7 (7.1) 18 6.1)
40 to 49 13 (13.3) 25 (25.5) 21 214 59 (20.1)
50 to 59 40 (40.8) 25 (25.5) 32 32.7) 97 (33.0)
60 to 64 17 (17.3) 25 (25.5) 21 (21.4) 63 (21.4)
> 64 15 (15.3) 17 (17.3) 16 (16.3) 48 (16.3)
Mean 53.2 55.5 54.8 54.5
SD 12.0 9.7 9.9 10.6
Median 55.0 58.0 55.5 56.0
Range 22 to 70 29 to 70 22to 71 22 to 71
ITPA (rs1127354)
CC 74 (75.5) 74 (75.5) 70 (71.4) 218 (74.1)
CA 20 (20.4) 22 (22.4) 28 (28.6) 70 (23.8)
AA 4 4.1 2 (2.0) 0 (0.0) 6 (2.0)
Weight (kg) at Baseline
Patients with data 98 98 98 294
Mean 58.9 60.6 60.2 59.9
SD 11.2 12.3 11.9 11.8
Median 57.4 58.8 58.2 58.0
Range 39.4 to 88.1 39.0to 102.0 41.21t097.2 39.0 to 102.0
HCYV Genotype
la 2 (2.0) 3 3.1 1 (1.0) 6 (2.0)
b 96 (98.0) 95 (96.9) 97 (99.0) 288 (98.0)
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R 27414 EHEA—ZX54 004 (Al Randomized Patients) (043 i#XB&) (=)

12-wk MK-7009 300 mg bid + 24-wk MK-7009 300 mg bid + 24-wk PBO + Peg-IFN + RBV / Total
Peg-IFN + RBV / 12-wk PBO + Peg-IFN + RBV 24-wk Peg-IFN + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Haemoglobin (g/dL) at Baseline
Patients with data 98 98 98 294
Mean 14.1 14.4 14.1 14.2
SD 1.3 1.2 1.2 1.2
Median 14.1 14.6 13.8 143
Range 12.0to0 17.9 12.0to 17.4 12.3t0 16.9 12.0t0 17.9
Neutrophil count (/microL) at Baseline
Patients with data 98 98 98 294
Mean 2695.0 2938.0 2810.8 2814.6
SD 832.4 1053.5 952.3 952.3
Median 2598.7 2852.4 2707.9 2686.6
Range 1502.0 to 5579.3 1520.0 to 8355.2 1500.0 to 6305.8 1500.0 to 8355.2

Platelet count (10[4]/microL) at Baseline

Patients with data 98 98 98 294

Mean 19.2 18.0 19.0 18.8

SD 5.1 5.0 5.1 5.1

Median 19.0 17.4 18.0 18.1

Range 10.1 to 39.1 10.2 to 42.1 10.3 to 36.4 10.1 to 42.1
ALT (IU/L) at Baseline

Patients with data 98 98 98 294

Mean 58.4 57.9 53.5 56.6

SD 48.3 384 40.9 42.7

Median 38.5 47.0 38.0 40.0

Range 14.0 to 250.0 14.0 to 188.0 14.0 to 222.0 14.0 to 250.0
AST (IU/L) at Baseline

Patients with data 98 98 98 294

Mean 48.1 48.8 45.8 47.6

SD 30.1 259 33.5 30.0

Median 36.0 42.0 37.0 38.0

Range 17.0 to 135.0 17.0 to 137.0 17.0 to 179.0 17.0t0 179.0
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® 27415 EGR—XT4 UO%M (Al Randomized Patients) (044 FX5&)
12-wk MK-7009 300 mg 24-wk MK-7009 300 mg Total
b.i.d. + Peg-IFN + RBV / b.i.d. + Peg-IFN + RBV
12-wk Peg-IFN + RBV
n (%) n (%) n (%)
Patients in population 25 26 51

Gender

Male 12 (48.0) 12 (46.2) 24 47.1)

Female 13 (52.0) 14 (53.8) 27 (52.9)
Age (Years)

<20 0 (0.0) 0 (0.0) 0 (0.0)

20 to 29 0 0.0) 0 (0.0) 0 (0.0)

30 to 39 1 (4.0) 0 (0.0) 1 (2.0)

40 to 49 3 (12.0) 4 (15.4) 7 13.7)

50to 59 7 (28.0) 6 (23.1) 13 (25.5)

60 to 64 8 (32.0) 9 (34.6) 17 (33.3)

> 64 6 (24.0) 7 (26.9) 13 (25.5)

Mean 57.8 60.3 59.1

SD 9.0 7.5 8.3

Median 60.0 62.5 61.0

Range 30 to 68 46 to 70 30to 70
ITPA (rs1127354)

CcC 21 (84.0) 19 (73.1) 40 (78.4)

CA 4 (16.0) 7 (26.9) 11 (21.6)
Weight (kg) at Baseline

Patients with data 25 26 51

Mean 61.9 61.3 61.6

SD 12.0 10.0 10.9

Median 60.6 60.8 60.6

Range 41.9 to 87.8 46.7 to 87.5 41.9 to 87.8
Haemoglobin (g/dL) at Baseline

Patients with data 25 26 51

Mean 14.5 14.2 14.4

SD 1.6 1.2 1.4

Median 13.9 143 14.2

Range 12.0t0 17.6 12.1t0 16.1 12.0t0 17.6
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® 27415 FHA—R54 D04 (Al Randomized Patients) (044 RER) (&)
12-wk MK-7009 300 mg b.i.d. 24-wk MK-7009 300 mg Total
+ Peg-IFN + RBV / 12-wk b.i.d. + Peg-IFN + RBV
Peg-IFN + RBV
n (%) n (%) n (%)

Neutrophil count (/microL) at Baseline

Patients with data 25 26 51

Mean 2976.4 2529.9 2748.8

SD 1313.5 751.9 1077.8

Median 2747.0 2390.7 2606.5

Range 1560.0 to 7710.0 1560.0 to 3994.0 1560.0 to 7710.0
Platelet count (10[4]/microL) at Baseline

Patients with data 25 26 51

Mean 18.3 18.2 18.2

SD 4.5 4.5 44

Median 17.1 17.4 17.1

Range 11.6 t0 27.2 10.9 to 32.1 10.9 to 32.1
ALT (IU/L) at Baseline

Patients with data 25 26 51

Mean 54.6 67.8 61.3

SD 39.6 75.7 60.5

Median 39.0 36.0 37.0

Range 12.0 to 162.0 19.0 to 289.0 12.0 to 289.0
AST (IU/L) at Baseline

Patients with data 25 26 51

Mean 47.1 553 51.3

SD 26.1 43.5 359

Median 36.0 36.0 36.0

Range 20.0to 112.0 21.0 to 159.0 20.0 to 159.0
HCV Genotype

1b 25 (100.0) | 26 (100.0) | 51 (100.0)
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R 27416 EFHEA—XS4 D% (All Enrolled Patients) (045 5RE&)

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV
n (%)
Patients in population 42
Gender
Male 25 (59.5)
Female 17 (40.5)
Age (Years)
<20 0 (0.0)
20 to 29 1 2.4
30 to 39 1 2.4
40 to 49 5 (11.9)
50 to 59 13 (31.0)
60 to 64 12 (28.6)
> 64 10 (23.8)
Mean 57.4
SD 9.2
Median 60.5
Range 26 to 69
ITPA (rs1127354)
CcC 30 (71.4)
CA 11 (26.2)
AA 1 2.4
Weight (kg) at Baseline
Patients with data 42
Mean 61.8
SD 10.9
Median 60.4
Range 42.3t0 85.5
Haemoglobin (g/dL) at Baseline
Patients with data 42
Mean 14.6
SD 1.2
Median 14.8
Range 12.0to 16.8
Neutrophil count (/microL) at Baseline
Patients with data 42
Mean 2780.1
SD 1167.5
Median 2456.8
Range 1541.0 to 7627.7
Platelet count (10[4]/microL) at Baseline
Patients with data 42
Mean 17.4
SD 4.3
Median 16.9
Range 10.4 to 31.9
ALT (IU/L) at Baseline
Patients with data 42
Mean 60.2
SD 352
Median 50.5
Range 17.0 to 157.0
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R 27416 ELGARA—XS54 0% (Al Enrolled Patients) (045 5#8%) (=)

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV
n (%)

Patients in population 42
AST (IU/L) at Baseline

Patients with data 42

Mean 50.9

SD 28.1

Median 41.5

Range 21.0 to 149.0
HCV Genotype

1b 42 (100.0)

274132 BHNERABROR—XSAM4 0

007 K 009585k D N LA 5+ R R &

bz, BEORGREmN T,

* 2.74:17

K ONFE 2.7.4:18I27~x7, 007 K2 TR0097 5k &

007 K TRO09RBR D (88 O 4RI, [EINFRER (016, 043, 044X TM04530R) & Fhie L Tk
IR N> 72, £ 72, HCV genotype [ [EPNFER TIiE47761H1468%1 7% genotype 1b T > 7= DIT K}
L. M5 3BRD genotype 1b D BFE DOEIE 135140% TH - 7=,
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& 2.7.4:17

FHER—RSA4 D%t (APaT) (007 FHER)

Placebo + Peg-IFN +

MK-7009 300 mg bid +

MK-7009 600 mg bid +

Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin

n(%) n(%) n(%)
Patients in population 19 18 20
Gender
Male 11 (57.9) 14 (77.8) 11 (55.0)
Female 8 (42.1) 4(22.2) 9 (45.0)
Age (YEARS)
18 to 35 2 (10.5) 3 (16.7) 6 (30.0)
36 to 50 9 (47.4) 8 (44.4) 10 (50.0)
Over 50 8 (42.1) 7 (38.9) 4(20.0)
Mean 47.8 46.7 42.0
SD 10.1 10.2 10.7
Median 46.0 46.0 44.0
Range 32 to 66 27 to 65 22 to 58
Race
ASIAN 2 (10.5) 1 (5.6) 1 (5.0)
BLACK OR AFRICAN AMERICAN 2 (10.5) 2 (11.1) 3 (15.0)
MULTI-RACIAL 2 (10.5) 0 (0.0) 0 (0.0)
NATIVE HAWAIIAN OR OTHER 1(5.3) 1 (5.6) 0 (0.0)

PACIFIC ISLANDER

WHITE 12(63.2) 14(77.8) 16(80.0)
Ethnicity
HISPANIC OR LATINO 3(15.8) 3(16.7) 4 (20.0)
NOT HISPANIC OR LATINO 16 (84.2) 15 (83.3) 16 (80.0)
HCV Genotype'
la 8 (42.1) 7 (38.9) 8 (40.0)
1b 9(47.4) 8 (44.4) 9 (45.0)
1 non-typeable 2 (10.5) 3(16.7) 3 (15.0)
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xR 27417 EGAR—RFA4 0O (APaT) (007 HER) (FE)
MK-7009 600 mg qd + MK-7009 800 mg qd + Total
Peg- IFN + Ribavirin Peg- IFN + Ribavirin
n (%) n (%) n(%)
Patients in population 18 19 94
Gender
Male 7 (38.9) 12 (63.2) 55 (58.5)
Female 11 (61.1) 7 (36.8) 39 (41.5)
Age (YEARS)
18 to 35 1 (5.6) 4 (21.1) 16 (17.0)
36 to 50 8 (44.4) 7 (36.8) 42 (44.7)
Over 50 9 (50.0) 8 (42.1) 36 (38.3)
Mean 50.1 45.1 46.2
SD 8.4 12.0 10.5
Median 50.5 44.0 45.5
Range 34 to 65 21 to 65 21 to 66
Race
ASIAN 2(11.1) 2 (10.5) 8 (8.5)
BLACK OR AFRICAN AMERICAN 2 (11.1) 1(5.3) 10 (10.6)
MULTI-RACIAL 0 (0.0) 0 (0.0) 2 (2.1)
NATIVE HAWAIIAN OR OTHER 1 (5.6) 0 (0.0) 3(3.2)
PACIFIC ISLANDER
WHITE 13 (72.2) 16 (84.2) 71 (75.5)
Ethnicity
HISPANIC OR LATINO 3(16.7) 4 (21.1) 17 (18.1)
NOT HISPANIC OR LATINO 15 (83.3) 15 (78.9) 77 (81.9)
HCV Genotype
la 7 (38.9) 8(42.1) 38 (40.4)
1b 8 (44.4) 7 (36.8) 41 (43.6)
1 non-typeable 3 (16.7) 4(21.1) 15 (16.0)
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& 27418 ELRR—R54 VD%t (APaT) (009 HER) (GEAFEZEEE)
24-wk 24-wk 48-wk 48-wk 48-wk PBO Total
MK-7009 600 | MK-7009 600 | MK-7009 300 | MK-7009 600 | + Peg-IFN
mg bid + mg bid + mg bid + mg bid + +RBV
Peg-IFN + Peg-IFN + Peg-IFN + Peg-IFN +
RBV RBV / 24-wk RBV RBV
PBO +
Peg-IFN +
RBV

n (%) n (%) n (%) n (%) n (%) n (%)
Patients in population 42 44 41 42 42 211
Gender
Male 22 (52.4) 27 (61.4) 29 (70.7) 27 (64.3) 26 (61.9) 131 (62.1)
Female 20 (47.6) 17 (38.6) 12 (29.3) 15(35.7) 16 (38.1) 80 (37.9)
Age (Years)
18 to 35 5(11.9) 1(2.3) 2(4.9) 5(11.9) 3(7.1) 16 (7.6)
36 to 50 19 (45.2) 22 (50.0) 18 (43.9) 14 (33.3) 20 (47.6) 93 (44.1)
Over 50 18 (42.9) 21(47.7) 21(51.2) 23 (54.8) 19 (45.2) 102 (48.3)
Mean 48.2 50.5 49.9 50.4 49.1 49.6
SD 8.9 8.1 7.9 9.1 8.4 8.5
Median 49.0 50.0 51.0 51.0 49.0 50.0
Range 29 to 64 32 to 64 28 to 65 23 to 65 28 to 64 23 to 65
Race
Asian 2 (4.8) 7 (15.9) 5(12.2) 6 (14.3) 9(21.4) 29 (13.7)
Black Or African 49.5) 49.1) 3(7.3) 1(24) 3(7.1) 15(7.1)

American
Multi-Racial 0(0.0) 0(0.0) 1(2.4) 124 0(0.0) 2(0.9)
Native Hawaiian Or 0(0.0) 0(0.0) 1(24) 0(0.0) 0(0.0) 1(0.5)
Other Pacific Islander

White 36 (85.7) 33 (75.0) 31 (75.6) 34 (81.0) 30 (71.4) 164 (77.7)
Ethnicity
Hispanic Or Latino 3(7.1) 7 (15.9) 4(9.8) 4(9.5) 3(7.1) 21 (10.0)
Not Hispanic Or Latino 39 (92.9) 37 (84.1) 37(90.2) 38 (90.5) 39 (92.9) 190 (90.0)
HCV Genotype
la 18 (42.9) 17 (38.6) 17 (41.5) 21 (50.0) 15 (35.7) 88 (41.7)
1b 24 (57.1) 25 (56.8) 24 (58.5) 21 (50.0) 27 (64.3) 121 (57.3)
1 non-typeable 0 (0.0) 2 (4.5) 0 (0.0) 0 (0.0) 0 (0.0) 2(0.9)
Prior Treatment Response
Breakthrough 6 (14.3) 7 (15.9) 6 (14.6) 6 (14.3) 7 (16.7) 32 (15.2)
Null Response 12 (28.6) 11 (25.0) 11 (26.8) 10 (23.8) 10 (23.8) 54 (25.6)
Partial Response 8(19.0) 8(18.2) 8 (19.5) 9(21.4) 9(21.4) 42 (19.9)
Relapse 16 (38.1) 18 (40.9) 16 (39.0) 17 (40.5) 16 (38.1) 83 (39.3)
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2742 HEEZR

27421 FAEBZROHEM

274211 HEBEMIKHONIAEER
2742111 ERFEIHEKER (016:KER)
27421111 HEBRRUEIIERAOERN

016FABR D 1EE (BRI, 16N K OHBIZRN) OFFEROENZ[E 274 19)IR 7T,

HECIE, AEFRIIT S TOBEI, T, BIERIZIBIZ BRI~ TORBEIZRBL LT,
HIROMME PIC, BELAEFRUTRREORG P IEICE > TAEERITR D e o7,
280 (RGO LBRRIGH E TO 7 + 1 —7 v 7H) TIReBICEB LA EFRRNII LI,
TR ERTIC LV N=T7 L EA & ORREBRIEVT L EE S,

27421112 HEBZRUVEIEA

AEFZMOENER BEREDNT LD G TI%IA L) 2, ZhEh|# 2.7.420) % O#

27421\ T, Flo, TRTOREFELEORIERZ 2|8 2.7.4:1] KO8k 2.7.4:5]

(a7

WO GRE CRELENI0%I LICH LA ERGT, TR, B, Y. BE ~T
7 e b AR EREORA . R B EREGED K OSSR T o 7o, — . KIREET
30%LA BICH BT A FFGIT, BE, ~ETm U, AP EREDED . i MREGRD OV
MERH A Td o 7,

N T L ENVEGREEBEBEOFERERORILREDZDISNEFEX O TIRN0%ZHE % 7~ F45%
X, N=7 L E/L600 mgb.id AEHZHHL L 7IE:THh 72 [95%EHEXM : 26.1 (9.1, 46.7)],
=7 L E/L600 mg b.id FEICHEBL Lo mM:OFL LT ST HFEE T, W bEEZEO T, §
Pl DFEBUNE S P URFIT 2R < IRBEER G OGN FTiE Th o 72,

EN016:BR Tld, AEHFRO KIS BRIER &HIE S izi=0, % & 5RO RIVEH O3 BUEH
X, AFEFRLAKRTHo T,
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K 27419 HEZFROER (5 188, APaT) (016 HER)
Placebo + MK-7009 MK-7009 MK-7009
Peg-IFN + 100 mg bid+ | 300 mg bid+ | 600 mg bid +
Ribavirin Peg-IFN + Peg-IFN + Peg-IFN +
Ribavirin Ribavirin Ribavirin
n (%) n (%) n (%) n (%)
Patients in population 22 23 22 23
with one or more adverse events 22 (100.0) | 23 (100.0) | 22 (100.0) | 23  (100.0)
with no adverse event 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
with drug-relatedT adverse events 22 (100.0) | 22 95.7) 22 (100.0) | 23 (100.0)
with serious adverse events 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
with serious drug-related adverse events 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
who died 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
discontinued* due to an adverse event 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
discontinued due to a drug-related adverse event 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
discontinued due to a serious adverse event 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
discontinued due to a serious drug-related adverse 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
event

[EHEHEHBVRRN, TS5 ), THEFEICHY
MeSAby ], THEEICHY | LIRBREME () ERC

TOIRBRIE L ORBERRIT THEEICAR L), TEXIZV],
DOSERECIMESIL, 2055 TELL LWV,
FoTCHEINT-HFEELEZRIERE LTRY -7,
POBBRERE 5 oL,

= 27420 WThHhDEREHTTRULERRL-EEEER (135, APaT) (016 HER)

Placebo + MK-7009 100 mg | MK-7009 300 mg | MK-7009 600 mg
Peg-IFN + bid + Peg-IFN + bid + Peg-IFN + bid + Peg-IFN +
Ribavirin Ribavirin Ribavirin Ribavirin
n (%) n (%) n (%) n (%)
IS SE LR~ 22 23 22 23
HERLHY 22 (100.0) 23 (100.0) 22 (100.0) 23 (100.0)
HEHERRL 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
Mk LY R ESE 14 (63.6) 8 (34.8) 9 (40.9) 8 (34.8)
Z i 3 (13.6) 2 (8.7) 4 (18.2) 3 (13.0)
i BRI E 6 (27.3) 3 (13.0) 4 (18.2) 6 (26.1)
I ER I E 6 (27.3) 3 (13.0) 1 (4.5) 5 (21.7)
1/ N i 3 (13.6) 1 4.3) 6 (27.3) 3 (13.0)
His LUk EREE 1 4.5) 1 4.3) 0 (0.0) 3 (13.0)
AR PR 0 (0.0) 2 (8.7) 0 (0.0) 0 (0.0)
E e 10 (45.5) 15 (65.2) 11 (50.0) 16 (69.6)
JE R AN I% 2 9.1) 2 (8.7) 1 (4.5) 3 (13.0)
iR 1 4.5) 2 (8.7) 0 (0.0) 1 (4.3)
K 0 (0.0) 1 4.3) 0 (0.0 4 (17.4)
T 3 (13.6) 3 (13.0) 3 (13.6) 9 (39.1)
HIER R 2 9.1 2 (8.7) 2 9.1 4 (17.4)
R B AS PR 2 9.1) 1 (4.3) 2 9.1) 1 4.3)
B 1 4.5) 0 (0.0) 2 9.1) 0 (0.0)
G 4 (18.2) 6 (26.1) 1 4.5) 9 (39.1)
i JE 2% 0 (0.0) 2 (8.7) 1 4.5) 0 (0.0)
Mg it 0 (0.0) 0 (0.0) 0 (0.0 6 (26.1)
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R 27420 WIMHADREBRT7%ULERLI-AEER (5 1 8. APaT) (016 FHER) (=)

KALLHE, IBORAY LI,

Placebo + MK-7009 100 mg | MK-7009 300 mg | MK-7009 600 mg
Peg-IFN + bid + Peg-IFN + bid + Peg-IFN + bid + Peg-IFN +
Ribavirin Ribavirin Ribavirin Ribavirin
n (%) n (%) n (%) n (%)
IS SE LR 22 23 22 23
HEELHY 22 (100.0) 23 (100.0) 22 (100.0) 23 (100.0)
HEHERR L 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
EHEER L OG- REE 18 (81.8) 15 (65.2) 18 (81.8) 15 (65.2)
95 97 4 (18.2) 7 (30.4) 2 9.1) 6 (26.1)
E 0 (0.0) 3 (13.0) 0 (0.0) 0 (0.0
A TN YRR 3 (13.6) 0 (0.0) 1 (4.5) 1 (4.3)
[(y=y? 5 (22.7) 2 (8.7) 3 (13.6) 1 (4.3)
FEER 12 (54.5) 12 (52.2) 15 (68.2) 9 (39.1)
JRYE $8 K OV R HUE 4 (18.2) 1 4.3) 2 9.1) 2 8.7)
ELMHFE SR 1 (4.5) 0 (0.0) 2 ©.1) 2 (8.7)
g R AR A 17 (77.3) 17 (73.9) 18 (81.8) 19 (82.6)
a& ey e Em 1 4.5) 1 4.3) 0 (0.0 2 8.7)
Mz vy = Hn 1 (4.5) 0 (0.0 0 (0.0 2 8.7
Y o AR 1 4.5) 0 (0.0 2 9.1 1 4.3)
A P ER B> 6 (27.3) 3 (13.0) 3 (13.6) 3 (13.0)
~~ 7 U b 3 (13.6) 2 (8.7) 3 (13.6) 2 (8.7)
NE ST 8 (36.4) 9 (39.1) 7 (31.8) 10 (43.5)
H BRI 0 (0.0 3 (13.0) 2 9.1 0 (0.0
I R EREE D 7 (31.8) 7 (30.4) 9 (40.9) 11 (47.8)
i/ R F0i 9 (40.9) 12 (52.2) 11 (50.0) 9 (39.1)
F 1 BR ek 10 (45.5) 15 (65.2) 15 (68.2) 15 (65.2)
Rt LU EREE 4 (18.2) 3 (13.0) 4 (18.2) 6 (26.1)
BHROE 4 (18.2) 3 (13.0) 3 (13.6) 5 (21.7)
B RS R B L OV A kLR f 3 (13.6) 8 (34.8) 4 (18.2) 7 (30.4)
RA 2 9.1) 6 (26.1) 1 4.5) 4 (17.4)
I 0 (0.0) 3 (13.0) 0 (0.0) 2 (8.7)
7B AR (L 0 (0.0) 3 (13.0) 1 4.5) 0 (0.0)
5 P 0 (0.0 2 (8.7) 2 9.1) 2 (8.7)
PR R E 4 (18.2) 10 (43.5) 4 (18.2) 11 (47.8)
FEIED F 0 (0.0 1 4.3) 0 (0.0 2 8.7)
T S 1 4.5) 2 (8.7) 2 9.1 1 (4.3)
SER 3 (13.6) 8 (34.8) 2 9.1 9 (39.1)
gl 2 9.1) 1 4.3) 3 (13.6) 2 (8.7)
AHRAE 1 4.5) 1 4.3) 2 9.1) 2 (8.7)
B L ORKEE 2 .1) 1 (4.3) 1 4.5) 2 8.7)
SRR 2 .1) 1 4.3) 0 (0.0 0 (0.0
BRI 2R, HERES I ONERR e 4 (18.2) 3 (13.0) 6 (27.3) 5 (21.7)
AU 2 9.1) 1 4.3) 4 (18.2) 3 (13.0)
I e R 0 (0.0) 0 (0.0) 0 (0.0) 2 (8.7)
B £ OV TRk s 6 27.3) 9 (39.1) 7 (31.8) 6 (26.1)
% 1 4.5) 3 (13.0) 1 4.5) 1 4.3)
Z O PEIE 5 (22.7) 1 4.3) 3 (13.6) 3 (13.0)
2 1 (4.5) 4 (17.4) 3 (13.6) 2 8.7
AP E 2 9.1) 0 (0.0) 1 (4.5) 2 (8.7)
BEFERZIIGNCOZIEOAL A T F L, SERSEIL, 1BICFE—ZERMRSENOEROG ERHLEN
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® 27421 WITNHDEEHET7%UERTR L-EIER (58 188, APaT) (016 ER)
Placebo + MK-7009 100 mg | MK-7009 300 mg | MK-7009 600 mg
Peg-IFN + bid + Peg-IFN + bid + Peg-IFN + bid + Peg-IFN +
Ribavirin Ribavirin Ribavirin Ribavirin
n (%) n (%) n (%) n (%)
FEHT R S 14K 22 23 22 23
BIfER & Y 22 (100.0) 22 (95.7) 22 (100.0) 23 (100.0)
BIER 72 L 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)
MiEER LY R EE 14 (63.6) 8 (34.8) 9 (40.9) 8 (34.8)
=il 3 (13.6) 2 (8.7) 4 (18.2) 3 (13.0)
i Bkl iE 6 (27.3) 3 (13.0) 4 (18.2) 6 (26.1)
U HRER IS I 6 (27.3) 3 (13.0) 1 (4.5) 5 (21.7)
M RIS A i 3 (13.6) 1 4.3) 6 (27.3) 3 (13.0)
i L OBk EREE 1 (4.5) 1 4.3) 0 (0.0) 2 (8.7)
5] 0 (0.0 2 (8.7) 0 (0.0) 0 (0.0
B lEE 10 (45.5) 14 (60.9) 7 (31.8) 16 (69.6)
PSR A Rk 2 9.1) 2 (8.7) 1 (4.5) 3 (13.0)
T 2 9.1) 2 (8.7) 1 4.5) 8 (34.8)
HIEARR 2 9.1 2 (8.7) 2 9.1) 4 (17.4)
DR PR 2 9.1) 1 4.3) 2 9.1 1 4.3)
B R 1 4.5) 0 (0.0 2 9.1) 0 (0.0
G 4 (18.2) 5 (21.7) 0 (0.0) 9 (39.1)
Mg - 0 (0.0) 0 (0.0 0 (0.0) 6 (26.1)
HEER L O S RATEERE 18 (81.8) 14 (60.9) 16 (72.7) 15 (65.2)
57 4 (18.2) 7 (30.4) 2 9.1) 6 (26.1)
EE 0 (0.0) 3 (13.0) 0 (0.0) 0 (0.0)
A TN PR 3 (13.6) 0 (0.0 1 4.5) 1 4.3)
(R 5 (22.7) 2 (8.7) 3 (13.6) 1 4.3)
FEEL 11 (50.0) 11 (47.8) 13 (59.1) 9 (39.1)
i R A A 16 (72.7) 17 (73.9) 16 (72.7) 19 (82.6)
BEE U e En 1 4.5) 1 4.3) 0 (0.0) 2 (8.7)
5V o AR 1 4.5) 0 (0.0 2 9.1) 1 (4.3)
U PR ER A 5 (22.7) 3 (13.0) 3 (13.6) 3 (13.0)
~< h7 U MEd 3 (13.6) 2 (8.7) 3 (13.6) 2 (8.7)
~NE ST U 8 (36.4) 9 (39.1) 6 (27.3) 10 (43.5)
HAEREE N 0 (0.0) 3 (13.0) 2 9.1) 0 (0.0)
U R ERER A 6 (27.3) 7 (30.4) 8 (36.4) 11 (47.8)
i NRER D 9 (40.9) 12 (52.2) 11 (50.0) 9 (39.1)
H Bk R 10 (45.5) 15 (65.2) 15 (68.2) 15 (65.2)
Rtk L O EmE 4 (18.2) 3 (13.0) 4 (18.2) 6 (26.1)
i /e Bl 4 (18.2) 3 (13.0) 3 (13.6) 5 (21.7)
B RS R & OV A kL Rk bt 2 9.1) 7 (30.4) 4 (18.2) 7 (30.4)
RA M 2 9.1) 6 (26.1) 1 4.5) 4 (17.4)
IR 0 (0.0) 3 (13.0) 0 (0.0) 2 (8.7)
5B e A L 0 (0.0) 2 (8.7) 1 4.5) 0 (0.0)
7 P 0 (0.0 2 (8.7) 2 9.1) 2 (8.7
PR R R 3 (13.6) 9 (39.1) 4 (18.2) 11 (47.8)
EEMED F W 0 (0.0 1 4.3) 0 (0.0) 2 8.7)
R 1 (4.5) 2 (8.7) 2 9.1) 1 4.3)
SEIR 2 ©.1) 7 (30.4) 2 9.1) 9 (39.1)
il 2 9.1) 1 4.3) 3 (13.6) 2 (8.7)
AHRAE 1 4.5) 1 4.3) 2 9.1 2 (8.7)
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= 27421 WIThHLDOESHEHTTUERBL-EIER (5188, APaT) (016 ;ER) (&)
Placebo + MK-7009 MK-7009 MK-7009
Peg-IFN + 100 mg bid + 300 mg bid + 600 mg bid +
Ribavirin Peg-IFN + Peg-IFN + Peg-IFN +
Ribavirin Ribavirin Ribavirin
n (%) n (%) n (%) n (%)
BB L OIRKEEE 2 9.1) 0 (0.0) 0 (0.0) 1 (4.3)
BEIR 2 9.1) 0 (0.0) 0 (0.0) 0 (0.0)
MER s, MR L ORI 2 9.1) 3 (13.0) 5 (22.7) 5 21.7)
B 1 4.5) 1 4.3) 4 (18.2) 3 (13.0)
FE FE R 0 (0.0) 0 (0.0) 0 (0.0) 2 8.7)
BERG ¥ K OV Tk e 6 (27.3) 7 (30.4) 6 (27.3) 6 (26.1)
ez 0 (0.0 2 (8.7) 1 4.5) 1 4.3)
& D PEIE 5 (22.7) 1 4.3) 2 9.1 3 (13.0)
% 1 4.5) 3 (13.0) 3 (13.6) 2 (8.7)
15 B 2 9.1) 0 (0.0) 1 4.5) 2 (8.7)
BERIZIBNC S X 1B DA A T b Ui, SRBEMRSEIL. 1HNCFE B RIRSEN OB ORIVER 2%
WA, IEOAR T FLE,

2742112 BERFEMNHEFE (043:5%)
27421121 HEBZRUVEHEAODEH

043 O EFLOENZ|R 27422117 T, AHFFLLORWERIZ12EE G5, 2485
FEAROXTRIEO2BE THRIL L, BERAFFRIXI2ARGRESH . 24 & 5RE6H], *FRREE9
BIZERO BITe, TN O OEERAHFEFELD O B 12BEG-HE401, 24 8 1 5-HE45] | f 4611
IREREE (N=7"L /L, PEG-IFN TV AtV v) L OREBEENPEE TERNFERE L THE
Iz,

EBEEOB G P ILICE > - HEELIT,
biviz,

W GRETH, 248 B GRE3B S O FREE 11411

27421122 HBHEBZRUEIEA

043 RO A EFR L OREIERH GEEBL/ONFRDLOEGIETIONE |) &, ThZh|&
27423| KO R 2.7424)1F, Fo, TRTOFEERLKOENER 2 Th 2|8k 2742 K&
O+ 2.7.4:6)12~7,
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oo (P=0.032), 24HEGRECIIABEZITEO b o7z (P=0432), BEEOIEH:, &
DXL PRI BN S SN2, ZOEFDOFERIT, BEXIIFEE ChHoT, N=T L L
BERED S B Wa, BT TN L0 G5 PRI E - 2 88131.0% (2/19561) T, WTith
HIEICRIE Lz, ZOENOBRETIE, REBROMGENATRETH -7, Eols, WEM: X FHIC &
0 — RSP G2 IRIE U 72 BB 1, 3.1% (6/195631]) T o 7o, InE MM I 2 b OSER &2 58
A8 27D 72 o T2 B X Th o 7o, ek 130kEER 248) ([ZHELZRO =28, FHICIHE
EWEIL, 74xu—7 v 72 L), REEFESE L THRE SN,

SHHREE S I L, N=7 L EARGHEOEN:., BT TRITEBLERBE NS DD, KEZHD
BE TR O G A2k L, IREE, 5 OHIETLESEIC XY B 2B,

043 BR Tk, AFFROKE G BRIER L HE S22, KRG HORMERORIEIX, f
ERER LK TH T,

27421123 NZTLELREHLEWNBH T24AFETIZHONE-EEEROLE

N=T L e EET3FIOHH O 5 HMIT24E TH 203, RO 51348 5 D7= 9,
BREOBG-BIED 524 E TICHBL L oA HFEFR L L7Z[E 27425, 24 £ TIZH LA
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HThol, TOMOFEEERROBERIL, N=7 L e EXBEECIH LR ERIIAL
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*® 27422 FEEZRDEL (APaT) (043 FHER)

drug-related adverse event

12-wk MK-7009 | 24-wk MK-7009 | 24-wk PBO + Total
300 mg bid + 300 mg bid + | Peg-IFN + RBV /
Peg-IFN + RBV /| Peg-IFN + RBV | 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Patients in population 98 97 98 293
with one or more adverse events 98 (100.0) 97 (100.0) 98 (100.0) 293 (100.0)
with no adverse event 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
with drug-related” adverse events 98 (100.0) 97 (100.0) 98 (100.0) 293 (100.0)
with serious adverse events 5 5. 6 (6.2) 9 9.2) 20 (6.8)
with serious drug-related adverse events 4 4.1 4 4.1 4 4.1 12 4.1
who died 0 (0.0) 0 (0.0) (0.0) 0 (0.0)
discontinued* due to an adverse event 7 7.1 3 3.1 11 (11.2) 21 (7.2)
discontinued due to a drug-related 7 (7.1) 3 3.1 10 (10.2) 20 (6.8)
adverse event
discontinued due to a serious adverse 3 3. 0 (0.0) 3 3. 6 (2.0)
event
discontinued due to a serious 3 3.1 0 (0.0) 2 (2.0) 5 (1.7)
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F 27423 WINHDIREHTI0%BULEBEL-AEER (APaT) (043 iRER)
12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
fEAT et G514 98 97 98 293
HEHFERLDY 98 (100.0) 97 (100.0) 98 (100.0) 293 (100.0)
HERERRLL 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
MR LY v R EE 33 (33.7) 25 (25.8) 30 (30.6) 88 (30.0)
2 ifn 25 (25.5) 19 (19.6) 22 (22.4) 66 (22.5)
B X Ok E 5 5.1 6 (6.2) 11 (11.2) 22 (7.5)
5] 24 (24.5) 27 (27.8) 35 (35.7) 86 (29.4)
HE N 3 3.1 7 (7.2) 12 (12.2) 22 (7.5)
B e 80 (81.6) 76 (78.4) 74 (75.5) 230 (78.5)
JEERAS R 16 (16.3) 18 (18.6) 10 (10.2) 44 (15.0)
AR 12 (12.2) 10 (10.3) 8 (8.2) 30 (10.2)
(G 11 (11.2) 12 (12.4) 11 (11.2) 34 (11.6)
N 30 (30.6) 21 (21.6) 22 (22.4) 73 (24.9)
HIERE 13 (13.3) 7 (7.2) 6 (6.1) 26 (8.9)
G 36 (36.7) 32 (33.0) 27 (27.6) 95 (32.4)
AN 12 (12.2) 29 (29.9) 22 (22.4) 63 (21.5)
M - 25 (25.5) 30 (30.9) 9 9.2) 64 (21.8)
—fi% - 2HEEL L URE 94 (95.9) 95 (97.9) 95 (96.9) 284 (96.9)
EIVAREIN
957 28 (28.6) 29 (29.9) 20 (20.4) 77 (26.3)
A T NT YRR R 6 6.1) 10 (10.3) 12 (12.2) 28 9.6)
TS AL BE 11 (11.2) 14 (14.4) 16 (16.3) 41 (14.0)
TSR RS 24 (24.5) 26 (26.8) 28 (28.6) 78 (26.6)
(Ey=Rs 31 (31.6) 32 (33.0) 37 (37.8) 100 (34.1)
FEEN 79 (80.6) 69 (71.1) 80 (81.6) 228 (77.8)
FRYLER K OV A E 37 (37.8) 43 (44.3) 46 (46.9) 126 (43.0)
EAU IS 21 (21.4) 29 (29.9) 31 (31.6) 81 (27.6)
P R L OVLE A OF 7 7.1 16 (16.5) 17 (17.3) 40 (13.7)
SiEE
i PR A AT 79 (80.6) 83 (85.6) 80 (81.6) 242 (82.6)
M e U e s 7 7.1 12 (12.4) 7 7.1 26 (8.9)
M H s L 7 7.1 10 (10.3) (6.1) 23 (7.8)
I R R A L E 2 (2.0) 3 3.1 11 (11.2) 16 (5.5)
NSl
y-IIE IV RT A 6 6.1) 9 9.3) 11 (11.2) 26 (8.9)
7 = 7 — B H
~NE ST U 35 (35.7) 31 (32.0) 42 (42.9) 108 (36.9)
U HREREORD 50 (51.0) 46 (47.4) 43 (43.9) 139 (47.4)
i IR FOR 28 (28.6) 36 (37.1) 36 (36.7) 100 (34.1)
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z 27423 WINHDEREHTI0%BULEBEL-AEER (APaT) (043 HER) (=)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
i R AR AT 79 (80.6) 83 (85.6) 80 (81.6) 242 (82.6)
IRE D 15 (15.3) 12 (12.4) 9 9.2) 36 (12.3)
P i Bk HaR D 45 (45.9) 44 (45.4) 45 (45.9) 134 (45.7)
Rtk L O gmE 35 (35.7) 41 (42.3) 42 (42.9) 118 (40.3)
EEX e Bl 32 (32.7) 32 (33.0) 35 (35.7) 99 (33.8)
B RS R B L OV A kL Rk 51 (52.0) 55 (56.7) 49 (50.0) 155 (52.9)
i
RA & 30 (30.6) 34 (35.1) 29 (29.6) 93 (31.7)
HEwW 15 (15.3) 17 (17.5) 18 (18.4) 50 (17.1)
P 9 9.2) 17 (17.5) 12 (12.2) 38 (13.0)
PR R IR 65 (66.3) 60 (61.9) 68 (69.4) 193 (65.9)
FEMED F W 8 (8.2) 6 (6.2) 13 (13.3) 27 9.2)
N Y 26 (26.5) 23 (23.7) 19 (19.4) 68 (23.2)
SER 49 (50.0) 47 (48.5) 46 (46.9) 142 (48.5)
bl 26 (26.5) 26 (26.8) 27 (27.6) 79 (27.0)
AARAE 14 (14.3) 23 (23.7) 20 (20.4) 57 (19.5)
IR 25 MRS & ONERR e 23 (23.5) 28 (28.9) 36 (36.7) 87 (29.7)
BN 7 7.1) 11 (11.3) 14 (14.3) 32 (10.9)
1 = A EE 6 6.1) 11 (11.3) 10 (10.2) 27 9.2)
FEE 3 L OV itk b 83 (84.7) 79 (81.4) 86 (87.8) 248 (84.6)
iESE 31 (31.6) 30 (30.9) 33 (33.7) 94 (32.1)
ez 8 (8.2) 4 4.1) 12 (12.2) 24 (8.2)
& D PEIE 29 (29.6) 34 (35.1) 35 (35.7) 98 (33.4)
W5 42 (42.9) 33 (34.0) 45 (45.9) 120 (41.0)
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R 27424 WITNHODEESEHT 10%LUEHRBE L-EI/EA (APaT) (043 :HER)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
ISR 98 97 98 293
RBEM & Y 98 (100.0) 97 (100.0) 98 (100.0) 293 (100.0)
EIfER 72 L 0 (0.0) 0 (0.0 0 (0.0) 0 (0.0)
MmigE LY v R EE 33 (33.7) 25 (25.8) 30 (30.6) 88 (30.0)
i 25 (25.5) 19 (19.6) 22 (22.4) 66 (22.5)
AR i 16 (16.3) 20 (20.6) 26 (26.5) 62 (21.2)
HANEE 3 3.1) 7 (7.2) 12 (12.2) 22 (7.5)
B iR 74 (75.5) 67 (69.1) 65 (66.3) 206 (70.3)
L A PR Jek 15 (15.3) 18 (18.6) 9 9.2) 42 (14.3)
REEE 11 (11.2) 7 (7.2) 7 (7.1) 25 (8.5)
T 22 (22.4) 16 (16.5) 19 (19.4) 57 (19.5)
THEAR B 11 (11.2) 7 (7.2) 6 (6.1) 24 (8.2)
TN 33 (33.7) 31 (32.0) 25 (25.5) 89 (30.4)
A% 11 (11.2) 27 (27.8) 21 (21.4) 59 (20.1)
Mg - 22 (22.4) 26 (26.8) 7 (7.1) 55 (18.8)
—f% - 2HREEL LURE 94 (95.9) 93 (95.9) 95 (96.9) 282 (96.2)
HVAQRIN
57 28 (28.6) 29 (29.9) 20 (20.4) 77 (26.3)
AT NI PR R 6 6.1) 10 (10.3) 12 (12.2) 28 9.6
TESHEBALALBE 11 (11.2) 14 (14.4) 16 (16.3) 41 (14.0)
TS SUS 24 (24.5) 26 (26.8) 28 (28.6) 78 (26.6)
(R 31 (31.6) 31 (32.0) 37 (37.8) 99 (33.8)
FEEN 79 (80.6) 69 (71.1) 80 (81.6) 228 (77.8)
JRYYE B KL OFA BE 17 (17.3) 20 (20.6) 15 (15.3) 52 (17.7)
g R A AT 76 (77.6) 82 (84.5) 78 (79.6) 236 (80.5)
M e U e s HEn 7 (7.1) 10 (10.3) 7 (7.1) 24 (8.2)
LilCEy IRy NN ;% 7 7.1 10 (10.3) 6 (6.1) 23 (7.8)
y-TIVE IV RTF AT 6 6.1) 8 (8.2) 10 (10.2) 24 (8.2)
= 7 —EHm
~E T | D 35 (35.7) 31 (32.0) 41 (41.8) 107 (36.5)
U FRERER A 50 (51.0) 46 (47.4) 43 (43.9) 139 (47.4)
i NRER D 28 (28.6) 36 (37.1) 36 (36.7) 100 (34.1)
IRERD 13 (13.3) 12 (12.4) 9 9.2) 34 (11.6)
F I ER % 45 (45.9) 44 (45.4) 45 (45.9) 134 (45.7)
R L Ok hEE 34 (34.7) 37 (38.1) 40 (40.8) 111 (37.9)
AR 32 (32.7) 31 (32.0) 34 (34.7) 97 (33.1)
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R 27424 WIThHhDERESEHT10%ULERBE L8R (APaT) (043 &) (=)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
B REB LOVE B F Ak 42 (42.9) 49 (50.5) 44 (44.9) 135 (46.1)
R &R 29 (29.6) 31 (32.0) 27 (27.6) 87 (29.7)
GRS 9 (9.2) 12 (12.4) 15 (15.3) 36 (12.3)
3 PR 8 (8.2) 15 (15.5) 10 (10.2) 33 (11.3)
PR R P 63 (64.3) 57 (58.8) 64 (65.3) 184 (62.8)
FEMED F W 8 (8.2) 6 (6.2) 11 (11.2) 25 (8.5)
TR S 26 (26.5) 23 (23.7) 19 (19.4) 68 (23.2)
SR 49 (50.0) 46 (47.4) 44 (44.9) 139 (47.4)
o B 25 (25.5) 20 (20.6) 25 (25.5) 70 (23.9)
AARAE 13 (13.3) 17 (17.5) 18 (18.4) 48 (16.4)
2 E N PSRN 751 17 (17.3) 21 (21.6) 22 (22.4) 60 (20.5)
I K 5 5.1 6 (6.2) 12 (12.2) 23 (7.8)
& $ X O T kR 80 (81.6) 77 (79.4) 84 (85.7) 241 (82.3)
i B 31 (31.6) 30 (30.9) 33 (33.7) 94 (32.1)
O PENE 29 (29.6) 32 (33.0) 33 (33.7) 94 (32.1)
i 40 (40.8) 30 (30.9) 41 (41.8) 111 (37.9)
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=& 27425 HE5RABMIS24ABETICRKBLEEEEZR (WThHDHREET10%LLLE) (APaT)

(043 FE&)
12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
ST St G 151 98 97 98 293
HFERERHY 98 (100.0) 97 (100.0) 98 (100.0) 293 (100.0)
HERERRL 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
MiEFR LY R REEE 32 (32.7) 25 (25.8) 30 (30.6) 87 (29.7)
i 24 (24.5) 19 (19.6) 22 (22.4) 65 (22.2)
His LUk RS 5 (5.1) 6 (6.2) 11 (11.2) 22 (7.5)
AR 21 (21.4) 22 (22.7) 32 (32.7) 75 (25.6)
H e 3 3.1 7 (7.2) 12 (12.2) 22 (7.5)
Bk 78 (79.6) 74 (76.3) 73 (74.5) 225 (76.8)
B AS R R 16 (16.3) 18 (18.6) 9 9.2) 43 (14.7)
R 12 (12.2) 9 9.3) 7 (7.1) 28 9.6)
(T 9 9.2) 10 (10.3) 11 (11.2) 30 (10.2)
N 28 (28.6) 21 (21.6) 22 (22.4) 71 (24.2)
ER (R 13 (13.3) 7 (7.2) 6 (6.1) 26 (8.9)
G 35 (35.7) 31 (32.0) 26 (26.5) 92 (31.4)
A% 11 (11.2) 29 (29.9) 22 (22.4) 62 (21.2)
Mg - 25 (25.5) 30 (30.9) 9 9.2) 64 (21.8)
—i% - REEER LR GEAL 94 (95.9) 95 (97.9) 95 (96.9) 284 (96.9)
DARTE
57 28 (28.6) 29 (29.9) 20 (20.4) 77 (26.3)
A T NT PR 6 6.1) 10 (10.3) 12 (12.2) 28 (9.6)
TS AL ALBE 11 (11.2) 14 (14.4) 16 (16.3) 41 (14.0)
SRS 24 (24.5) 26 (26.8) 28 (28.6) 78 (26.6)
)=y 31 (31.6) 32 (33.0) 37 (37.8) 100 (34.1)
FEEN 79 (80.6) 69 (71.1) 80 (81.6) 228 (77.8)
JRYYIE S K OV A e 29 (29.6) 33 (34.0) 43 (43.9) 105 (35.8)
LRI S 15 (15.3) 20 (20.6) 24 (24.5) 59 (20.1)
e, R L OMLE S DHE 6 (6.1) 12 (12.4) 16 (16.3) 34 (11.6)
g R AR A 74 (75.5) 81 (83.5) 78 (79.6) 233 (79.5)
M e Y e 8 7 7.1 12 (12.4) 7 (7.1) 26 (8.9)
B v A 7 (7.1) 10 (10.3) 6 (6.1) 23 (7.8)
I A FR BRI AR L 1 (1.0) 0 (0.0) 11 (11.2) 12 @.1)
n
V-ITNEINNT AT = 6 6.1) 8 (8.2) 10 (10.2) 24 (8.2)
Z —E N
~E T | D 35 (35.7) 31 (32.0) 41 (41.8) 107 (36.5)
U FRER AR 50 (51.0) 46 (47.4) 43 (43.9) 139 (47.4)
i RER D 28 (28.6) 35 (36.1) 36 (36.7) 99 (33.8)
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=& 27425 HE5RABMIS24ABETICRKBLEEEEZR (WThHDZREET10%LLLE) (APaT)
(043 =E&R) (Ft=)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV/ Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
R R A AT 74 (75.5) 81 (83.5) 78 (79.6) 233 (79.5)
{RERD 8 (8.2) 10 (10.3) 7 (7.1) 25 (8.5)
1 BR 2 s 45 (45.9) 44 (45.4) 45 (45.9) 134 (45.7)
REFER LU RE 34 (34.7) 37 (38.1) 41 (41.8) 112 (38.2)
RARGE 32 (32.7) 31 (32.0) 35 (35.7) 98 (33.4)
B HE R & O A Rk 47 (48.0) 51 (52.6) 49 (50.0) 147 (50.2)
B Fiivre 29 (29.6) 31 (32.0) 29 (29.6) 89 (30.4)
R 14 (14.3) 16 (16.5) 18 (18.4) 48 (16.4)
7 PR 8 (8.2) 17 (17.5) 12 (12.2) 37 (12.6)
PR 63 (64.3) 60 (61.9) 66 (67.3) 189 (64.5)
FEED F W 8 (8.2) 6 (6.2) 12 (12.2) 26 (8.9)
R 26 (26.5) 23 23.7) 19 (19.4) 68 (23.2)
GEV] 49 (50.0) 47 (48.5) 44 (44.9) 140 (47.8)
KPR 26 (26.5) 26 (26.8) 25 (25.5) 77 (26.3)
RHRSE 14 (14.3) 23 (23.7) 19 (19.4) 56 (19.1)
M gR . MOERds L OMERRREE 22 (22.4) 27 (27.8) 35 (35.7) 84 (28.7)
P 7 (7.1) 11 (11.3) 14 (14.3) 32 (10.9)
1 e A 2R 4 4.1) 11 (11.3) 10 (10.2) 25 (8.5)
FERG ¥ X OV T RE b 81 (82.7) 78 (80.4) 86 (87.8) 245 (83.6)
Jit B SE 31 (31.6) 28 (28.9) 33 (33.7) 92 (31.4)
T2 8 (8.2) 4 4.1) 12 (12.2) 24 (8.2)
% O PEIE 27 (27.6) 32 (33.0) 33 (33.7) 92 (31.4)
W5 41 (41.8) 30 (30.9) 45 (45.9) 116 (39.6)
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Ok 2.7.4: 7R T,

WO E GRETHRBLRN30%L, EICA LN A EEFGIL, BE ~FE 7 o B, 5,
ZOFERE, TR, R, B, AfEREgRD . R EREED . BLEE R OB EIBIR Th o 72,
Fo, WITNDOE G CTRIENI0% EIZA LN RWERIL, BB, ~E 7 vl B
A, BEE. TR BMEREGRAD . AR EREDEAD . BERIE, £ 9 FEE, BO R OVEAEIR TH -
77

0447 Bk T SN A EFRORE L, 12#& 5RO RIER JEERIE L ORRERS U | ixiF
B1E) KOEAKREGE (B L ORRERDH Y | &IF : F1E) . W24 ﬁﬁﬁ@wihﬁﬁm
H@WBmW@)/A@(%%%&@I%%M&L,% JERPR) OHEEOFG L LTHE S,

DIFNOFERITREUITEE TH oo, RKEBOAHFEFERIT, IBBREORE LAk L2215
B8R ST R 2 58 6D 72,

27421133 NZTLENLRABSHENZTLUENL4BRSEODAEETEZROLLE
044iRBR D F B EHRESR (BREARPNWTNOOEERETI%LL E) #[F 274271077,
N=T LENLVRBERGEEO OB 248 B G5EEL D H10%LL LD EWBEE CRBL L2 A EFGII

T L1208 55 © 40.0% (10/25%1) . 24 # 58 : 26.9% (7/2641) . MYH%J{EWEMMM
(10725%1) . 26.9% (7/26651) 1. PN [28.0% (7/2561). 15.4% (4/26f1) ], Zmk [20.0% (5/25
B, 3.8% (1/26f1) 1, FEHHENLE 5 FERE [12.0% (3/2561) . 0.0% (02661)] TH-7=, Zib
DEZRIT. REEPBETHY %%%@%%X@¢¢&LK@@%%wto

—J, N=T VEAMBER GO OB, 128 GH I H10%LL EO @ W TREL LA F
FLL, EHEAL L (12085 58 : 12.0% (3/25{47J> 24 5B 26.9% (7/26f1) . LLFIRIER],
HE 2 [0% (0/25f1) , 11.5% (3/26%1) 1, 4F HEREGRD [28.0% (7/25%1) . 38.5% (10/2641) 1.
W EE [4.0% (1/2561). 15.4% (4/2661) 1. BiEE [28.0% (7/2561). 38.5% (10266)]. %5
FEIE [24.0% (6/2561) . 42.3% (1126451) ], i P #LER LK SREE RN [4.0% (1/2561) . 15.4% (4/26
B)] Thol, TNHLOFERRT, REBEDIEETHY . BIOLFHERED T NE Y ORI
MBALNTZH DD, ZOFENOERTIE, IRREORIE X TH L2 LIZEIE Z58 07,
FEGRET, 10%LL EORBLEOENES DN AEEGIL, RERGRHEEL Y L2458
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K 27426 HBEERDER (APaT) (044 FHER)
12-wk MK-7009 24-wk MK-7009 Total
300 mg b.i.d. + 300 mg b.i.d. +
Peg-IFN + RBV / Peg-IFN + RBV
12-wk Peg-IFN +
RBV
n (%) n (%) n (%)
Patients in population 25 26 51
with one or more adverse events 24 (96.0) 26 (100.0) 50 (98.0)
with no adverse event 1 4.0) 0 (0.0) 1 (2.0)
with drug-relatedT adverse events 24 (96.0) 26 (100.0) 50 (98.0)
with serious adverse events 2 (8.0) 3 (11.5) 5 9.8)
with serious drug-related adverse events 2 (8.0) 1 (3.9) 3 5.9
who died 0 (0.0) 0 (0.0) 0 (0.0)
discontinued* due to an adverse event 1 4.0) 0 (0.0) 1 (2.0)
discontinued due to a drug-related adverse event 1 4.0) 0 (0.0) 1 (2.0)
discontinued due to a serious adverse event 1 (4.0) 0 (0.0) 1 (2.0)
discontinued due to a serious drug-related adverse event 1 (4.0) 0 (0.0) 1 (2.0)
TR L OREERIL THEFEIZR L, B2V, TEbEb b0z, [T28Ab 0, THEEICHY | OS5

BTG S, €055 [EHE6E 60V, TTeSAdhY ), HEERICHY ) LIRBREE () EicE-
THESN-AEFRZENEN E LTI Hio T,

PR G ok,

R 27427 WINHDOEEHT10%UEHRBL-EEESR (APaT) (044 HER)

12-wk MK-7009 24-wk MK-7009 Total
300 mg b.i.d. + Peg-IFN | 300 mg b.i.d. + Peg-IFN
+ RBV / 12-wk Peg-IFN +RBV
+RBV
n (%) n (%) n (%)
IS SE LR~ 25 26 51
HEHELDHY 24 (96.0) 26 (100.0) 50 (98.0)
HEHERR L 1 (4.0) 0 (0.0) 1 (2.0)
Mk LY R ESE 6 (24.0) 5 (19.2) 11 (21.6)
i, 3 (12.0) 4 (15.4) 7 (13.7)
I ER IR A E 3 (12.0) 1 (3.8) 4 (7.8)
HB X ORkKEE 3 (12.0) 3 (11.5) 6 (11.8)
Hig 1 (4.0 3 (11.5) 4 (7.8)
i[5 = 4 (16.0) 3 (11.5) 7 (13.7)
B iR 21 (84.0) 22 (84.6) 43 (84.3)
LA PR Jrk 5 (20.0) 7 (26.9) 12 (23.5)
AE% 2 (8.0) 4 (15.4) 6 (11.8)
T 10 (40.0) 7 (26.9) 17 (33.3)
MR R 2 (8.0 3 (11.5) 5 9.8)
D 9 (36.0) 10 (38.5) 19 (37.3)
1N 7 (28.0) 4 (15.4) 11 (21.6)
Mg - 7 (28.0) 5 (19.2) 12 (23.5)

274 FRIRHZE 2N
- 53 -

C confidential




N=FLENL B EAH
2.7 FRARMBEE
2.7.4  FRERHZE 2

z 27427 WINHDEFREHTI0%BULEBEL-AEER (APaT) (044 HE&) (=)

12-wk MK-7009 24-wk MK-7009 Total
300 mg b.i.d. + Peg-IFN | 300 mg b.i.d. + Peg-IFN
+ RBV / 12-wk Peg-IFN +RBV
+RBV
n (%) n (%) n (%)
LU A B s N ST AN
Jkﬁé RHTEE L VLG HLO 23 (92.0) 25 (96.2) 48 (94.1)
e 1 (4.0 3 (11.5) 4 (7.8)
57 2 (8.0 3 (11.5) 5 9.8)
A TN YRR R 3 (12.0) 3 (11.5) 6 (11.8)
BESHBALE 9 B 3 (12.0) 0 (0.0) 3 (5.9)
S SOS 3 (12.0) 7 (26.9) 10 (19.6)
)=y 10 (40.0) 7 (26.9) 17 (33.3)
FEEN 20 (80.0) 19 (73.1) 39 (76.5)
JRYE F8 K OV AR HUE 9 (36.0) 12 (46.2) 21 (41.2)
DN 7 (28.0) 6 (23.1) 13 (25.5)
o JE 2% 0 (0.0 3 (11.5) 3 (5.9)
g R AR A 18 (72.0) 20 (76.9) 38 (74.5)
iy AN %) 2 (8.0) 4 (15.4) 6 (11.8)
ifn. FR LR M K ST SE HE N 1 (4.0) 4 (15.4) 5 (9.8)
i Y s 2 (8.0 3 (11.5) 5 9.8)
~< h7 U MEd 3 (12.0) 2 7.7) 5 9.8)
~NE ST U 12 (48.0) 12 (46.2) 24 47.1)
A HRERER A 7 (28.0) 10 (38.5) 17 (33.3)
M RE 5 (20.0) 5 (19.2) 10 (19.6)
R I BRER D 1 (4.0) 3 (11.5) 4 (7.8)
RE R 4 (16.0) 2 (7.7) 6 (11.8)
I 1 BRI 8 (32.0) 10 (38.5) 18 (35.3)
R KOsk mE 9 (36.0) 9 (34.6) 18 (35.3)
ol B 7 (28.0) 8 (30.8) 15 (29.4)
B RS RS OV A kLR P 8 (32.0) 8 (30.8) 16 (31.4)
R &R 4 (16.0) 3 (11.5) 7 (13.7)
PR R B 13 (52.0) 16 (61.5) 29 (56.9)
R S 1 (4.0 4 (15.4) 5 9.8)
GIERE) 11 (44.0) 11 (42.3) 22 43.1)
FEREE 7 (28.0) 6 (23.1) 13 (25.5)
AARAE 6 (24.0) 5 (19.2) 11 (21.6)
MER S, M ERds & ONEhR IR 11 (44.0) 7 (26.9) 18 (35.3)
I 5 (20.0) 1 (3.8) 6 (11.8)
1 e 9 e 1 (4.0 3 (11.5) 4 (7.8)
BG5S & OV bk b 16 (64.0) 22 (84.6) 38 (74.5)
Jii. 7 (28.0) 10 (38.5) 17 (33.3)
% 3 (12.0) 2 7.7 5 9.8)
& O FESE 6 (24.0) 11 (42.3) 17 (33.3)
3B 6 (24.0) 6 (23.1) 12 (23.5)

HEFEZIIIPNCOXIEOHR T T+ LT,
PRE BRI, 1B E 2 E R RSN OEROAEEGNRER L-EE., 1BOAR Y F LT,
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R 27428 WINHIDEES5EHT 10%LUEHREBE L-EI/EA (APaT) (044 :HER)

12-wk MK-7009 24-wk MK-7009 Total
300 mg b.i.d. + Peg-IFN | 300 mg b.i.d. + Peg-IFN
+ RBV / 12-wk Peg-IFN +RBV
+RBV
n (%) n (%) n (%)
IS SE LR 25 26 51
AIEM &Y 24 (96.0) 26 (100.0) 50 (98.0)
EIfER 72 L 1 (4.0) 0 (0.0) 1 (2.0
MiEds LY R bEE 6 (24.0) 4 (15.4) 10 (19.6)
i 3 (12.0) 4 (15.4) 7 (13.7)
U HRERISAD I 3 (12.0) 1 (3.8) 4 (7.8)
FB L Ok EE 3 (12.0) 2 (7.7) 5 9.8)
AR i 3 (12.0) 2 7.7) 5 9.8)
B iR 20 (80.0) 20 (76.9) 40 (78.4)
LA PR Jrk 5 (20.0) 6 (23.1) 11 (21.6)
AB% 2 (8.0) 4 (15.4) 6 (11.8)
T 10 (40.0) 5 (19.2) 15 (29.4)
THEAR B 2 (8.0) 3 (11.5) 5 9.8)
IR 9 (36.0) 9 (34.6) 18 (35.3)
A% 7 (28.0) 4 (15.4) 11 (21.6)
Mg - 6 (24.0) 4 (15.4) 10 (19.6)
Y11 TRAN e S ST e
47:22 RHWEE L VLG HLO 23 (92.0) 24 (92.3) 47 (92.2)
T 1 (4.0 3 (11.5) 4 (7.8)
57 2 (8.0 3 (11.5) 5 9.8)
AV TN PR R 3 (12.0) 3 (11.5) 6 (11.8)
HEHHBALE 2 PR 3 (12.0) 0 (0.0) 3 (5.9)
SRS 3 (12.0) 7 (26.9) 10 (19.6)
TR 10 (40.0) 7 (26.9) 17 (33.3)
FEEN 20 (80.0) 19 (73.1) 39 (76.5)
JRYLE $8 K OV R U 5 (20.0) 5 (19.2) 10 (19.6)
SRHTE 2 3 (12.0) 2 7.7 5 9.8)
B A AR A 18 (72.0) 19 (73.1) 37 (72.5)
BT A 2 (8.0 4 (15.4) 6 (11.8)
I HR L ER K SRR SR N 1 (4.0) 3 (11.5) 4 (7.8)
e Y 2 (8.0) 3 (11.5) 5 9.8)
~~ 7 Uy Mg 3 (12.0) 2 7.7 5 9.8)
~NET B R 12 (48.0) 12 (46.2) 24 47.1)
i ER SR 7 (28.0) 10 (38.5) 17 (33.3)
/R 5 (20.0) 5 (19.2) 10 (19.6)
DINIIRE = el 1 (4.0 3 (11.5) 4 (7.8)
LNEENT 3 (12.0) 2 7.7 5 9.8)
H i ERE e 8 (32.0) 10 (38.5) 18 (35.3)
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R 27428 LWINHIDESFHT10%LL LRI LI-EIERA (APaT) (044 HER) (#E)

12-wk MK-7009 24-wk MK-7009 Total
300 mg b.i.d. + Peg-IFN | 300 mg b.i.d. + Peg-IFN
+ RBV / 12-wk Peg-IFN +RBV
+RBV
n (%) n (%) n (%)

Rt KOk E 9 (36.0) 9 (34.6) 18 (35.3)
BAREIR 7 (28.0) 8 (30.8) 15 (29.4)
B R g & OV B R Rk hes 7 (28.0) 7 (26.9) 14 (27.5)
RA M 4 (16.0) 3 (11.5) 7 (13.7)
TR REE 11 (44.0) 14 (53.8) 25 (49.0)
TR S 1 (4.0 4 (15.4) 5 9.8)
GV 9 (36.0) 11 (42.3) 20 (39.2)
TR 6 (24.0) 5 (19.2) 11 (21.6)
RHRAE 5 (20.0) 4 (15.4) 9 (17.6)
MER R, TERES X OVERRRE 8 (32.0) 4 (15.4) 12 (23.5)
FRG$ X OV T AR kb 15 (60.0) 21 (80.8) 36 (70.6)
it B 7 (28.0) 10 (38.5) 17 (33.3)
T2 3 (12.0) 2 (7.7) 5 9.8)
% O FEIE 6 (24.0) 10 (38.5) 16 (31.4)
5 6 (24.0) 6 (23.1) 12 (23.5)

BIERIZ1Iflic > 1 BloB B 7 b Lz,
WD OEERETI0%LL BB L 72338 B B KO IR EDRIWEH O & REF IR LTz,

2742114 ERNFEMAERER (0455KER)
27421141 HEBRRUEIIEAOERN

0453 R CRRO LN AEFEFROEN 2[R 2742977,

AEFLLOFEERIZ TR TORETHI L, EERAFEFLIBHIEDO LI, 205 Hl
B GREEMENGZE) I XEEZ2EWEN (PEG-IFN & ORFEEEZEH V) & LTHE SN, IBREOR
B lZ B - A EEGILE] (AST BN KL Y ALT 80 12380 bz,

27421142 HEBZRRUEIEA

045 DA EFL K OEIEH FEBEN10%LL L) &, ZE|E 2.7.430| L [E 2.7.4:31
T, E£o, TR TOREFEERLCRIERZ 2Nk 2.7.4:4) KO8k 2.7.4:8I2RT,
FBIRNI0%LL BICH BN A EEFRIL, A EBO, /MBI, £ 5 FERE, I TP EREO
DROMEIETH -7, £, BHENI0%LL EIZA LN TZRIWERIX, RE Bl i/ MREOH
D AR EREOED . 2 D EEIE R O ERSE Th o 7,

045 B DA EFE L ORI, RWHEMOIGINEE (R L ORERESRZ L, il : [\1E)
THoTDERE, WIFNRLBEITEETH -7, REBEOHFEFSIL, B0 2k
fot L7278 B [al1E T 2580 72,
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K 27429 HBEERDER (APaT) (045 FHER)
24-wk MK-7009 300 mg b.i.d. +
Peg-IFN + RBV
n (%)
Patients in population 42
with one or more adverse events 42 (100.0)
with no adverse event 0 (0.0)
with drug-related’ adverse events 42 (100.0)
with serious adverse events 3 (7.1)
with serious drug-related adverse events 1 2.4)
who died 0 (0.0)
discontinued* due to an adverse event 1 2.4)
discontinued due to a drug-related adverse event 1 2.4)
discontinued due to a serious adverse event 0 (0.0)
discontinued due to a serious drug-related adverse event 0 (0.0)
TIRBUE L ORIEBIRIT THEFEICAR L, BV, TEBBEbnxien), TSAHY ), THEFEIC
BV OSEMETIHMEEAL, 2056 TELHE bRV, (7250 ), THEREICHY ) LIRBRET
(H) ERZE > CTHESN-BEEFELZANER &L LTl -7,
PRBRE G o HE,

& 27430 10%UERBLE-HEER (APaT) (045 EER)

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV
n (%)
IS SE LR~ 42
HERLHY 42 (100.0)
HEHERR L 0 (0.0)
MR LY v RbEE 16 (38.1)
2 i 12 (28.6)
Bk 34 (81.0)
R 9 (21.4)
15K 7 (16.7)
T 7 (16.7)
HIE R R 6 (14.3)
R 14 (33.3)
RENE7S 6 (14.3)
I - 7 (16.7)
— % - BHFEER L OGO IRE 37 (88.1)
W7 6 (14.3)
A TN o PREER 5 (11.9)
TESHBAL SO 12 (28.6)
R 12 (28.6)
FEEN 25 (59.5)
JRYWIE R J OV AR U 17 (40.5)
EGEEDS 10 (23.8)
o R A A 25 (59.5)
~ES | e UEd 5 (11.9)
i ER S 13 (31.0)
/R 14 (33.3)
F i RO 7 (16.7)
R L O EE 7 (16.7)
B RS R 38 K O A kLA P 9 (21.4)
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+ 27430 10%UEHRBE L-AEEZR (APaT) (045358 (k=)

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV
n (%)
PR R B 21 (50.0)
R S 10 (23.8)
GIERE) 12 (28.6)
MER R, FERES X OMERRRE = 8 (19.0)
1 2N BE R 5 (11.9)
& $ X O T kR 26 (61.9)
BB E 13 (31.0)
% O PEIE 14 (33.3)
bl 10 (23.8)
AEFLZIIFICOE1IMOIH T 7 kLT,
BRI, 1BICE BRI RDBENOBERDOAEFENRERLHE, IHDHI T kLT,

= 27431 10%LLLFEBRL-EIER (APaT) (045 &{E%)

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV
n (%)
IS SE LR 42
BIEM &Y 42 (100.0)
RIER 72 L 0 (0.0)
MR LY v REEE 16 (38.1)
2 i 12 (28.6)
H ke 33 (78.6)
R 7 (16.7)
15K 5 (11.9)
T 7 (16.7)
HIER R 6 (14.3)
R 14 (33.3)
1A% 6 (14.3)
A 6 (14.3)
—i% - R EE L OGO REE 37 (88.1)
I8 97 5 (11.9)
AT N U TRRER 5 (11.9)
TESHBAL SO 12 (28.6)
(R 12 (28.6)
FEEN 24 (57.1)
JRYLE B8 K OV R Ui 7 (16.7)
o R A A 23 (54.8)
~TJ v e 5 (11.9)
I ER S 13 (31.0)
/R 14 (33.3)
F i RO 7 (16.7)
R L O EE 7 (16.7)
B RS R ES O A kLR P 7 (16.7)
PR R 20 (47.6)
VS 9 (21.4)
GIERE) 12 (28.6)
BRI 2R, HERES I ONERR e 6 (14.3)
FERE$ X Oz T ALk bee 24 (57.1)
BB E 13 (31.0)
% O PEIE 13 (31.0)
95 8 (19.0)
AEFLIIFICOZIMOIZ T 7 kLT,
SERKREE, WA —SRERRSENOEROAEELPRE LSS, IROLI T kLT,
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2742115 HEBHANOFEER (ENEIHERER)

EN043, 044 045 DA EFROFHBIREH] (2400 £ T) ITOWTHRGE L7, BRI
RBRERGREAZIBEE L, 12 84HH) Z ki To~120 (F5HBA~84HH) ), 12
~24 ($2585~168H H)) T4 L7z, &RBROGEFL (043K V0443 B TlIWJ o
HRET10%LL B, 04558BR TIX10%LL EOFHL) Z[FR 2.7.4:32)[F 2.7.4:33][F 2.7.4:34)IT-7

27421151 04358

0433 ER DA FEE SR BIRIL, 12 B 5-HE, 2408 B 5B % O REE T2 241, 0~ 123 T100.0%

(98/98%1) . 99.0% (96/97f1) . 100.0% (98/98%1)) , 12~243 T76.6% (72/94451) . 78.5% (73/93%) .
87.2% (82/94%) Toh -7z,

0~12D 5B, BHETI0%L, BIZAH BN AEFZIL, 128 GHETIEFEET.60%., If FEREL
W 51.0%, B EREOHA45.9%, 5HIE45.9%, F89233.7%., FL32.7% K ONE 7 1 B U id32.7%
ThHY ., 24 EHHETIEL, FBET0.1%, FAR48.5%., AFHEREIHD45.4%, BIMERE A 44.3%, 1
BE33.0%. /MBI A33.0%, ~F 7 B B E30.9%, $69530.9% K% OHE30.9% T o 72,
—J7 . S BREETIE, J880T9.6%., I ERER D 43.9%, #f F BRI 40.8%., 5HIE39.8%. F£7538.8%.
ANEZ 0 URE37.8%, BEK36.7%, I/ NRIBD31.6% M OV BRIBEE30.6% T o 7=,

B, N=T L ERERE (128 R U248 E 58 CTEBEICA LN, ZOEnE, &8
THILClREkCThH -7,

12~24T Tl BEETI0%LL REICABNTEAFFLITOTNTHY ., N=7 L eV 1258

TIELEEAE29.8% M NFEI510.6%., /3= L EL248¥ 58E N O IREETlE. BBIE (22.6% M O
24.5%) OIHHE ST,

N=T U ENEERE L OSHREE L B0, KEFOFEERPIBFEHO~ 122 RBL LTz, 12~24
BTIEAFFGERRED T L2EMR AN, MBELRE IRBREOEGHRMNRE 2bI2 L
Do THBLFEN LHTDMEMIIA N2 o7, BB, PEGIFN KOV AN Y 274D
BEHE LTHHESNTVWOBEHMDOESETHY | T XTORLGEED12~241 TRELFELIEINT
DM N A BTz,

27421152 0445%E&

044:RBR DA EFHRIEHRIT, 12K SR U4 AT GHETENZI, 0~12#T96.0% (24/25
). 100.0% (26/26f1) . 12~24¥T76.0% (19/2561). 92.3% (24/26f%1) Th -7z,

0~12 D 55, HEETI0%L, BICH DN AFFRIL, 1251 TIEREE80.0%, ~E/ 1
B L84 40.0%. 1B EE40.0%, FA36.0%. T H#136.0%, Hil36. m&mﬂﬁwké&ﬁ@sz 0% TH Y .,
243 B HRETIL, FEEAT3.1%, HE038.5%., HIMEREGH38.5%, ~F 7 v B8 38.5%, I HER
HikA34.6%, % 9 FEIE30.8% % U\EHIE30.8% Ch o7, KRECTHEMEICA DN AEFRL O
BRI L CHEETH -T2,

12~24 TlE, FHETI0%U LIZAH BN A EFEFRIL, R2IBFRGFETIE, HEIEL6.0%, HHK
12.0%., ~F 7 1 B 840 12.0%. B0k 12.0%, 24308 £ 5-FE TIIMEE30.8%., FEE415.4% W@ 11.5%,

274 FRIRHZE 2N
- 59 .

C confidential



N=FLENL B EAH
2.7 FRARMBEE
2.7.4  FRERHZE 2

SHTEAR11.5%, SR 11.5%K% OV 2 FERE11.5% CTh > 72,
121 Je U241 % GRE L B2, REBOAEFELIERBIO~ 128 ICHBL L 72, 1BERHN0~121 T
IFBBE MK, IBELBRICHRBBEN R R AFEFRRIL. FHEDICMBETH T,
MBS 2 B . IR G N R R DI LN o TRERN EFH 2 A 1T 5 h

S77,

27421153 04538

0453 BR DA EFRREILRIL, 0~12iT100.0% (42/4201]) . 12~24iT78.0% (32/4141) T
S77,

0~ 123 T30%LL EIZA BT HEEGIL, HES4.8% K NHEI33.3% Th o7, 12~24 T10%
PLEIZHR BN AEERIT, BEFE2.0%TH o7,

TR0~ 1218 CIIRBUEE MK < | 1IBALBERICRBBEE N B ROEEFZT, PBETH-
2o MBIEZBRE , TRBREOREMMNEL 2D LA - TRESEN EFT 2@ mIxAa S
Mol
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NR=F L) BB

2.7 FRAREE

2.7.4  FRRHZ 2

* 2.7.4:32

RERHAANDEEER (APaT) (043 HE) (WFhHhDFEEEHT 10%LE)

12-wk MK-7009 300 mg
bid + Peg-IFN + RBV /

24-wk MK-7009 300 mg
bid + Peg-IFN + RBV

24-wk PBO + Peg-IFN +
RBV /24-wk Peg-IFN +

12-wk MK-7009 300 mg
bid + Peg-IFN + RBV /

24-wk MK-7009 300 mg
bid + Peg-IFN + RBV

24-wk PBO + Peg-IFN +
RBV /24-wk Peg-IFN +

12-wk PBO + Peg-IFN + (Week 0-12) RBV 12-wk PBO + Peg-IFN + (Week 12-24) RBV
RBV (Week 0-12) RBV (Week 12-24)
(Week 0-12) (Week 12-24)
n (%) Numb n (%) Numb n (%) Numb n (%) Numb n (%) Numb n (%) Numb
er of er of er of er of er of er of
Events Events Events Events Events Events
fRAT o G 451) 98 97 98 94 93 94
BFEHELH Y 98  (100.0) 762 96 (99.0) 810 98  (100.0) 718 72 (76.6) 104 73 (78.5) 117 82 (872 100
HFEELRL 0 1 (1.0 0 22 (234) 20 (21.5) 12 (12.8)
MmigFs LY 3%
I
2 i 22 (224) 23 19  (19.6) 19 19  (19.4) 21 2 @.1) 2 0 (0.0) 0 2 2.1) 2
B IR E
JE AN PRI 16 (16.3) 18 16 (16.5) 17 8 (8.2) 9 0 (0.0) 0 3 (3.2) 3 1 (1.1) 1
g 10 (10.2) 10 9 9.3) 9 6 (6.1) 7 3 (3.2) 3 0 (0.0) 0 1 (1.1) 1
T 24 (24.5) 25 17 (17.5) 19 17 (17.3) 22 4 4.3) 4 6 (6.5) 6 4 4.3) 4
THIER R 12 (12.2) 12 6 (6.2) 6 5 (5.1) 5 1 (1.1) 1 1 (1.1) 1 1 (1.1) 1
L 32 (32.7) 35 30 (30.9) 33 21 (214) 21 3 (3.2) 3 3 (3.2) 4 2 2.1) 2
HNZ% 9 9.2) 9 24 (24.7) 24 17 (17.3) 17 3 (3.2) 3 7 (7.5) 7 0 (0.0) 0
A 23 (23.5) 27 28 (28.9) 31 4 4.1) 4 3 (3.2) 3 8 (8.6) 9 3 (3.2) 3
—fi% - R EEB X
[0 2R IVADRIN =
9 57 28 (28.6) 31 28 (28.9) 28 20 (20.4) 21 0 (0.0 0 1 (1.1) 1 0 (0.0) 0
ATV TEE | 6 (6.1) 7 10 (10.3) 10 12 (12.2) 12 1 1.1) 1 0 (0.0) 0 1 (1.1) 1
P
TS AL AL BE 11 (11.2) 12 14 (14.4) 14 14 (14.3) 14 0 (0.0 0 0 (0.0) 0 0 (0.0) 0
TESHERAL S 21 (21.4) 21 22 (22.7) 22 24 (24.5) 24 3 (3.2) 3 4 4.3) 4 2 2.1) 2
(Y= 28 (28.6) 29 32 (33.0) 33 36 (36.7) 38 4 4.3) 4 0 (0.0) 0 0 (0.0) 0
FEEN 78 (79.6) 89 68  (70.1) 89 78 (79.6) 94 1 (1.1) 2 8 (8.6) 17 5 (5.3) 9
JEYMIERS L OVF A d
JiE
LIRS 11 (112 11 12 (124 13 12 (122 13 6 (6.4) 6 8 (8.6) 8 4 (4.3) 4
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& 2.7.4:32 FEBERHAIOAEER (APaT) (043 HER) (WFhHhDZEHT 10%LLE) HEE)

12-wk MK-7009 300 mg
bid + Peg-IFN + RBV /

24-wk MK-7009 300 mg
bid + Peg-IFN + RBV

24-wk PBO + Peg-IFN +
RBV /24-wk Peg-IFN +

12-wk MK-7009 300 mg
bid + Peg-IFN + RBV /

24-wk MK-7009 300 mg
bid + Peg-IFN + RBV

24-wk PBO + Peg-IFN +
RBV /24-wk Peg-IFN +

12-wk PBO + Peg-IFN + (Week 0-12) RBV 12-wk PBO + Peg-IFN + (Week 12-24) RBV
RBV (Week 0-12) RBV (Week 12-24)
(Week 0-12) (Week 12-24)
n (%) Numb n (%) Numb n (%) Numb n (%) Numb n (%) Numb n (%) Numb
er of er of er of er of er of er of
Events Events Events Events Events Events
AR
My re s |7 (7.1) 7 11 (11.3) 11 6 6.1 6 0 (0.0 0 1 (1.1) 1 1 (1.1) 1
i
MmEHv T L |7 (7.1) 7 10 (10.3) 10 6 6.1) 6 0 (0.0 0 1 (1.1) 1 0 (0.0) 0
b
~EZrEUEL | 320 (327) 33 30 (30.9) 30 37 (37.8) 37 4 (4.3) 4 1 (1.1) 1 2 (2.1) 3
I R ER SR 50  (51.0) 54 44 (45.4) 45 40  (40.8) 44 3 (3.2) 3 4 4.3) 5 5 (5.3) 6
/R EE A 28 (28.6) 28 32 (33.0) 32 31 (31.6) 31 1 (1.1) 1 3 (3.2) 3 3 (3.2) 3
1 R s 45  (45.9) 46 43 (44.3) 43 43 (43.9) 43 1 1.1) 1 3 (3.2) 3 1 (1.1) 1
R L OveEiEE
BARIEOE 29 (29.6) 29 29 (29.9) 30 30 (30.6) 30 4 4.3) 4 2 (2.2) 2 1 (1.1) 1
AR L OHA
L R
BAHR 29 (29.6) 30 29 (29.9) 30 26 (26.5) 27 0 (0.0 0 2 (2.2) 2 3 (3.2) 3
0 11 (11.2) 11 16 (16.5) 17 15 (15.3) 15 3 (3.2) 3 (0.0) 2.1)
7 P98 8 (8.2) 9 16  (16.5) 17 9 9.2) 9 0 (0.0) 0 1 (1.1) 1 1 (1.1) 1
PR SRR
I S 24 (24.5) 24 20 (20.6) 20 10 (10.2) 10 2 @.1) 2 3 (3.2) 3 7 (7.4) 7
SEH 45  (45.9) 47 47 (48.5) 57 39 (39.8) 43 6 (6.4) 6 2 (2.2) 3 2 2.1) 2
Tl
AURSE 14 (14.3) 14 2 (22.7) 22 14 (14.3) 14 1 1.1) 1 1 (1.1) 1 4 4.3) 4
MR, BERE KO
E 78 7
Ik 6 (6.1) 6 10 (10.3) 10 8 (8.2) 8 1 (1.1) 1 2 (2.2) 2 2 (2.1) 2
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=& 2.7.4:32 EBEBHNOEEEHR (APaT) (043

HEBR) (WIFhHhDIRERET 10%LE) (BE)

12-wk MK-7009 300 mg
bid + Peg-IFN + RBV /

24-wk MK-7009 300 mg
bid + Peg-IFN + RBV

24-wk PBO + Peg-IFN +
RBV /24-wk Peg-IFN +

12-wk MK-7009 300 mg
bid + Peg-IFN + RBV /

24-wk MK-7009 300 mg
bid + Peg-IFN + RBV

24-wk PBO + Peg-IFN +
RBV /24-wk Peg-IFN +

12-wk PBO + Peg-IFN + (Week 0-12) RBV 12-wk PBO + Peg-IFN + (Week 12-24) RBV
RBV (Week 0-12) RBV (Week 12-24)
(Week 0-12) (Week 12-24)
n (%) Numb n (%) Numb n (%) Numb n (%) Numb n (%) Numb n (%) Numb
er of er of er of er of er of er of
Events Events Events Events Events Events
BR§ ¥ X OB TR
fEE

Wi B AE 3 3.1 3 7 (7.2) 7 7 7.1) 7 28 (29.8) 28 21 (22.6) 21 23 (24.5) 23

Z 9 FEIAE 22 22.4) 22 28 (28.9) 28 25 (25.5) 26 5 (5.3) 5 4 4.3) 4 5 (5.3) 5

55 33 (33.7) 33 30 (30.9) 34 38 (38.8) 40 10 (10.6) 10 3 (3.2) 4 6 (6.4) 6

HEERIIIPNCOEIEOHL I 7 kLT,
SEERIXREIE., 1BICF—# BRI R ENOEEROREFEFENR KA LA, IROHZ TV LT,
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& 27433 EBERHANOEEER (APaT) (044 HER) (WFhhHhDHEEEHT 10%LE)

12-wk MK-7009 300 mg b.i.d. +
Peg-IFN + RBV / 12-wk Peg-IFN +

24-wk MK-7009 300 mg b.i.d. +
Peg-IFN + RBV

12-wk MK-7009 300 mg b.i.d. +
Peg-IFN + RBV / 12-wk Peg-IFN +

24-wk MK-7009 300 mg b.i.d. +
Peg-IFN + RBV

RBV (Week 0-12) RBV (Week 12-24)
(Week 0-12) (Week 12-24)
n (%) Number of n (%) Number of n (%) Number of n (%) Number of
Events Events Events Events
ISk 25 26 25 26
HFEFERDY 24 (96.0) 167 26 (100.0) 185 19 (76.0) 24 24 (92.3) 55
FEFRRRL 1 (4.0) 0 6 (24.0) 2 (7.7)
Mgk LY o RpEE
2 i 3 (12.0) 3 2 7.7) 2 0 (0.0 0 2 (7.7) 5
I R ERIE 3 (12.0) 5 1 (3.8) 3 0 (0.0) 0 1 (3.8) 3
B
JEEER AN ARk 5 (20.0) 5 6 (23.1) 6 0 (0.0) 0 1 (3.9) 1
T 9 (36.0) 9 7 (26.9) 8 1 (4.0) 1 1 (3.8) 1
HIERE 2 (8.0) 2 3 (11.5) 3 0 (0.0) 0 0 (0.0) 0
CTN 9 (36.0) 9 10 (38.5) 10 1 (4.0) 1 0 (0.0) 0
H A% 4 (16.0) 4 3 (11.5) 3 3 (12.0) 3 1 (3.8) 1
Mg - 6 (24.0) 11 3 (11.5) 3 1 (4.0) 1 3 (11.5) 3
— R - REBEE TS L O 5L
DARTE
95 7 2 (8.0) 2 3 (11.5) 3 0 (0.0) 0 0 (0.0) 0
A TN PR 3 (12.0) 3 3 (11.5) 3 0 (0.0) 0 0 (0.0) 0
TS SUS 3 (12.0) 3 7 (26.9) 9 0 (0.0) 0 0 (0.0) 0
(=9 10 (40.0) 10 6 (23.1) 6 0 (0.0) 0 1 (3.8) 1
FEER 20 (80.0) 20 19 (73.1) 27 0 (0.0 0 4 (15.4) 13
FEYLIE 3 KO A BUE
LIRS 3 (12.0) 3 2 (7.7) 3 1 (4.0) 1 3 (11.5) 5
BRI A
B vy o KjEd 2 (8.0) 2 4 (15.4) 4 0 (0.0) 0 0 (0.0) 0
ifn. FF LR i A SE I 35 4 0 0 (0.0) 0 3 (11.5) 3 1 (4.0) 1 0 (0.0) 0
Ay 2 (8.0 2 3 (11.5) 4 0 (0.0 0 0 (0.0) 0
~~ 7 U Mg 3 (12.0) 3 2 (7.7) 2 0 (0.0 0 0 (0.0) 0
NE ST R 10 (40.0) 10 10 (38.5) 10 3 (12.0) 3 2 (7.7) 3
i R EaE 6 (24.0) 6 9 (34.6) 9 1 (4.0) 1 1 (3.8) 1
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& 2.7.4:33 FEBERHIOAEER (APaT) (044 HER) (WFhHADZEEHT 10%LLE) (HEE)

12-wk MK-7009 300 mg b.i.d. +
Peg-IFN + RBV / 12-wk Peg-IFN +

24-wk MK-7009 300 mg b.i.d. +
Peg-IFN + RBV

12-wk MK-7009 300 mg b.i.d. +
Peg-IFN + RBV / 12-wk Peg-IFN +

24-wk MK-7009 300 mg b.i.d. +
Peg-IFN + RBV

RBV (Week 0-12) RBV (Week 12-24)
(Week 0-12) (Week 12-24)
n (%) Number of n (%) Number of n (%) Number of n (%) Number of
Events Events Events Events

MR 5 (20.0) 5 4 (15.4) 4 0 (0.0) 0 1 (3.8) 1

UINIIRE el e 1 (4.0 1 3 (11.5) 3 0 (0.0) 0 0 (0.0) 0

H iR E e 8 (32.0) 8 10 (38.5) 10 0 (0.0) 0 0 (0.0) 0
R L O E

BN BIES 7 (28.0) 7 6 (23.1) 6 0 (0.0 0 2 (7.7) 2
B A R B8 L OV A kL ARk

RAf 4 (16.0) 4 3 (11.5) 3 0 (0.0) 0 0 (0.0) 0
PR SRR

ST 1 (4.0 1 4 (15.4) 4 (0.0 0 (0.0) 0

SHYR 9 (36.0) 10 8 (30.8) 9 1 (4.0) 1 3 (11.5) 3
T B

AARAE 4 (16.0) 4 4 (15.4) 4 2 (8.0 2 1 (3.8) 1
MR R, HERIS X OMERRRE

Ik 2 (8.0) 2 1 (3.8) 2 3 (12.0) 3 0 (0.0) 0

1 e E IR e 1 (4.0 1 3 (11.5) 3 0 (0.0 0 0 (0.0) 0
FEEF KOz TRk

Jii B AE 2 (8.0) 2 2 7.7) 2 4 (16.0) 4 8 (30.8) 8

Z O PEIE 5 (20.0) 5 8 (30.8) 8 1 (4.0 1 3 (11.5) 3

it 5 (20.0) 5 6 (23.1) 6 1 (4.0) 1 0 (0.0) 0

HEERIIIPNCOSIEOHL I T+ LT,

s RIS, 1B & B RIR BN OEB O EER PRI LIZGE,

1 OHRT T ML,

2.7.4  FRREYZE 2
- 65 -

c Confidential




N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

* 2.7.4:34 RBEBHNOEEER (APaT) (0455588 (10%LLL)

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV 24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV
(Week 0-12) (Week 12-24)
n (%) Number of Events n (%) Number of Events
AT SRHE 15 42 41
HAEFHRZDHY 42 (100.0) 202 32 (78.0) 42
HFEELRL 0 9 (22.0)
RS SPONVINFAEA ==
2 1 11 (26.2) 12 2 4.9) 4
B amEE
R 6 (14.3) 6 4 9.8) 4
58 5 (11.9) 5 2 (4.9) 2
T 5 (11.9) 5 2 4.9) 2
WAL R 5 (11.9) 5 1 (2.4) 1
L 14 (33.3) 14 0 (0.0) 0
RS 5 (11.9) 5 1 (2.4) 1
Mg i 6 (14.3) 6 1 (2.4) 2
—f - RFEER L OGO REE
9 57 6 (14.3) 6 0 (0.0) 0
A VTN PR 5 (11.9) 5 0 (0.0) 0
TESBAL O 10 (23.8) 10 2 4.9) 2
1R 11 (26.2) 11 1 (2.4) 1
FEEN 23 (54.8) 27 3 (7.3) 3
JRYIE 5 & O E
UGEEDS 5 (11.9) 5 2 (4.9) 2
BRI R A
~ET T D (11.9) 5 0 (0.0) 0
A ER AR 10 (23.8) 11 2 (4.9) 2
LIVAN % el 2 12 (28.6) 12 2 (4.9) 2
M i ERHO > 7 (16.7) 7 0 (0.0) 0
PR R P
I S 9 (21.4) 9 0 (0.0) 0
GEVG] 12 (28.6) 13 0 (0.0) 0
R F5 & OV T A e
Ji B 4 9.5) 4 9 (22.0) 9
Z D FEAE 12 (28.6) 12 1 (2.4) 1
»E 7 (16.7) 7 3 (7.3) 4

HEREZ IO IEOHL DT+ LT,

FE RIS, IR SR ER AR ENOEEOAEERNER LI LS,

1BlOHH Y LIz,
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2742116 BNEITMEFE (007:5R)

NR=TF L EMI X 528 H B OB K N4 H B OFBEIZ (PEG-IFN 0-2a KTV e U 0%
W [428#] 2@ UCTHRYE) ICROONIEAEFROENEZ[R 2.7.43577,

B AREIR O EHFEL1390.4% (85/94%1) IZRD BN, N=TF L A& 5HE L 14 H B O
PORBIZEN T, BEERAEFZROAEFERRICL 2BEFILOWME TR0 o7,

N=T L e R5HIR T R ON4 B B OREBIZEINIC W T I OB ERETTI%EL Lo BFIZHSL
7% 2.7.4:36

LIEBRIER DA EEREHGENRSE I &I
4ODN=T LV EN R G TERBEICADNTEAEFE (W TFRrORGHET30%LU ) 13

O, AL, TR TR OER CTh 7o, — 7, MIREECEBEICADNT-AEFL 30%LL 1)

X, B M ONET CTh o Tz,

2R,

N

NN

W 3ock FREE (19651]) THRHUTA B2 o> T2, /X=7 L EJL600 mg b.i.d B T1E40.0% (8/20
) 1cEE S (95%EHEEIXH : 19.9, 61.6),
W2 fR& | N=7 L e LB GRE L HIREE A LR L CHEFEROBBIRICH S0 R ZR TR D
N2ehoiz, £, BIWER b FEEOMIN b - 724 kE5.3.5.1.2: PO07]L

& 27435 BHBEERDEH (APaT) (007 HER)

Placebo + MK-7009 MK-7009 MK-7009 MK-7009

Peg-IFN + |300 mg bid + {600 mg bid + | 600 mgqd | 800 mg qd +

Ribavirin Peg-IFN + Peg-IFN + | + Peg-IFN Peg-IFN +

n Ribavirin Ribavirin |+ Ribavirin Ribavirin
(%) n n n n
(%) (%) (%) (%)
Patients in population 19 18 20 18 19

with one or more adverse events 18 (94.7) 15 (83.3) 18 (90.0) 16 (88.9) 18 (94.7)
with no adverse event 1(5.3) 3(16.7) 2 (10.0) 2 (11.1) 1(5.3)
with drug-related ' adverse events 15 (78.9) 15 (83.3) 18 (90.0) 15 (83.3) 17 (89.5)
with serious adverse events 0 (0.0) 0(0.0) 0(0.0) 0(0.0) 0 (0.0)
with serious drug-related adverse events 0(0.0) 0(0.0) 0(0.0) 0 (0.0) 0 (0.0)
who died 0(0.0) 0(0.0) 0 (0.0) 0(0.0) 0 (0.0)
discontinued® due to an adverse event 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0 (0.0)
discontinued due to a drug-related adverse event 0 (0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0)
discontinued due to a serious adverse event 0 (0.0) 0 (0.0) 0(0.0) 0(0.0) 0 (0.0)
discontinued due to a serious drug-related adverse 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0 (0.0)
event

T IEERIE L OREEMRIT THEEICAR L), TZZ2ITK W, TEBLE VRN, [T5AHY ], THEEICHD | O5E

BECRHliS AL, Z095 [ELLEb0RRW, [TESAHY | THEEICHY | LIRBREME () EAICL > TH

ESNAEFGEEIER L LTI Ho Tz,
BRI 5O T,
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R 27436 WINHIDEBEHETTHULERRLEEEESR (APaT) (007 &HER)

Placebo + MK-7009 MK-7009 MK-7009 MK-7009
Peg-IFN + 300 mg bid + 600 mg bid + 600 mg qd + 800 mg qd +
Ribavirin Peg-IFN + Peg-IFN + Peg-IFN + Peg-IFN +
Ribavirin Ribavirin Ribavirin Ribavirin
n (%) n (%) n (%) n (%) n (%)
ST G 514 19 18 20 18 19
AEHELEDHY 18 (94.7) 15 (83.3) 18 (90.0) 16 (88.9) 18 (94.7)
HERERRRL 1 (5.3) 3 (16.7) 2 (10.0) 2 (11.1) 1 (5.3)
MiEE LY SRR 4 (21.1) 2 (11.1) 2 (10.0) 0 (0.0) 4 (21.1)
i 3 (15.8) 1 (5.6) 1 (5.0) 0 (0.0) 0 (0.0
BRI A 1 (5.3) 1 (5.6) 2 (10.0) 0 (0.0) 2 (10.5)
AR i 5 (26.3) 3 (16.7) 3 (15.0) 1 (5.6) 2 (10.5)
B IR E 14 (73.7) 11 (61.1) 14 (70.0) 11 (61.1) 14 (73.7)
FREEE 3 (15.8) 1 (5.6) 2 (10.0) 4 (22.2) 2 (10.5)
il 4 (21.1) 1 (5.6) 6 (30.0) 2 (11.1) 4 (2L.1)
H PN RS 0 (0.0 1 (5.6) 2 (10.0) 2 (11.1) 1 (5.3)
HIL R B 4 (21.1) 4 (22.2) 0 (0.0) 2 (11.1) 4 21.1)
B 0 0.0 0 (0.0) 0 (0.0) 0 (0.0) 2 (10.5)
B EE W R R 1 (5.3) 2 (11.1) 0 (0.0 2 (11.1) 0 (0.0
/=S 2 (10.5) 0 (0.0) 0 (0.0) 0 (0.0) 1 (5.3)
G 5 (26.3) 5 (27.8) 8 (40.0) 7 (38.9) 6 (31.6)
Mg - 0 (0.0) 0 (0.0) 8 (40.0) 3 (16.7) 3 (15.8)
N ;ﬁ:% > N =
%iﬁﬁ B LU R 11 (57.9) 8 (44.4) 11 (55.0) 11 (61.1) 12 (63.2)
I e 3 (15.8) 2 (11.1) 2 (10.0) 3 (16.7) 1 (5.3)
W 0 (0.0 0 (0.0) 0 (0.0) 0 (0.0) 2 (10.5)
e 2 (10.5) 1 (5.6) 1 (5.0 0 (0.0) 3 (15.8)
it 7 (36.8) 3 (16.7) 7 (35.0) 4 (22.2) 2 (10.5)
AT N UWRIRE | 4 (21.1) 4 (22.2) 4 (20.0) 4 (22.2) 5 (26.3)
BT ERALRLBE 0 (0.0 1 (5.6) 2 (10.0) 1 (5.6) 0 (0.0)
5 R 2 (10.5) 2 (11.1) 1 (5.0) 0 (0.0) 1 (5.3)
L3 0 (0.0 0 (0.0) 3 (15.0) 0 (0.0) 0 (0.0)
FE B 2 (10.5) 0 (0.0) 1 (5.0) 1 (5.6) 4 2L.1)
JRYLE R K OV AR U 3 (15.8) 2 (11.1) 4 (20.0) 6 (33.3) 5 (26.3)
SIHEE 2% 0 (0.0) 0 (0.0) 1 (5.0) 0 (0.0 2 (10.5)
R &G 0 (0.0) 0 (0.0) 1 (5.0) 2 (11.1) 1 (5.3)
G=RECY == N A3
E RS S O E S O 0 (0.0) 0 (0.0) 2 (10.0) 0 (0.0 1 (5.3)
B AR AR A 3 (15.8) 3 (16.7) 3 (15.0) 2 (11.1) 2 (10.5)
R D 1 (5.3) 0 (0.0) 2 (10.0) 0 (0.0) 0 (0.0)
R L Ok hEE 2 (10.5) 4 (22.2) 5 (25.0) 2 111 1 (5.3)
AAKEOR 2 (10.5) 4 (22.2) 5 (25.0) 2 (11.1) 1 (5.3)
e L A 7 s N/ AN 4= RN
Eé;%*kivﬁ”ﬁﬁk 6 (31.6) 6 (33.3) 4 (20.0) 3 (16.7) 3 (15.8)
A &R 1 (5.3) 3 (16.7) 2 (10.0) 1 (5.6) 0 (0.0
B 1 (5.3) 0 (0.0) 3 (15.0) 0 (0.0) 2 (10.5)
i B A& IR 0 (0.0 2 (11.1) 0 (0.0 2 111 0 (0.0
i IR 3 (15.8) 1 (5.6) 1 (5.0 1 (5.6) 0 (0.0)
PR R IR E 7 (36.8) 6 (33.3) 10 (50.0) 11 (61.1) 7 (36.8)
SR 7 (36.8) 4 (22.2) 9 (45.0) 8 (44.4) 4 1.1
fBAR 0 (0.0) 0 (0.0) 0 (0.0) 2 (11.1) 1 (5.3)
FrhREE 6 (31.6) 5 (27.8) 2 (10.0) 5 (27.8) 4 21.1)
5O 2 (10.5) 1 (5.6) 1 (5.0) 1 (5.6) 0 (0.0
AARAE 2 (10.5) 4 (22.2) 1 (5.0) 3 (16.7) 2 (10.5)
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& 27436 WINHDIREHTT%ULREBE L-HEEZR (APaT) (007 &) (=)

Placebo + MK-7009 300 | MK-7009 600 | MK-7009 600 | MK-7009 800
Peg-IFN + mg bid + mg bid + mg qd + mg qd +
Ribavirin Peg-IFN + Peg-IFN + Peg-IFN + Peg-IFN +
Ribavirin Ribavirin Ribavirin Ribavirin
n (%) n (%) n (%) n (%) n (%)
BB L OIRKEE 0 (0.0) 2 (11.1) 0 (0.0) 0 (0.0 0 (0.0
g%ﬁ‘ M & Uritehm I 4 (21.1) 4 (22.2) 3 (15.0) 4 (22.2) 4 21.1)
B 0 (0.0) 2 (11.1) 0 (0.0) 2 (11.1) 0 (0.0)
- K] 3 3 (15.8) 3 (16.7) 0 (0.0) 0 (0.0) 2 (10.5)
b 0 (0.0 1 (5.6) 2 (10.0) 0 (0.0 0 (0.0
TR K 0 (0.0 0 (0.0) 2 (10.0) 0 (0.0 0 (0.0
FERE$ X Oz T kAL Ak bee 9 (47.4) 8 (44.4) 5 (25.0) 5 (27.8) 6 (31.6)
B2 LG 3 (15.8) 1 (5.6) 0 (0.0) 1 (5.6) 1 (5.3)
Z 9 FEIE 3 (15.8) 3 (16.7) 0 (0.0 1 (5.6) 2 (10.5)
95 4 (21.1) 2 (11.1) 2 (10.0) 3 (16.7) 2 (10.5)
BEFZIIINCSXINE DR Y N LTz, #BERSEIL. 1HICR—FERSENOEROFEEL N

Liza, WA A T o b LT,
WINDDORERETI%IL ERB L LGB E IR EDAEEROLEARICIR LT,

2742117 BNEIHERER (009ER : EFFELEH)

AR TIZ21 B2 FEIFREZE = R — M ICEEAEAISEI 0 A1 bz, #E5REBOA EHE DT &
# 274377,

BEERL, N=T L EARGRETITS%~100%, xHREETIX7.6%IC%H L=, BIERIL,
KRB TIER3.3% Th V. N=T7 L EAFE G O248 15 57 T1390.0%, 48 ML Eofe H-#E Tl
97.6%~97.8% CTh -7z, BERAFEFRIL. RIETITRDONT | N=T L EAKRERFD248
B 5BECTIE2.5%, 48 LI EO# 5RETI39.5%~19.6% CTdH - 7=,
IRBRIEOE G HILICE > - A EFEGL, REETIE2.4%, /X=7" L E/L300 mg b.i.d. TIiX4.9%.
N=T LN GREO248 B 58 TlEs5.0%, 488 UL LD 51 Tl34.9%~8.7%Th > 7=,

W OFGRET25%LL EOBE TR LI A EEG AR 2.7.438[ITR77,

N=T U ENEGRECTRBERNBI0%L, LICA LN AERFSRIT, B, P, 8\, 5, <
IFERE, A 7N UWEIRE . K, AR, FE. BAEOR, BB R OEM:TH o7,
F o, RPRRECRIIENI0%L LA LNT-AEERIL, BEROALTHoTZ,
BIGREEDOAEFERORBERT, MBIV b= LV EAEERE TR (N=F L EL
B HHE 0 78.0%~89.1%, XIHREES4.8%), FFZ TR TIZENHE Chole (N=TF LV ENLEKGHE
31.7%~54.3%. *THEEI1.9%), 3OD/A=7 1L /1600 mg bid 58 Tl <THRRE L bole UEL
DRBRNE -T2 (RN=T L BV GEE  38.1%~63.0%. *IREE14.3%), N=7 L E/LEERE
TH LN O BIGREE TIE, HIEAR LK OE Rl iR B O E R & T,

009FBR CITIEH T NS AHFFL L L TEERBEZROEME Tire 1& EF Lo, FFEITMELE
TiX, EELRAEEERIIRE SN2 o7, £, BT A=T L eV GRE L S IREE CHGHE
WA T 22 25T A BT Do 72 [EEES.3.5.1.3: P09,
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% 27437 AESROBN—EIELEE— (APaT) (009 HER)
24-wk MK-7009 | 24-wk MK-7009 | 48-wk MK-7009 | 48-wk MK-7009 | 48-wk PBO +
600 mg bid + 600 mg bid + 300 mg bid + 600 mg bid + Peg-IFN
Peg-IFN + RBV |Peg-IFN + RBV /| Peg-IFN + RBV | Peg-IFN + RBV +RBV
24-wk PBO +
Peg-IFN + RBV
n (%) n (%) n (%) n (%) n (%)
Patients in population 40 42 41 46 42
with one or more adverse events 38 (95.0) 42 (100.0) 40 (97.6) 46 (100.0) | 41 (97.6)
with no adverse event 2 (5.0) 0 (0.0) 1 2.4) 0 (0.0) 1 2.4
with drug-related’ adverse events 36 (90.0) 41 (97.6) 40 (97.6) 45 97.8) | 35 (83.3)
with serious adverse events 1 (2.5) 4 9.5) 5 (12.2) 9 (19.6) 0 (0.0)
with serious drug-related adverse 1 (2.5) 0 (0.0) 3 (7.3) 2 4.3) 0 (0.0)
events
who died 1 (2.5) 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
discontinued* due to an adverse 2 (5.0) 3 (7.1) 2 (4.9) 4 8.7 1 2.4
event
discontinued due to a drug-related 2 (5.0) 3 (7.1) 2 (4.9) 4 8.7 1 24
adverse event
discontinued due to a serious 0 (0.0) 0 (0.0) 1 (2.4) 2 4.3) 0 (0.0)
adverse event
discontinued due to a serious 0 (0.0) 0 (0.0) 1 2.4) 2 4.3) 0 (0.0)
drug-related adverse event

TRBRIR L OREEMRIE THEEICR L], TEZICCW, TEBBE VRV, 2R84 |, THEEZHY ] D5
BTSN, T0ob TEBLLEEWVWRRW], [SAHY ], THEEIZHY ] SIEREE (OH) ERICX -
THESNT-AEERZFEEHE LTV -T-,

PIRBRER B oL,

Fe5HEEL : 24-wk S=T7 L E/L 600 mg bid + Peg-IFN + RBV
B GRE2 : 24-wk /X=T7 L EJL 600 mg bid + Peg-IFN + RBV / 24-wk PBO + Peg-IFN + RBV
B 5HE3 : 48-wk /=71 E /L 300 mg bid + Peg-IFN + RBV
P 514 1 48-wk /=7 L /L 600 mg bid + Peg-IFN + RBV
*THRAE : 48-wk PBO + Peg-IFN+ RBV
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=& 27438 WIhHhDEESHT2B%ULERB L-EEER—EFELEEE— (APaT)
(009 :RER)

24-wk 24-wk MK-7009 |48-wk MK-7009|48-wk MK-7009| 48-wk PBO +
MK-7009 600 mgbid+ | 300 mgbid+ | 600 mgbid+ | Peg-IFN +RBV
600 mg bid + | Peg-IFN + RBV / |Peg-IFN + RBV |Peg-IFN + RBV
Peg-IFN + | 24-wk PBO +
RBV Peg-IFN + RBV
n (%) n (%) n (%) n (%) n (%)
AT 6t G511 40 42 41 46 42
HFERERHY 38 (95.0) | 42 (100.0) | 40 (97.6) | 46 (100.0) | 41 (97.6)
HEHELRL 2 (5.0) |0 0.0) | 1 24 |0 0.0) | 1 (2.4)
M L VY v REEE 10 (25.0)| 12 (28.6) | 13 3L | 12 (26.1) | 8 (19.0)
I 32 (80.0) |35 (83.3) | 32 (78.0) | 41 (89.1) | 23 (54.8)
T 17 42518 (42.9) | 13 (31.7) | 25 (543) | 5 (11.9)
HILARR 13 (32.5)| 9 (214) | 9 (22.0) | 6 (13.0) | 5 (11.9)
G 20 (50.0) | 16 (38.1) | 13 (3L.7) | 29 (63.0) | 6 (14.3)
Mg - 12 (30.0)| 12 (28.6) | 5 (12.2) | 13 (283) | 1 2.4)
— % - aHEES LOREH 35 (87.5) ] 31 (73.8) | 34 (82.9) | 32 (69.6) | 31 (73.8)
VARRIN;IE
1779 9 (225 | 11 (26.2) | 10 (24.4) | 10 (217 | 10 (23.8)
9 57 19 (475 16 (38.1) | 18 43.9) | 13 (28.3) | 10 (23.8)
ATV UTERER |10 (25.0)] 9 (21.4) | 14 (34.1) | 10 QL7 | 9 (21.4)
RYLE 38 L OV R HUE 12 (30.0)| 21 (50.0) | 19 46.3) | 21 45.7) | 11 (26.2)
R Ok hEE 9 (225 | 15 (35.7) | 10 (244) | 8 (17.4) | 3 (7.1)
BAREOE 8  (20.0) | 13 (31.0) | 8 (19.5) | 5 (10.9) | 3 (7.1)
s R LOREGHMRE |18 45.0)| 19 452) | 21 (512) | 23 (50.0) | 21 (50.0)
7 PR 4 (10.0) | 4 (9.5) |13 GB1Ln | 11 (239) | 9 (21.4)
Rk R IR 19  (47.5)] 20 47.6) |29 (70.7) | 21 45.7) | 17 (40.5)
IV 16 (40.0)| 11 (26.2) | 21 (51.2) | 16 (34.8) | 13 (31.0)
ke e 19  (47.5] 20 (47.6) | 24 (58.5) | 25 (543) | 17 (40.5)
RARSE 7 (175 |7 (16.7) | 12 (293) | 6 (13.0) |10 (23.8)
e s BEREs L OHERRRE S| 13 (32.5) | 22 (52.4) | 18 43.9) | 19 413) | 16 (38.1)
2K 5 (125) |14 (333)| 5 (12.2) | 13 (28.3) | 11 (26.2)
B2 5 K OV Rk e 23 (57.5)]26 (61.9) | 26 (63.4) |33 (71.7)| 21 (50.0)
T O PENE 14 (35.0)| 13 (31.0) | 12 (29.3) |14 (30.4)| 9 (21.4)
2 6 (150 | 6 (143) | 6 (14.6) |14 (30.4)| 8 (19.0)
HAEFZIIIFICOZ1IMO RS 7 s Lz,
WD DFEERET25%LL EFRBL LU 28 BE AR ESUIFFE DR ERERD D2 RKRITHR LT,
P 5HEL ¢ 24-wk /3= L E/L600 mg bid + Peg-IFN + RBV
B GRE2 : 24-wk /X=T7 L EJL 600 mg bid + Peg-IFN + RBV / 24-wk PBO + Peg-IFN + RBV
K583 : 48-wk /=L E/L 300 mg bid + Peg-IFN + RBV
B 514 : 48-wk /S=7"L EJL 600 mg bid + Peg-IFN + RBV
KT PREE : 48-wk PBO + Peg-IFN+ RBV

274212 BE
2742121 ERNEEKRIAER
[EIN043. 044 % Q04558 BR Tld, N=7" L ENL I 7 7 v RGP CITms Sz oo

274 FRIRHZE 2N
- 71 -

C confidential



N=FLENL B EAH
2.7 FRARREE
2.7.4  FRERHZE 2

7= EHN0I6HERTIZ, 740 —7 v 7H (R=FLEALOEEGKETHR) [T OETRED B
o . ENE THRBRTIROTAORRT BT IL#E Shanork,

EIN016BR DL D —F 2[R 2743 T, 74 v —7 v ZHOFE2ERMIRH I RE (F1
£12%7500016) D BAEAHMEBYGNT KV IET Ure, AL, MG, R N EERE K& OV
HEAROEEREEFRERIL, MERLEOTDIEL L, KEHIE, N=TLELTTE
. PEG-IFN a-2a RONY /SE' Y 228 A5 L7z %, PEG-IFN a-2a RO /S E Y S & 5 1
kit L. 1950 BICHIERR e 2 98 8L U 7o, MBI . R RIME I8 PO RR [ & OVaME B AR 421
PEG-IFN a-2a (3 U ANEY A K HEWEM & HIE Sz, MBS BI%I3 PEG-IFN a-2a KO
UANEY OB &R LA T CHRIE AT - 728 FRREVE ML PR & OVRER R 2% e L
AR RS D3RR D il 2212 2 WP IR 8 CAE T L7,

274 FRIRHZE 2N
- 72 -

c Confidential



N=FLENL HTEAH
2.7 EEARA
2.7.4  FRRHZ 2

% 27439 RTITE--HEEZRND—E (F1E8RUE 280 (APaT) (016 :AER)

I %5 e S
= e s FE AR mie | mm | R niE i w5 1B oG R
o %

Placebo + Peg-IFN + Ribavirin

B B =7009-016, gk 5 =0010, HUSHES=00016, YERI=S¢E, AHE=7 V7 A, FEHH=50m%. TIOMx H =29

00016 | Peg-IFN+ | 195 B G 96 H ey HE | YOR ok Eelall| ynsey v 800.00 mg
Ribavirin
THxu—T| 205 TR I PN BE (] fkdfot EE E=E | YR 2L PSEE 53 S INCYASE:
v 7 210 DAL fkfoe EHE | YR 2L EEL P S NCYAEE

TRk o A BEBAD S OM% H K
WLE e L=ABAE 2L, BE=AERNE, KE=FSTK, Pil=F5Pi, EE=FA8HEE NA=Z472L

HRIF  BIE =1, Wk, RIEF=REF TR, BEEH Y =08 Tk GGEELZEED ). REME=REHE KL

R BR - RIS EANIC L W AERROFIK L &2 DN RBRE, 22 L =155 L oK LM% L, YT R=PEG-IFN i3 ) e o L DR EEZESDH Y
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2742122 wBNEEKRIAR

MEAR007 e R0095A0R GEATREZZ ) Tid, F161 GR2fl) (TR b, 2k, i
S T HRBR CIEW TR ORBR T O OB L o7z, BEAAEFRO B ([F 2.7.4:40
KOFE 274417,

0075k TIZ 28 A D=7 L B G H K U4 B B OREBIEIZ LT OME LR > 7223,
3250 BZ 161 (FIfHE5-03252) S O Z RO 7= 0 O FHT I BUEME Y 2 » 7 IT X VL LT,
TR S AN K0 BUENES 3 » 7 L1EEEE (=7 L BV PEG-IFN 0-2a X TV B Y V)
& DRRBRITAEE ST,

009FRBR ClE, N=7 L EVEGINTIE T ITRED Do o, RmBLE I i B ARERIC
K016 GBS 12202) 233E1C Lz, JRBRYEANT, BREE & =7 L e L oR AR
ZE L. PEGIFN a-2a KOV AN D o L ORERGESD » LHIE LT,
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NR=71L )N H7EILA
2.7 REPRHEEE
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R 27440 RTICEL>E-HEFERD—E (APaT) (007 HER)

(VS
T iy frEfig Bgonm | RIS g Wb LA O 5
kZ3 Hxt H)
MK-7009 600 mg bid + Peg-IFN + Ribavirin
B B =7009-007, Mgk 5 =0032, HEUSES=03252, WERI=F0E A=A A, FEH=495%. TIOMH HT=29
03252 | Peg-IFN + 259 Hh 67H I 2L ik Peg-IFN a-2a 180.00 pg
Ribavirin ynRey 1200.00 mg
325 JRMEE S 2 v 7 1A A 7L ML yRey 1200.00 mg

Pk oM B o BEBILAD S DR H 3K
QUE ;Ao L=MEEFE R L, BE=EE, (KE=%Ghw, Pik=85d1k, HE=HEHE NA=ZY2L

KRR TRBRISERIC L W AEFEROFRN L E 2 ONRRIE, 2L =1ARE L OREMGAR L, YPR=PEG-IFN X3V "tV v L OREREZEDH D

= 27441 BREICESF-HEERO—E—FIFELEEE— (APaT) (009 :AER)
B L. FEH . - “ - AL
o | FEBUREHA - HERG Frige il TR K 5B WL Bh 1H Ok G &
EE (FBx%r A)
D4-wk MK-7009 600 mg bid + Peg-IFN + RBV
AR 5 =7009-009, fEs%E 5 =0059, ElfFHE 512202, HERI=5M, AFE=7 U7 A, Fln=545%, F 1O H=136
12202 |[RamEIZH 144 H %R 1A HE YR L RN H8A %

" ORI  BEB A S OFE%H 3K
WUE ;e L=MBEE e L, = ERE, (RE=%Ghwr, Pik=8%5%1k, HE=HEHE NA=ZY2L
KR BEMR - BB EANIC LV AEFROFIK L &2 bNIRBREE, 72 L=155r3 L 0 R EBHRAR L, YYR=PEG-IFN i3V StV v L OREERESH Y
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274213 ZOHMOEELHEEER
2742131 ERNERKRER

FE N AR O IR B W TRO b2 OO BEELAEFLE L TICRT, B,
EWNE TR CIL, 034RBRIcB VW 2O HERENERERAFFL L L TR shi, A
=7 L EVT50 mg BRI & ke S REBIRE] (DR < L B3HM) K THR, 7==bA
100mg (1A3ME) ZERGHMEFI2FICERELRAERR L L TEGHERENRRO b (D
THH 7 2= b UEGHEINNBRIZEE), ZNLDOFELRILT == M G HFIERIZEE LT,

27421311 016:E&
N=T L EN (T TR 285G LB T IC BE R EFER LB LI BE TR

>77,

T xa—7 » THOE2HBM FICoBI N EE LA FE RS AR LR 2.7.4:42], F2HOEE
IR EERIT RTRRBEO2B 240 (F R, AL, FRREME A N R KX OVEPEE A 42) | 100 mg
bid BEO2BNZ214 (AT R OWEIRTE) . 300 mg b.id BEO2FN2MF R~V =T K OUEYEE
W) Thot,

HERAERERO ) HIRFRE L REBERBEE CERWES T, MIREEOMM Y, FRFREE M
B NEEE K OVEPEB A4, 100 mg b.i.dBED AT M OBERIFE I QN300 mg b.i.d. DG MEFHE
RTHHoT=MR, WS PEG-IFN a-2a XU AU UK BEWERH S HESH, N=F L ENL &
DR BRI E S iz,
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2.7 FRARREE
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=R 27442 EELHEEZRND—E (APaT) (016 :AER)

i f " o o | R . -
= 5. FE BRI (Eﬁxa‘ HEHER e FLpE mE A ALE HE B b 1A Ofase i
Placebo + Peg-IFN + Ribavirin
R 5 =7009-016, Jis 5 =0008, EfI#H 5 =00057, PER=24ctE, AF=7 27 N, HFi=63m%. " IEOHx H =29
00057 |74 wv—7| 561 Sl 1.58% A Hr HE | 7oL L [EIfi-) &G0 51 5 A
o 28 [ 4
RBRE 5 =7009-016, fix &5 =0010, EFFE S =00016, PERI=FME, AFi=7 27 N, 4l =50m%. O3 AT=29
00016 | Peg-IFN+ | 195 B 96 H HE | YR Wk TS Uy 800.00 mg
Ribavirin
Txua—7| 205 o R L PN O [ Hkoe HE | YR 2L ENE B 50 H2H %
v 7 210 BEFAA ko HE HE | YTR L NG KB G15TE%
MK-7009 100 mg bid + Peg-IFN + Ribavirin
RBRE 5 =7009-016, Sk =0001, BlfFFH 5 =00063, PERI=FM, AF=7 27 N, HFlii=57m%. TIOR3 AT=29
00063 | Peg-IFN + | 85 HE A fkdfor iR | HE | YR 2L EfiEs PEG-IFN a-2a 180.00 pg
Ribavirin Uy 800.00 mg
REBRTE 5 =7009-016, figk 5 =0015, BIFHES=00009, PE5I=5ME, Af=7 27 A, i =465%, P 1EOF A =29
00009 | Peg-IFN+ | 428 bR IP 1.71% A 35 g | YR 2L [Eif3) PEG-IFN o-2a 180.00 pg
Ribavirin Uy ey~ 800.00 mg
MK-7009 300 mg bid + Peg-IFN + Ribavirin
RBRE 5 =7009-016, fisk &5 =0003, EIfF#H 5 =00092, PERI=FM, AF=7 7 N, HFlii=63m%. T IEOHxAT=28
00092 | Peg-IFN+ | 235 HE~V=T 2.66% H W HE | L el EE DAY= 800.00 mg
Ribavirin
RBRE 5 =7009-016, fisk &5 =0034, BIFE S =00112, PESI=F1E, AFi=7 U7 A, FEli=56s%. 1L AT=28
00112 | Peg-IFN + | 215 YL HESE 7.92% H g | EE | YR 2L [Eif7) yRey 400.00 mg
Ribavirin

Tk oAERE H o B EBIAAD B ORI H %K
WL R L=EEER L, HE= R, K=, ik =8h0ik, #E=EEE NA=Z2472 L
AT - A =[A1E /W, M =[EET Kk, %EEH Y =18 Wk (BEEEZLES ). KEE=REE /Fib%

RABIE - BRI ERIC LV AEFLORIR L 2 b, R L=1a83E L R RERIEAR L, Y =PEG-IFN iV &

Vot DREREEZES Y

2.7.4  FRREYZE 2
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27421312 04356k

0433 R TII20BNZ 24 D HE R A FFEL VBRI L 7[R 2.7.4:143], "= L ELEGHEICHE
Lz EERAEERGIL, RERGH T, JURRALVE ARG, FENBE, mH, Ak
JOR K OWERI . 245 5-HEClx, BN, B, WIATEG. FHEEaEST., v el U@y
U LRSS VECE A RAGSE . FRERESRE . LB, MK K OVFRRE Cd o 7o, X IRERICHEEL
LE-EERAERERL, Y a~es/ae o8N, B, 2285, V5, B3k, NU o0k
JE, < BEBEFHIML, A L7 &, DIEEROES Th - 77,

IR L ORI RN B E TERVWEEBRAEFZIIBHThHoT, Z0HH, N"=TL LN
ORIERA L LTHE SN TR, RERSEECTIIHRIR S LVE O ARESSW. TR, SARE6HR
FOBERIG, 24 &L GRETIE, U VBRIV Y D DS EPEECE G RAIE, FFEES . LAl
By, AR KR OWFMaE Cdh - 72,

BRI OBR G P ILICE > - BEERAEFGIL. 1285 TIX, FURIRALVE ARG 500,
BHBOR K OFEIRFI Ch 0 | 24 5 CIIHME Shkdode, —J7, RTREECIL. B, 29%
HREL A L7 ADOFRBUZ L D IBBREOE G2 Ik Lz,

ARETEIAN=T L ELEDREBEENEETER2NWEZOENZ R L, T X TOEERAFES
LORGRH[EELS.3.5.1.5: PO43 | RT,

123 $ 5-1F

s PURIR AR VT AR E W (B 0 015296, & MES515%)
P GBALA B 14 H BICHRIRARLE RS WAFEE Lz, REEZIL. %%%&5@5
B CIRBRERIE GBLART A D O 5150 B E TABRRPE Th o712, ABBICEMRERE (Na
KON Cl OIEAE) 235388 B A, Wﬁﬁmé@%ﬁ@twﬁﬁxaHifﬂh%%%@ﬁb
TleHEERAEFRR LW SNz, WIREONKIC LV ERENUE L2729 5258

BIZIRRE, (BB -2 i ik U7z, TRBRE Y AT, Y5 %MEﬁﬁﬁfi%%ﬁmmnw

KOV S PR TCIEEERINE SIADH OfRRBRIT N olzZ Linb, N"=F L ELEZET3
FIOFRFIEORIER &HIE LTz,

Mg CEIAFES 015277, BESSHER)
B GBbA B4R BIIEMESFEL L7 7o O ERE MR 4 =2 LTz & 2 A K& B bl
WEES Lz, YA RE%ZLKOEHAHEHRICIRRIEL IRAZICIEY: L, R RHE L7
OHEZZL, BEOHERET THLIZEAVREOHRELH Y ABE LT, ABEINKEIZ
LVEEGI3A BIZESKITSE L, &E16H BB Lz, #5321 BIZEM: DTk % i
L7z, RS ERIL, IRRER GERICARELERBBL L2 b A=T L ELEZE T3
FIOFHFIEORBIER &HIE LTz,

- BEEGR (IS 0 015368, ZcE69m%)
FEBARB10H BIZEE X0 BARIR (BEBOR) OFFAnd o7, T D% b BARER
kR L7722 LD, RBEEHOZDHERES2H8A L ARt Lz, 5578 BICEENSD
H UL OVRBRAE S ERiOEIBHC L0 . N"=F L ELOESEZFRIE L, ABIRICEY
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FARPBERIFR R L, SRS TR - BB B ATRE & HI S 4u, JBBE L7, TRERIE Y EAfITE.
BEITENETIIRBR L2 DR E ) RBRARIENS O AREDIREREIAERED 55.8 kg
WA LIzZ et NR=F L EAEER3FNFIFRIEORIER & HE L,
- BEPRIE (B 014905, FHE645%)

BB G120 H ORMRAIC T HbALe 8.1% & 72 0 | BEIRIFNFIEL L=, THRICHBRAE L
el 2 A, BEFRFIFES3Smg/dL Th o7z, MFEHE O EHE M 235580 Hit7e iz #5126 A
FICBRIRE G2 L, = ha— o= 5128 H HIZARE L, AESILER%
ZIEE U7e, TRBRAH Y AT L, TEBREE3 A A2 B G HRICHE R R BBL LT 2 b, R=T L
BV A G Te3RI0FRFIEORIER & HIE LT,

243 e 57

- v U LT SREYEERCE A IRARE GRS - 015161, ZtET05%)
BHBBAB1I70A B (K TH2AR) lcen U By v AR AR ALE D
FEL LTz, REBE I G168H BIC24 B OIRBRER 52T Lz, #H5KETH2ABICH
JB. R OERHZE LR A HEBL Lo, B2 TABRIE L, B L7z, BB
L, IBBRER GR THEBORIETH D Z b, N=7 L ELEETe3FI0FAREDHR
YER & e LT,

- JIFRERERE (IS 015153, ZME295%)
PGB O 84 H BICHTFHERERE N R L2 LD, WEHEE EFO—RELEZLND
OFR3EOR G2 1k LTz, #586H H ORRERHIC S HICHEEEN LA Lz, HMERD
TABE L7, #588HHIIN=T L EAZIRIE LT, APitk., MFHRIISEEm Th -7
Z L BB L7203 R ORIERIENC X 0 85100 B HIZIRBRIEE 5 ) OV O % O @81 52
H~DOBATH T LTz, Z Ok OMRAEIC THFHERER S IXMEIE Lz, mBRHEYEmMIT, =
7L BNV EIRIELL RIS ISR OUGEHIAIA RO b Z b, N=T L ELORIWER &
HIE LT,

< DEEEY, K (BIE S 0 015270, F1HE585%)
B 55467 5 164 H B0 EMEY & Ok 258 LTz, #5164 H B /TR, 55 HICE
WAL L, BERE S, REIRE RO -T2, PBEERE 2 B LR BISRT 52 b
ELTRELE, B, BEBEDORARDL L7223, AT R S IXREIRE ORIk
DO RIZH NIRRTz, #5188 H HICHIEEE M EZ P IE L, AFZOBEEK T L
72 RS ERL, REREENDEREREBAICE D b DO EZX B, =T L e
3B O ABIEORITER & HE LT,

- PR (B3RS 015355, B14ES6i%)
FG-BhA 5168 A B IZ MR 2358l L7z, #5168 H BT~ =1 —|Z THF S8IT(E= =
— I A R L7z 7o ), MEEER CT L OMESS MRI 2 £ L7z & 2 A, Il & 2k S
Nice ABED 9 2T VA RBEIFIEI L DIERAATV, BBE L7, 1RBR Y EANL, A&
FlL CHBIFR T A N ARG L B ST B 10EIF ERGE L, IFHERE (ALT & OV AST) 28
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MO TR L TVD 2 ELBEDIEEN D, IR L O DORIENE Z 0 2FV iREE
RoleBEZONDN, N=T L ez d3FIFIEEORIER & HE LT,

EIN0435ER CRBL L - EHERFEFLRIT, WER L, HDHWITRESCITEBRIE O 5 1EIC XY
WG [EIE ST &2 38 0 72,
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N7 e

v ' VA

2.7 BRARBEEE

2,74  FEIRHYL 2N
& 27443 EELGHEZTEZRO—E (APaT) (043 FHER)
FIfFFH S FEEL IR FEHL HERR Fio i ] FREE HE | KRR ALiE it w5 1 H ok h &
(FHXFH) MK | P R
12-wk MK-7009 300 mg bid + Peg-IFN + RBV / 12-wk PBO + Peg-IFN + RBV
AR 5=7009-043, JEaR & 5=0003, FIfFHE5=015296, PERI=14cth. Fin=5 sk
015296 | #512HE T 14 FRIRANLEY | 4295 WA Y4 YMEPRR O gk | gk | Ak [EI1E MK-7009 300.00 milligram
AN AR A ribavirin 200.00 milligram
AR 5=7009-043, JiigZ 7 5=0013, HIFHE5=014909, HERI=2ctE, Fhn=545%
014909 B512~2418 144 TE NI 2.76 5 H (953 Y+ N 2L 2L L [F11E placebo (unspecified) 0.00 milligram
ribavirin 600.00 milligram
AR 5=7009-043, Mgk d 5=0034, FUSFES=015277, PERI=FME, FHn=58m
015277 | #H12BE T 4 Mg I 4143 TR Y* YMKAPAR 2L | L | EHE [EKiS MK-7009 600.00 milligram
ribavirin 800.00 milligram
AR 5=7009-043, JEaR & 5=0038. FIfFHF5=015368, PERl=1cth. FHhin=695%
015368 | #&512E T 10 RARIHE 4.96 % H WA Y4 YMKEAPR Hk Wk Rk [EKiS MK-7009 600.00 milligram
ribavirin 600.00 milligram
RERFE 5=7009-043, Jitigk T 5=0048, FHIfHF5=014905, MERI=F M, Fhn=645%
014905 Be512~2418 112 VIR 7.39% H BREY: S Y* YMKAPR Hr ik Hrk Hr ik EIF) peginterferon alfa-2b 100.00 microgram
placebo (unspecified) 0.00 milligram
ribavirin 800.00 milligram
24-wk MK-7009 300 mg bid + Peg-IFN + RBV
AR 5=7009-043, SR & 5=0007, FIfFHF5=015309, PERI=S1E. Fhin=405%
015309 | #&512~244 87 EIR 1205/ o Y* N L | 2L | 72L [EKi) MK-7009 300.00 milligram
ribavirin 400.00 milligram
RERFE5=7009-043, Jiigk 7 5=0010, FIfHF5=015275, MERI=FME, Fhn=625%
015275 (ESUEEE=S: 213 B Hkifse R Y346 N L | L | AL R
AR 5=7009-043, Mgk d 5=0023, FUSFES=015161, PERI=2xME, FHr=T0m%
015161 | FH12ET 24 M RE 10.74% A Vi Y4 N 2L | L | 2L [EI1E MK-7009 600.00 milligram
ribavirin 600.00 milligram
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274 BRIRAZ A

* 2.7.443 EELRHESEZRNO—E (APaT) (043

HER) (&)

FIfFFH S FEEL IR FEHL HERR Ffo i ] R HE | KRR ALiE i £l 1H Okt 5 &
(FHXF H) MK | P R
24-wk MK-7009 300 mg bid + Peg-IFN + RBV
AERE 5=7009-043, fiak & 5=0023, EfFFES=015161, PERI=ZctE, F#n=70r%
015161 BE128E T 24 FHEBEEYT | 10745 H o Y4 N L L L =112 MK-7009 600.00 milligram
ribavirin 600.00 milligram
SIS ] 170 e AL 5955 A EHE Y* YMEPR 2L AL | AL =18
DPN e
B A RAAE
AR 5=7009-043, Mgk d 5=0038, FIFFEHF5=015153, PERI=2xE, F#r=29m%
015153 | #H12BE T 84 JF g nE 1.18 % H TR Y* yME WRIE | 2L 2L [EIEi) MK-7009 600.00 milligram
peginterferon alfa-2b 80.00 microgram
ribavirin 600.00 milligram
AR 5=7009-043, g 5=0041, FHIFHFE=015270, HERI=F51E, Fhn=585%
015270 SIS 164 Dy ES 3.57# Hr kT Y® YMEPR O RER L el | AR =18
R 2 1 164 iV 3MEfH TR Y? YMEPROD R | el | RS EKi-)
AERE 5=7009-043, fizk & 5=0045, Ef+&ES5=015355, PERI=51E. Fln=56i%
015355 R 22 1 168 JHF A e g 529% H R Y46 yMEPR 2L | 2L | AL i)
24-wk PBO + Peg-IFN + RBV / 24-wk Peg-IFN + RBV
BT 5=7009-043, Jiigk 7 5=0007, FIfHF5=014838, MERI=FME. Fn=615%
014838 512 F T 85 JVa~xsuv| 371% A R y? N L el oL [F11E peginterferon alfa-2b 100.00 microgram
==Y )
placebo (unspecified) 0.00 milligram
ribavirin 800.00 milligram
AR 5=7009-043, gk 5=0009, FIFHE5=014970, MERI=2ctE, Fhn=545%
014970 Peg-IFN + 253 H 3.09% A I Y4 YR 2L | Wik | Wik i ribavirin 600.00 milligram
Ribavirin
RERTE 5=7009-043, JiigkFE 5=0014, FIFHF5=014868, MERI=2ME, Fn=505%
014868 Peg-IFN + 192 79 5% LT HkAoe A B Y* YR L Hrk HR Ik X peginterferon alfa-2b 80.00 microgram
Ribavirin ribavirin 400.00 milligram
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R 27443 EELEEEZND—E (APaT) (043 ER) (&)

EIRES= FE B FEL HEES Ffoe 1 R HE | KEBEF ALiE iR )% Bh 1HOREEE
(FHXFH) MK | P R
24-wk PBO + Peg-IFN + RBV / 24-wk Peg-IFN + RBV
AR 5=7009-043, MigkFE=0015, HIFFES=015273, PERI=2iE, Fhn=59%
015273 R £ 338 e fikioe I Y4 N L | RL | &L e
R 2 344 e B AR 2.144 Hp S5 g Y* N 2L | L | 2L EIE
BT 5=7009-043, Wik % 5=0030, FIff&FE5=015366. MAll=2ctE, FHhr=53m%
015366 P 512~24H 107 WY > K EE ke g Y* YMKAPAR L L L [E3VS placebo (unspecified) 0.00 milligram
ribavirin 400.00 milligram
ABRE5=7009-043, MigkFHE=0040, FHIfFES=015253, PERI=F1%E, Fhn=695%
015253 I 22 226 < HFETFHIM | 9.89% H R Y* N L | L | 2L B
AREATE5=7009-043, Mgk F H=0046, HIfFF5=014837, PERI=2c1E, Fhin=565%
014837 ESIEY ks 63 {1 TR 1.25% H ) Y? N ik | ik | Ak Eifi
R 5=7009-043, fEix & 5=0050, FIFFES=015204, PRl=2ct:, Fhn=47%
015204 Rz 339 DR 3.861H FRAE Y* N 2L | &L | 2L [m18
ABRE5=7009-043, MigkFE=0053, HIFFES=015165, PERI=FH1E, Fhin=63i%
015165 BH12FET 1 it 11.73 % A WA Y* yMKHIR L oL oL (=115 peginterferon alfa-2b 80.00 microgram
placebo (unspecified) 0.00 milligram
ribavirin 600.00 milligram

ERLAEFZOLE Y = 1, Y = BUEW, Y = Frgth XUXERRH KRS, Y= ABta 527 2 UIIRHIRABE, Y = S RIS SUT AR

Y= ZOMOBEELESR N= FEE
WuE: 7p L = BEZRL, BE =JABREEORE, KK = IRREOKRIE, ik = JEERIEO P I, R = IRBREEOEE, N/A= %% L

BRlm: M = MEROEE, BER = EROER, REE = REEZMHD BIE, REME = EROKRREIE

YO= #E, Y =

KR EMR BB S ERIC L W AEEROFRE L % 2 5N ERE N=T5IE L ORBGEZR L Y R=x=7 L /L PEG-IFN X3V RtV > L OREERSH Y . Y R=PEG-IFN
VAR Y v EOREEGRS Y
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2.7.4.21.31.3 0445%E&

04473 BR CIXSHNT 130 (12 £ 5-8F - 26, 24 B G0 : 36) OEERAGEEFRPBEL LR

2.7.4:44),

1288 5RECIE, RIER, BREEEME LD DR TH Y | 4B G5/ TR, OVF AR
B At VU o NiE, RS, G BB E T, FHEEEEIT. Mg E T, TEm. EE
EHEWEETH - T,

TDOI b, R=FLELEDREMEENEETCERAWEERAEEES T \HL&ﬁﬁTiﬁo
. 24T GRS R, B, A RONENCh o7, WEE, EE A AR OEMIT
:7VEW®@E§5uﬁO$%T%Ot2MJS@L

N L ENLVOFERILCE S ZHERAHEFRRORE X2 -7,

ARETEIAN=T L ENL L DRRERPEE TERVWFELOERZ R L, T X TOERERAEF
G OB Z[EEES.3.5.2.1: PO44]} 2Rk T,

123 $ 5-1F

o 9 (BRFEFES 015513, ZoMk30m%)
G5B HT8H BIZ 9 DIER B L IR Ak L7223 B0 AR L7 b DD,
JER OB L 2RO Tz, BEOHRLEIZLY ., BB PIRE, ABt Lo, FEWRIEIC LV ER
DN I B FVIRBE LT,
TRERFH Y ERTIL, PEG-IFN a-2b LN NE ) VBB X 2O ELRTH DL Z &
L BV GRS ioofﬁiﬁEﬂﬁ#ot_&ﬁE>A%7Vtw%ai8§%%$$@
BIWER & LCHIE LT,

248 i 51
Him, EE AQ. WY BEES 015511, H1E635)
B 5B 589 H H DA B A%7Vtw%ﬁmkiﬂ2ﬁ7?wW%btﬁo%X
e, SBIIA=T L ELE2D TR LTz, ZD%, 20~30531%1C, BBHE, WaM-,
HREOEAZREBL LT, =7 L EVRME, 30~4053#iE%12 ﬂ%@%%iﬁ%b
Teo DB DKFHEACITRO 2o T,
BRERIYERIL, =7 L ELVIBENREI0UNICHEBE LZFRTHD Z L, FRFCY
NREYUCHIRALTW =2 N A= LEALKRI AN Y CoRIERE LTCHIE LT,

044iRBR CRRO LN HE LA FFRIT, Wb RIE IR 2801,
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%R 27444 BELEEEZRNO—E (APaT) (044 :HER)

FIfF Jg BLIRF ] FEH HAEFGL Fifor 1 H FEE HIE | FARBER AL HRJR # 5. 1 H Ofa
H5 Cizbs) MK P R H&
H)

12-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV / 12-wk Peg-IFN + RBV

REAER S =7009-044, HiFkE S =0005 . EIFHEE=015466, MERI=FM, AE=7 V7 A, FEi=50m%, HIEOHR H=167

015466 153 106 AR 1.57i8 W HE Y™ 7L IRIE TR3E [ peginterferon | 120.00 pg
alfa-2b
ribavirin 1000.00 mg

107 AEGHEE it ¢ 1.4338 hEE | EE N 2L IRFE IRFE [EI3-)
AR 5 =7009-044, Jitizk 5 =0011, BN K5 =015513, PERI=14cPE, AF=7 27 N, F#i=30s%. IO H =127
015513 TRIE 78 9 O fikise R | HEE| YMOPR 2L H ik Hk [E]18 MK-7009 600.00 mg
peginterferon 60.00 pg

alfa-2b

ribavirin 600.00 mg

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV

B B =7009-044, MiFkFE B =0003, EfHKE=015458, MRI=%&tt, AH=7 7 A, HEH=631%. TILOMx H=168

015458 | OB | 170 | OVF AR B ke I HE N L 2L 2L [B178 1
HRREE Y oS

AERE 5 =7009-044, fask &5 =0014, FFHES=015572. MERl=2%. ANFE=7 Y7 A, Fli=70s%. F1LOFXH =168

015572 | fRiEE s 291 J2 BT E BT 1.77% A HR A HE N 2L 2L 2L =11
291 5 1.77% A BRk3ity BHE N L L 2L =27
291 EEEEin 1.77% A BRk3ity HE N L L L [EKi)
291 FFMEE 8 BT 6.6 A FREEfE i N L L L [EKi=)
291 K& 4t 1.77% A HREE BHE N L 2L 2L [Egi)
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R 27444 BELEEEZNO—E (APaT) (044 RER) (=)

B FEEURE | HEFRG Fifot PR | KRR HLiE Hi it B b 1 H D
F5 (FR%F H&
) MK | P | R
REATE B =7009-044, Stz % 5 =0019, HIHERS=015511, PERI=FB1E, AF=7 Y7 A, FEfi=63 k. P IEOF% H=168
015511 TR 89 A 15 L35 wE YMRR 2L 2L 2L EFC MK-7009 900.00 mg
ribavirin 800.00 mg
89 T 1R (95 mE YV 2L 2L 2L EFC MK-7009 900.00 mg
ribavirin 800.00 mg
89 = 1IR¢ (915 | YMER 7L L L Efi MK-7009 900.00 mg
ribavirin 800.00 mg
89 Mg it 15 L35 HE O YMRR 2L 2L 2L EFC MK-7009 900.00 mg
ribavirin 800.00 mg

T HIEORX A BERRAG B OFEX A %K
BLiE 7 L=MBAER L, BE=HERE, AE=G P, hik=&GPik, HE=18HE NA=%Y2L
film  [MIE=W1E YR, BHET =EHET AHKT, REBEDH V =M1 HA (BEBUEZE D). REE=REE RHK

KBRS EMIC LV AEFRORRE L5 2 SNERIE, N=1RERE L OREBEHRAR L, YO R= =71 )L PEG-IFN i3V "tV vt OREEFRH Y . YR

=N_R=FLEATIYAREY EOREEZEDH Y, YR=PEG-IFN i3V NtV & OREEZESH
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27421314 0453E&

0455 B CII3FI3ME O EE ARG EF LRI U2 (SEHEE I, MMM 2 & OV 0 % 11F)
F# 2.7.4:45), ZD O LAMEMEMZ L, PEG-IFN & ORBEEBENEE T RWESRLE L THES
Nic, KRBT, "= L e L DRRBRNPEE TERWFELRITRE SN Lo T,

HERAEERO Y b, SHERITIIRSBERICL D SO T, JRRIE P ORRIFIIAREE TH -
e, EOMOEE A EFERFGILREIE L,
EE2AFEFROBOR A[EF5.3.5.2.2: POAS|ITR T,
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=& 27445 BEELHEEBEZRND—E (APaT) (045 E&R)

FIFFS | BB | R AERSR | B | BE | E=E | REBEER AL Ly &5 1 H O b &
(tE%f IR
H) MK | P R
24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV
AR 5=7009-045, JEaR&E5=0001, FIfFHKE5=015389, PHERI=H1E. Fhn=565%
015389 TR 134 SHHEBRHT | Mkt | PR | Y? N 2L | L | el | REE MK-7009 600.00 milligram
peginterferon alfa-2b 120.00 microgram
ribavirin 1000.00 milligra
AR 5=7009-045, Migxd 5=0001, FIFFES=015404, PERI=FVE, FH=67m
015404 | FXiEBlLR | 186 | MHEMEMZ | 6H | PR Y? Y* 2L | 2L | 2L IS
i
AR 5=7009-045, g7 5=0010, FIfHF5=015388, MEHl=2ctt. Fhn=655%
015388 TR¥EEH 114 ks | 1y | mE | Y® N 2L | 2L | 2L Bl MK-7009 600.00 milligram
ribavirin 400.00 milligram

e

BELAEESZOERE Y = 10, Y= BN, Y= HEUIERRGEREE, Y= A2 BT 5 IR AR, Yo = Je kMR O AR,
Y=, Y= @E®RS, Y= ToMoEELRFEL, N= HEE
LE: 7L = BEe L, BE =RBREOHEE, (K3E = IGBRIEONKRIE, Fik = [FREOFIE, HE = IFRIEOHEE, N/A=
iRl B = GEROBEIE, B = EROBRE, %REE = HEEA RO BE, REE = EROREBIE

KRR BB EMIC L VAERERGORE L EZ bNZERE, N=1ERE L OREBFRZ L. Y'=PEG-IFN &t DR FEEDH Y
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2742132 wBNEEKRIAR
s MARERER (0073058 & D009 ER) THE SNT-EERAEFRLLZ L FIRT,

27421321 007:E&

KRR TIIIFNOFOEERAFFRAEIR L, BELLEERAEFRO L (|X

274461127, TRTCOEELRAFEFESIL, 28HMOAR=TF L e KR ON4H B OREE

B O THRIZHEBL U=, 1HIOBEDN, BHOZERLOMIMAESE > 2 v 712XV E LN, 18
Rk ("= L B/, PEG-IFN X O'U "BV ») L OREBRIIEE S iz,
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=R 27446 EELHEEZRND—E (APaT) (007 :AER)

EA(VS %
ae L wmem | fEEs PR | REE | GURBMR | ME | B s LA O R
k2 AxtH)

Placebo + Peg-IFN + Ribavirin

R 5 =7009-007, Mgk =0026, BIfIHE S =02927, PERI=5ME. AF=A A, Fi=57m%. P1LOHx =28

02927 | 7ru—7v7 [ 333 | R [k [ @ [ AL | NA | kKEE | REESH»O3EE

MK-7009 300 mg bid + Peg-IFN + Ribavirin

RBRE 5 =7009-007, Hisk & =0030, BIfFFE S =03275, MERI=24ctE. AFi=FA A, Fli=59%. T1EOHx =29

03275 Peg-IFN + 97 B 2H A 7L IR3E [Eif}=) ribavirin 1000.00 mg
Ribavirin

REBRE 5 =7009-007, figk &5 =0054, BIFHEF=02606, PERI=FPE, A=/ U A XFZOMAFEERBFEER, Fl=43m%., T IEofx AT=28

02606 | 7xo—7 v 7] 412 | RIEVEi 2% | Akt | mE | AL | NA | REHE | RS DUE0A % |

R 5 =7009-007, Mz 5 =0056, BIfIHE 5 =03293, PERI=FME. AF=A A, Fi=335%. PILOHx =29

03293 Peg-IFN + 185 MR 1.2938 I YR L =118 ribavirin 1000.00 mg
Ribavirin

MK-7009 600 mg bid + Peg-IFN + Ribavirin

RBAE 5 =7009-007, fiigk &5 =0032, BIFHE S =03252, PEBI=9ME, ARE=AAN, Fhin=49%. FIEOMx AT=29

03252 PegIFN + 259 ZhE 67H o L ok AN PegTIFN .a-2a 180.00 pg
Ribavirin ribavirin 1200.00 mg

325 BUMEMES 3 v 7 1H o 7L N/A 1 ribavirin 1200.00 mg

MK-7009 600 mg qd + Peg-IFN + Ribavirin

R 5 =7009-007, His%# 5 =0019, BIfIFHE S =02613, PER=24ctE, AF=B A, =57, TI1LOHx =28

02613 | 74u—7v7| 364 AT — [kt | EmE ] AL [ NA [ AT | ERE5E»L28H%

RBRE 5 =7009-007, fisk & =0020, BIfFE S =02607, PERI=Z4ctE, AFi=A A, i =39%. TIEOHx =29

02607 Peg-IFN + 113 DR S 3[ HE 7L IR3E Eifi-) FeAcE G0 D2 At
Ribavirin

MK-7009 800 mg qd + Peg-IFN + Ribavirin

REBRE 5-=7009-007, fiigk &5 =0028, BIFER=02932, PERI=4E, A=A AN, Fhn=62m%. F O3 A =28

02032 [ Z7xo—7v7] 141 [ ~xEroeuwd | 3a | EE O] OY'R [ duk | BREEEIO2HE

RBRE 5 =7009-007, His% 5 =0051, BIfIHE 5 =02955, PERl=24ctE, A=A, Fli=65%. T 1LOHx H =28

02955 Peg-IFN + 60 SEILIRTE 3H M YR L B ribavirin 1000.00 mg
Ribavirin

bR H B EBIED S OR% H K

WLE R L=FHBATRL, BE=HEHE, KE=5PW, Fik=%F%5F1k, HE=HEHEE NA=%Y47L
HRIF - E =01 L, RIER=REF HEeh, BEEDH Y =018k GGEELZLED) . REE=REHE RE%L
KRR TRBRISERIC L W AEFEROFRN L E 2 ONRRIE, 2L =1ARE L OREMGRAR L, YPR=PEG-IFN X3V "tV v L OREEZEDH D
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27421322 009:E& (GERFREZEE)

FEMFREZE D C AUEPEFREE THE SN 1B OHEERAFFR LR 2.7447IC7T,
1RO BENBZEPERIC I VT L, BRI (PEG-IFN a-2a KN NE'Y ) & ORERERS
D EHIEINT, TOMOERERAFFRIT. BIBIEZEOEIE U 7o 85I AR K ORI ]
Bt (Wb R GEE4 48N =7 1L B /1600 mg b.i.d. + PEG-IFN a-2a+ U N E U U HE) D21 %
fr& . MIELZE O,

*® 27447 EELGAEZERO—E—FFELEE— (APaT) (009 HiER)

IR #5 1 H Ot L
T | FEERW | FExT | AEFS | Freil | RE | RAEBEMGR | LE | i &5 ;ih
H)

24-wk MK-7009 600 mg bid+Peg-IFN+RBV

[(ABRE 5 =7009-009, ffizkFE 5 =0059. EffHE S =12202, MERI=FME, AE=77F%. Eln=54%. TIEOHH
%t H =136

12202 ﬁﬂﬁﬁﬁ%g 144 B R BE % 1B w=E| YR | L | e mﬁé‘ifjﬁ:%

p4-wk MK-7009 600 mg bid + Peg-IFN + RBV / 24-wk PBO + Peg-IFN + RBV

[[RBxTE 5 =7009-009, fiigkd 5 =0013, EffFK S5 =12226, MHRI=HM:. AF=AA. FEH=59. PIEOMHxH
=337

12226 | B¢ 52438 | 196 S 2H wmE | 2L | 72L | EMHE |77 EAR GEM  0.00 mg
LABE AHA)

ribavirin 1200.00 mg
[(RERE 5 =7009-009, fitizk#& 5 =0026, FIfFFKS=12327, MHRI=5M, AFE=E A, FHi=64s%. HILOHEXIA
=337
12327 | #5248 | 58 |9 oMtk 3324 8 | BE | 2L | 2L | [BE MK-7009 1200.00 mg
ENQ RS peginterferon | 180.00 pg
alfa-2a ribavirin| 1200.00 mg

24-wk MK-7009 600 mg bid + Peg-IFN + RBV / 24-wk PBO + Peg-IFN + RBV

BTG 5 =7009-009, figkF 5 =0029, EfHF S =12355, HBl==&it, ANFE=7 7 A, Fh=39%%. IO
% H =168

12355 | B¢ 52438 | 63 liZE 4H HE | L | K3 | [FE MK-7009 1200.00 mg
T ribavirin 1000.00 mg

[FAERER = =7009-009, MiskHE 5 =0057. EIftHFE=12372. MERl=%&M:, AFE=77 A, FE#=51%. TILOHH
%t H =336

|
K

12372 | #5248 | 90 e L 14308 | @ | el |22l | EHE MK-7009 1200.00 mg
T ribavirin 1000.00 mg

92 Jifi ¢ 164 H | WEE | 7Z2L | 7Z2L | [HiE MK-7009 600.00 mg

ribavirin 800.00 mg

48-wk MK-7009 300 mg bid + Peg-IFN + RBV

[(RABRE = =7009-009, MEizk&E B =0019, EIfHER=12030. PERI=S, AFE=7 7 A, FHH=585%. T1LDFH
% =168

12030 | Fam@IZR | 231 | RSk | 7430 H | BE | YMOUR | NA | BIE | B&ES D2
# » A2H0 1%
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R 27447 EELAETEZRO—E—EFELEE— (APaT) (009 #HER) (=)

T 5 1B O
T | FEERW | FExT | AEFS | Freil | RE | RAEBEMR | LE | i &5 :i%j
H)

FABRR 2 =7009-009, MifkFE = =0025. EIfTHE=12122, HHl==2M. Af=@A A, FEH=57 . T1IEOFE%
H =336

12122 | #5240 | 120 | REREHEIT| 164 A | HE | 72U |72l | BE | E&KEENLI]
£T H

[RERTE S =7009-009, Jiz% & =0026. EIfFHFS=12037, MEBI=72ctE, AFE=H A, FH=49 . PO
H =226
12037 | #5243 | 222 ECES 257# | EmE | YME |k | B MK-7009 600.00 mg
DLRE ribavirin 1000.00 mg
[ABA 5 =7009-009, Migkd 5 =0048, EIIHE S =12318, MEBI=51:. AFE=pA. Ffp=44 5%, PO
H =336
12318 | B¢ 52438 | 141 |EEMEEEME 2174 A |FEE 2L | 2L | EE MK-7009 600.00 mg
T peginterferon 180.00 pg
alfa-2a
ribavirin 1200.00 mg

BT 5 =7009-009, MiFkF B =0049, FIfIFEE=12308, HERI="4ctE, A= T A XiFZE OMKTHE ERE
FC, 4EH =47 W&, TH1EoEx A =336
12308 | #5243 | 256 2 ifi. 5655 1 | YT | AL | B MK-7009 600.00 mg
VL% ribavirin 800.00 mg

48-wk MK-7009 600 mg bid + Peg-IFN + RBV

FABR 5 =7009-009, fEsk&E 5 =0021, EIfHEB=12042, MERI="%M:, AfE=E AN, FEH#=50 . IOt
A7=336

12042 | fRiBBIEE | 417 RE A 238 HE 2L N/A | B | R&E502562
gt » H20H %

456  |[MEREIMAT M| 5165 A | BREE 2L N/A BREEEN53
IE BEIE | » H29H#

[(RBRTE S =7009-009, sk =0024, ElffFEB=12038, MERI=51, A=A A, FHi=54 k. FILOMEXT
H =45
12038 | #5240 | 45 |77 4 | 3WRE | EpE | YMOUR | pk | EE MK-7009 600.00 mg
FT X v — Uk ribavirin 600.00 mg
BT S =7009-009, FigkFHH=0025, HifHES=12049, 4H=5¢, AfE=AA, FH=51 k. FILOFExt
Hi=184
12049 | RIBBIZE | 538 | HEMEHIEE 4H EE | 2L | 2L | BEE BRSO L1
L2 » A19A %

[RBRE 5 =7009-009, %5 =0025, ElFEHB=12053, MERI=5E, A=A A, FHi=49 %, FiLOMT
H =331
12053 | #5243 | 80 BREAAE | 1708 | mE | L | 2L | [EHE MK-7009 1200.00 mg
FT ribavirin 1200.00 mg

FRERE 5 =7009-009, fizk&E 5 =0029, HIfF&5=12379, HRI=FH%, AFE=77 A, F#E=58 %, FIEO
FRH A =337
12379 | $ 52408 | 295  |EEULMERARE| 4R PSR L | AL | EIE MK-7009 1200.00 mg

LK% x® peginterferon 180.00 ug
alfa-2a
ribavirin 600.00 mg
298 | BEHILE | 4H mE | 2L | KK | EE MK-7009 1200.00 mg
Hi i ribavirin 600.00 mg

FABR 2 =7009-009, MifkFE =5 =0035. ElfTHE=12105, HHl==2t. Af=E A, FHi=48 k. T1LOFE%
H =338

12105 | #5248 | 226 | BEBK | 1.025 H HEE 2L | 2L | BE MK-7009 1200.00 mg
LR ribavirin 1000.00 mg
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R 27447 EELAETEZRO—E—EFELEE— (APaT) (009 #HER) (=)

T 5 1B O
FE | REBMY | Ext | AEFES | R | RE | KRR | LE | e B b %
H)
BT 5 =7009-009, FigkFHE=0041, HIfHES=12019, HHl=72M, AfE=EAAN, FH=61 k. FILOFExt
H=120
12019 | #5243 | 118 |&EfEEak| 4208 | EE | YMOUR | fuk | [EE MK-7009 1200.00 mg
F¥T BIRT ribavirin 600.00 mg
PORBlIEL | 121 |R@tEoE| 3R SR YMOTR | AL | B | ER 5051
L1 3 A%
[(RBAE 5 =7009-009, FEF%E 5 =0060, HIfIHEZ=12050, MRl==2ct:, AFE=HEHA, Fn=43 ik, FILOF*
H=336
12050 | #5243 | 279 | —WMbiKFE| 2325 B | EE | AL | Z2L | [ MK-7009 1200.00 mg
DLRE s 5] ribavirin 1200.00 mg
[RERTE S =7009-009, Jiz% & =0060, EIfFFS=12052, MEBI="2ctE, AFE=H A, FHi=62 . HILOFX
H=336
12052 | #5243 | 124 |[AMEREE| 1718 | EE | AL | AR [ MK-7009 1200.00 mg
T x ribavirin 1200.00 mg

" PO 5B S O3 B

WLiE e L=HEE TR L, BE=HEKE, KRE=ELHE, Tik=%5FIk, HE=HEHE NA=%Y"7
L

T B =A%k, BER=mER TELF, BBEH Y =RIE THE GBRIEEED). RKEIE=RFIHE
EESEES

RIHLBMR RIS EATNIC L W A EFROFK L &2 DN-IRRE, 72 L=1653E L R EEFRAR L, YMEPR
=N_=7Lt/l, PEGIFN XXV RV EOREEZEH Y, YW=nR=F L L toREEEZEH Y, Y=
PEG-IFN XXV "BV & OREEZRSH

WS 25 AREABR (007 K UN0097KER) CHRELL - EERAGEFLO O HL2fILL LR b - F5ILH
B BB ROE&LEBER Qfl, B LBEREEL) Tholt, 205 LHEBXADIFITNA=T
LELEDRERRD D EHE SN, OFERTWT L AN=T L EL PEG-IFN LTV A
v L ORRBERIIEE SN BEERAFEFRORSZHEIT. WT s BIE TR R 23R 72,

274214 ZTOMOEELAEEER

2742141 AREREOEREDLIZE--HEER
27421411 016:E&

016FBRTIX, N=7 L (LT 7ER) #E5MTHLHEIEMR TISHEB L IZIRBRIE O &
BRI ESTAEFREZ L OMOBEERAEFRLEER L7 BUBHHTICAEFRICL 5T
LB 727> 72,

27421412 O043:E&

BHEROFLE R IEICE > = EFRIT, RBERSEETIET1% (7/9841) . 24 # 57 TIiE3.1%
(3/97151]) . SHRBRETIX11.2% (11/98%1) (2¥ss ST, 1RO G RIRICE ST HFEHELD—

B [0 274000107
BHRIEICE S A EFRO 5 B 128 GO K ORAIBEE, RO 8L 2342411
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HENTZ, ZOEMIPIORZERRLEZERTH -T2,

BHGHPICEST-AEELRZD I H, "=7 L ELORWEH & LTHRE Sh-ER1T, 128%E
BETIX, IS R OBBIBGR  (5%261) . HLRIRANE CREESW. FEEDEWN, ~E7 e
WD, MEM R OWERIE (B4 CThH Y| 24EEEETIEL, IFHERERE . TH, IEM, Kitk==
—a/RF— (K1) Thoi,

BHEHPIICE > AEFERIT, RBEEOME (5 « BEEAEVEE) ZERE, B
F G-k K0 BRSO R 258 60 72,

27421413 0445%E&

044FBR TSI 5 B, JRREDORE P ILICE ST HEHGT, 12BFREHOE] (5 )
IS SNz, AELRITI =T L /L, PEG-IEN KOV R Y U oRIWER & s S, 1GERED
B H -4 ICHR R A D T, BB OB G I E ST HEESO—E 2| 274111357,

27421414 04538

0453 R TII2BID 5 B, IERIEOEEP LB T2FEFZIIG (T I7=T7I /TR
T 2T —VBHEIMEORT ARTX BT I ) T A7 27— IcmEShiz, Zhbo®kE
LT, N=F 1L/, PEGIFN KU ANE D COREWER & ifE S, 1BBEOR G- Ik%I2mIE
L7z, IRBREDOERLGHILICE > AEFRO R A8 274121077

ENE AR OB AR O =7 L BV ERECHRBL L IIRBRIEO R 5 IEIC R > - HH
LUITWTI G [EIE TR 2R, AR Th o7,

HIGREE IR REE & i L= L BV CE SREBLT 200, BBEFIC XL 2 IL6
TN THY | JREEEN=T L EAREGRETET o7z (0433 RO 1208 5-HED 1451, 243_&
HRED X O IREED 1) , 043788 D B IGIEE 2R & . B IRIZE - 7oA FHFRITRE OBIMIX
2o T,

2742142 ABRBREOREIZES-EFAEER

0163ABRTIE, N=F L ELOFGHBP4EM ThH o 72l AHETIIEKRINCHER Sh 5%
I C O U 7= [E N A RER (043, 044 K% N045388R) OfE R Z27#HT 5, 7ok, RABRIIH
N=T L ELVOREOREFRT T, AEMEIIARE L, HERGESIIARETIHRESE L,

27421421 0435

RO EICE S To A FFRIL, 128858 TIES55.1% (54/98%1) . 2408 £ 5-#F T1349.5%
(48/97f511) . *THEEETIEL64.3% (63/98%1) TR LV, MEICE T AEFEFG Ak 2.7.4:13
AT, WERICE ST ERAFEFRIL, FHL BICHTEREED . ~E/ n BB ROHEMNTH
-7,

N=T VENAERGHTHEICESTEAEERD S b, 1RHEHR24EREC R EREIO 72 OI85R 1k
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Elpo 1Bl (120 EGHE) DU HEREGED K O/ MY 2R & . Wb RIEZR 0T,

27421422 0445

0447 BRI, TEBREDOMEICE - o A FFGIT, 12 GHTIL48.0% (12/2561) , 24 #5-
RETIE38.5% (10266]) (238D BTz, WEICE > A EFHL L [FH8k 2,744\, HEICE
ST ERAHEFRRII~E I v E U, FHRERED . ik O ERBE Ch o 72,

BBHEOBEICESTEAEFLRORZIIIRETHY | T XTOFRRTRIEZRDI=,

27421423 0453E&

0453RBR Tld, IBBRIEDOREICE > - HEFLI1T47.6% (20/42061) (RO BTz, HEICE-T=
BHERG 2 2.7.4:15R7, BRI EICE - 72 B EFS I3 P EREED . /I
DPROEMTH -7z, IRREORMBEICEST-AFTFRORZSEIRETHY . T XTOFELTH
BEERDT,

ZRBR T, IBREOBEICE S T2AEFRORKSEIIBRE CRIE 2807, FlBUIs& 5
HCHRE SNEHEICETAEFRICHAOM e EZRITA NN T2,

2742143 BREOKEIZE-EFEEER
01685 CTlX, "= L ENLOEGEHR N4 TH - 7-72D, AR TIEERKRIICHELE XD 8
H IR %A 5 BN S ITHRBROR R 42 7L#HT 5,

27421431 04356

0433 BR Tl IREICE S T A EFRIT2EEGHETIX16.3% (16/98%1) | 240 1 57 TiX16.5%
(16/97f1) . *FFREETIX15.3% (15/98%51) IR Tz, REICE - HEFR |8k 2.7.4:16
R, RIBICEST-AFEFLRO S B, 2610 EIcHE Sz F5u%, 25T izzwmm
DAl BB R ONE 7w B D2 243 B 5 C IR AF R ERBOE D S PR RE B Rl OV
&;ﬁx%zm'@%oto —F . KTBEETIE. ~NEZ o e Ul KB, BRI, ﬁma@:&r@w&
O MK 261 T -7,

N=T U BV GRE R U245 51 CIREEICE - Te A EFRITR BB TP EE T
HY., TRTOERTEIEZR DT,

27421432 0445888

0447 Bk Tl IREICE - A EFRITN2BEFGHED4.0% (1/2561) . 243 5-H£D11.5% (3/26
B) IZEO Bz, KRERIZE ST HERERZ (M 274171077, KEICEST-ERFEELZO
) BABILL ETCTHE SN FRIL R o T,

BRIEOKRIRICE S FERELO H b, HEORBERNIFUIHE SR, ZOEFEPOFERIT
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BEXIIFFEETHY . WTNBEEZRDT,

27421433 0455

0458 Clx, IREEICE ST HEFELRITT1% (3/4201]) ICED T, KEICE-T-AEFESR
1k 27418 "7, REICESTERBGEEFLRD I BLABILL ETHE SNTZFHRIT -T2,

BBREOREIIEST-AEFLRIT, WITNLREIFEETHY, T XTOHERTHIEZR
D7,

RIEICE - A B FRIEIRSEASBE TP EE TH Y | WFR LB 2RO, £RBE
BEEGHETHE SNTREICE ST AEFRICH O RERITIA LN RN T,

274215 BEANXITEBREINEESBROMBIT

EINE TR (043, 044 T045508R) TiE, TER TS ZAEMEHMEER & LT, BRSO
HTRE SN TV EERRS, Bl Bk O~EZ 0 e U D), iFhekind Gk
iE K O P EREGRA) . B U LB IR OB RS (R, O R OVFHRD) % E# LTI L7z,
7235, 0433 R TIT AN =T L BV GRE ves. o FRBE D BER 22 D 95%IE X M & B L 72, AT T,
EREoiEA, BIEEE (SOC) & o T L7z,

k. IR, FUHRROER LB D00, RETIIEMHRBRORS R ERT,

2742151 EBEELHXD

EERBBIX, ENFEIARRE (043, 044} R04535R) TIERD LT,

Tx= b L OEWH AR 2R U B AR NGRS 25 & L7258 T HERER (034505%)
[[&85.3.3.4.8: PO34]TlE, /N=7L EJL750 mg HEFG & Z i < R (D7 < & b3 H
M) ¥ T#, 7==1FA2100mg (1H3E]) ZKEHRGHMPIC2BIC RS HERZERRD bl

(EHIZT7 == MM U EEENRBIZHEE), INOOFEGILT == M 5P IEZICEIE L,

2742152 Bl (BOXEANESTOEVED)
27421521 04338
043 B DB M (B XII~E 7 v B UEd) ORBERIE, 128 %% 58 Ti%60.2% (59/98%1)
24 BEHRETIES1.5% (50/97%1) K OKHREETIX64.3% (63/98%1) TH o7z, N=TL ELEE
B (12 GHE, 24% 58 ORBIR L R HIT O BERIIFRRETHY . PO NRER
BB ol G IREE vs 12 BRF, vs 24l 58 : P=0.557, P=0.072),
EEAEEES L L CHE SN I~EZ g B uiiidiienot-, £7. Al I~FE
7 a B LV IRBEEOR &2 I LA T, 12BRGHE T (~EZm e i),
SREECII2f] (B THo7msd, WIhb&EEPIRCE vV EEZRD T,
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27421522 0445%E&

044F R DA M. (Bl XIFIA~E 7 1 B fid) ORBRIL, 128K 55 TIE56.0% (14/2561) K
U248 5-8£61.5% (161260]) Tohol-, 120G L 24 GHEIC T 2 BBLRIIFERE TH
ST,

FERAERESL L TRE SNEBMINEZ o B U@ididirot-, £, IBBREOKE
HIRICE S 2 ML XIT~E 7 8 B U TiE Snknror-,

27421523 0455E&

045FBROE M (B M E~E 7 7 B Ldid) OFBIHRIT40.5% (17/426]) Tl olz, BEERA
FRL L L THRE SN UI~NE S v e B3 h o iz, £z, IBREOHE G PILICE
TR UTA~E 7 1 B I3 S o7,

BB OB G RE TGS SNZE ML AT 7 0 B U ORBIR TR L T, £,
0435kBR ClL A= L EVEGRER OSHRBE TR ML T 7 a B ORBIRICER T A D
ot ENE RO N =7 L BB GEECA DA (B X E~E 7 1 v ojEd)
ORI T N TRE IR EE T, REBIEE IR A2 RBO-, BEQAEEFLL L TlE
SNTHAMBONE 7B B TR BESCKREICESTEAEFSLLTHRESNLTVWD D

D, IRBREOER LA H ik U7 BE 288G 1l DA Tl - 72,

B, N=TVENMEERIZBITO~E7m EME ) 13, WTN b= T A L g
L CHRIEHI TR L2y, BB I iXZIERN—RA T 1 £ CHEIE L72[2.7.4.3.1 1],

2742153 WFHREKEDE (GFPBEREAME X L7 EREUR L)

27421531 0435k

04338k D 4F BRIV E - (i TR ERIBAE ST A FERERD) DFE BT, 120 % G- Tld59.2%
(58/98%1) . 241 F H-HE TIX51.5% (50/9741) J Ut FEHETIEL51.0% (50/98%5]) Th o7z, /=
TR (12858, 24EEG8) ERBEEORBRIZFERE CTHY . FHNRIENT
IRl CEBREE vs 128 5-HF, vs 24 H5-HF © P=0.252, P=0.942),

BELAFEFG L LTS S PERBUME (0 R ERIBUE UL AT P EREOR) 1372025 72,
7o, IBBREDOE G- IRIZE > 7o 4 BRI E - (i HPERIEVE ST A EREORA) 13 S /s
Mol TNHDOHEERERLZD I L, 24 GHEDOVEIOHEEE L L THE SN, Z0IENEWN
THOBEITEE ThH o7, o, REEOFERIT, 128 F G K& U248 &5%(%%%&1
BlZHE STz, ZOEMOFGIL, T X TEEUIRIEZFE DT,

27421532 0445%E%
0447558 D I TR ERIBVDE - (I FPERIBVDE U R EREORD ) OFBLERIE, 120 % 58 Tl340.0%
(10/25%1) . 24 H-RETIZ42.3% (11266) Th o7z, 128 GEE L 248 5-FE DI BRI [F
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BETH-T-,

HERAEFS L U THE S e P ERBUE (4F 5 ERIBVDRE SUEAF P EREORA) 137802 o T2
Fo, WREOER G FILITE o T2 PERBAE  (AF P ERBUDE S TAF P EREORD) 1 3iE S s
Ho e,

G ERIBAE  (AF FP BRI E S AT P EREORD) 13D b I EE T, T TREIEZ
Tz,

2.74.2.1.5.3.3 045:X8&

0455RER DA HP BRI (i P BRIBUDE ST AT h KRB ) DFBL=RIT, 40.5% (17/425]) To
77,

HERAEEG L U TR S A ERBUE (i T RIS E S T4 R EREOA) 1372 2o 72,
o WRBEEOEE I E o 7o i P ERIEAE  (AF h BRIBVDE SU3AF PEREORA) 1T Shuie
Mol

AR ERIBE (B R BRI E SUTAF BRI 1X W T E TP EE T, TR TEES
BT,

04435k J Q0453 BR D i P ERIBUE - (4F H ERIBUE U4 R EREOR)) O BLEIERI L T8
D 0435RABR TIIMOFER LV 10%LL Em W TG Sz, L L72RasH, 04358 T,
N T L BB RE R O BREE U RERBUE - (A H RISV E AT R BRI D) DOFBIRIC 72
Bi3AHonzrot,

ENE MFEER (043, 044 % V0453ER) O NR=T7 L EVE G CTAH LI AR ERBAE (I
BRI E SUTAF P EREORY) OFREEIT, 1B 2RV TN TREUITEETHY . KEHDES
XA TR AR D T, EERAEFR L NEREOR G ILITE > 7 4F PEREAE  (UF ek
WUDIE UL ERERAD) 13 E Shiehole, LLRRD, BEICETZAFFRLE LTH
BREE IS ST,

B, N=TUVEAMRGRIZET 2SR CFY) 13, Wb X=X T A Ll L TR
P TIED L7223, BB BIEMICIXIFIER— A T 4 Ui & ClalfE L7-[2.7.4.3.2] TH],

2742154 MAEY)JLE M
27421541 043:%E&

0437 R OMmP Y ey (REU/AEY) HIMOFEHERT, 128FR 58 TIX7.1% (7/9861) .
24P HRETIX12.4% (12/9761)) K ORFEEEETIZ7.1% T (7/98%1) HoTo, N=T L ENLEGHE
(128 57, 24 BEERE) EXRBEORBURIIFARECTH O, O RERITIA LN T-
et FRRE vs. 1208 58, v.s. 24 B 58 © P>0.999, P=0.220),

FELAAEEES L L CRESNZMFP Y L EEINI R o7 F7-. 1BBREOREEHIkIC
Eooff e ) e UHINTHE Shikh o7z,

274 FRIRHZE 2N
- 98 -

C confidential



N=FLENL B EAH
2.7 FRARMBEE
2.7.4  FRERHZE 2

27421542 04455

0M4RBOM P EY LEY REV/LEY) BEMORBRIE, 1285 TIE8.0% (2/25641) .
24 HRETIX3.8% (12665) Th o7z, 120 G-HE L 243 &5# BT 25 W FHGORBLRIL[F
BEThH-oT=, BEERAEFSLE L CRESNZMP Y L E U BINE R -T2, £, 1R
DGR IEICE - eV e EINTRE Shido iz,

2.74.2.1.5.4.3 045548&
045 BRICBIT AP EY A EY (REVLEY) BIMOFERRKITT1% G426l Thol,
FEAGERES L LTHEINZMP Y L e U BINE 0o, F7-. BRI 4 k|
Eolzif e Ve NI E SR o T,

BB OB R TG SN M B Y L E UEIORERITELL L T\, 72, 043315

T, A=V EAEEHEK OB TP ) L E IO RIZERIA LN 5T,
ENFEMAERBRON=T LV EAFEHETALNTZMF E Y L E CHMOREITT X CTRETH
D, WIFNRbLEEZEDE, BERAEFRLE L TRESNZLFPE Y L EHEINI Ao T,
Fo, BREOBEGEHIEICEsT-fF e ) e s EmE Shienore,

2742155 BEBEEE (B, BEOLRUTTH)

ENBIMERBEON=T L EAEEFETALNIIEE A EOBEESE (M, O K OVFH#H)
(TS ST AR T, R ST L TR0 | InBREOR L AL 5 Z & 72 Ak 53 AT RE
Tholz, BmEE (EH, EOROTH) 095 bEERAEFRM2NED bitic, 15 (043
AER 128G IPEEOREMZREILL, U ALY UEEOLEZITV, TR Gk
W2 Uiz, 16 (0445R05k - 24085 57E) 133=7 L L O &R GICHEWVEREOIEH: (il
K%%ﬁ\%%\%é%ﬁ%)ﬁ%ﬁbtﬁ HBUL IRFRILANICIEIE LT, N=T7 L e bRt
D245 (043588R : 1208 F 5HE L U4 GHEOE141) KOS IREED 1451173 B IGFEEORBIZ LV
ﬁ%%@&5%$mbto

27421551 043:E&

0437 B D B IHFEE  (WEn, BOLKROVIHD OFRBIEIL, 128K GHETIX62.2% (61/98%1) . 24
‘&5ﬁfiﬂ@%6ﬂ%%)&Uﬁ%ﬁfi%q%M&%W)?%otoﬂ%ﬁ&%ﬁbf\

=7V ENVRABREROREARNEGEICE -T2, 24BBERE L OFBEEITRD SN0
7o CoPFRRE vs 120 4% 58F, v.s 2488 58 : P=0.032, P=0.432), =7 L EL#EEE (121E#%5
BER OR4E L GRE) & X IREE ORI D ZEDIS%EFX O FIRA0E H 2 72 A FEEZUIRM:TH
o7z N2 G-HEDI5%IEHH X 1 16.3 (5.9, 27.0) | 248 B G- REDIS%IEFIX M : 21.7 (10.8, 32.7) 1,
Fo, lx OFEROFBFIL, EHTIX, 12858, 2408 & 55 & O REEZ L 2125.5%
(25/98%1) . 30.9% (30/97#1) K19.2% (9/98%), .y TIX36.7% (36/98%1) . 33.0% (32/974)

K O27.6% (27/9861) . FHITIE30.6% (30/98%1) . 21.6% (21/9741) K 122.4% (22/98%1) T -
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7=,
SHERE L B L= L B ERE TR FICH BEREN LN A ERLIIEN- DAL TH

ST,

27421552 044:E&

0443 O B IGIEE  (EeE, ELO L OVFH) ORIRIT, 128E51£64.0% (16/2561) K124
WP 5HE65.4% (17260) TH Y, WEGEORBERIIFBRE CH o7z, o, Hx OFGOFR
BUECIEL, 12858 L 24 5T, IRHED 2 E428.0% (7/2561) K T19.2% (5264) &
D7336.0% (9/2561) K TU38.5% (10/26%1) . WONZ THIA340.0% (10/2561) I} U26.9% (7/26f1)
Thol,

HERAFEFGLE LC WA IFICHE S, YEF5E, BERG I I FRTHY , &
E SR MRICRIE 2780 72, IRREOR R IEICE > 7= HigEE (R, B L OV 1358
HHNRD ST,

27421553 045:E&R

04535 D B IHIEE (Erk, HLROVERD OFBLERIL, 52.4% (22/4261]) Th o7z, Mk, H
DR THOME % DFEGORELRThHD L ZNEI16.7% (7/42451) . 33.3% (14/42f1) K T16.7%
(7/42451) TH T,

BERAEFSL L THRE ST BES (R, BOROTR) 3ehote, 7o, 1RERSE
OFERICE ST HEES (R, BRI 1TE S nknroiz,

043, 044K R045BR TONR= T L B ERE (128 580 L0248 % 588 O FEkEE (&
M-, ELR VIR ORBEE AL Lz, BBEE (EH, ELORORF) 1, R 55
BE7 B2 T Tl b BB E N < G HIRNIZ B U723 R B O BINT A S b o
7=,
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FREQUENCY
150 4

140

1320 4

120 4

110 ]

100 +

90 4

80 4

70

60 4

50 4

40

30 4

20 4

10 4

1-15 15-30 30-45 45-60 60-75 75-90 90-105 105-120 120-135 135-150 150-165  165-

Day

2741 NZTLELESETOBRES (B, BORUTH) OFEREH
(043, 044 RV 045 RHERHE)

FREQUENCY
40

30 1

20 A

10 4

1-15 15-30 30-45 45-60 60-75 75-90 90-105 105-120 120-135 135-150 150-165  165-

Day

2742 NZTLELBREHETORMEFERRL (043, 044 KU 045 FHERGEE)
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FREQUENCY

70 4

60 1

50 1

40

30 4

20 4

1-15

2.7.4:3

FREQUENCY

15-30 30-45 45-60 60-75 75-90 90-105 105-120 120-135 135-150 150-165

Day

165-

NZTLELRESETOBOLRERG (043, 044 RV 045 HERHE)

40

30 A

20 1

1-15

2.7.4:4

15-30 30-45 45-60 60-75 75-90 90-105 105-120 120-135 135-150 150-165

Day

165-

NZTULELRSHETOTRFERED (043, 044 RV 045 HERHE)
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H 5 2 O JE BT

043, 044K 04535k Z OFA L7zEm:, B K OV R OFBLR 2R, Al (655 AT 1%65
A B) T EATRT|R 2.7.4:48][F 2.7.4:49), HBEFRP A FHNIREILL T\ D720, 358k
TORERGH L 24T GHEZIFE L TELE L,

N VR ERET, MR OVELZ 3B L2 B OIS X, olED337.6%% 1U49.7%, Bk
2312.9% K% N9.4% Th o 7=, Tk L g UM CIgE O BLE N mVE N A bz, £, %t
FRBEC b [AIRRIC 22 ME ClEM: e VRO OFRBLREN R < e DM B A b, —F, FRERB L7
BLOEGITH O NRER IR NN ST,

N=T L EAEEHT, REEOELEZIBL LB OFIGIX, 65mATm T24.5% & 1833.5%.,
65 LA FC30.9% K UM1.8% Th o 7=, BIEUTH Y BA LD S DD, 65mAdNM &L D H65mLl BT
M - o OV D FEBLSR N0 M WME R 28 2 DTz, RPRREEC b [RIARIZ 657 LA b Tl & OVE.L
FHRPE L RDMEMNHONT, —J7, 65mAN XIX65mE LA LT TR RZ2 38 LI BF OIS
B O e B RITA LR o T2, 65ATH X IT6sm Ll EE bio, MEEL D E =T L e b
BECIRMEDOFBLRE N R o 72,

N=T L eV GRET RN 2B U7 BE UIFRBL L2 o T2 B OIREOEEIEIL, 56.7kg
K O61.7kg T - 7= 2.7.4:50], a2 FEL L7 BEOKREIL, BE Lo BEOIKELY
HIRWEHI A DT, N=F LV EARERET, BLE2RBL Lo EE IRBL L 20 oo EED
RES, T FEROM RN R BT, —F, FRERE LIZBE LR LR BEFOKRE
WZH B B BT A DV Do T, XPHREEDIEM: K& OV & [RAR OB AN A2 DAL, FHRIESS
BU72BE X0 B L 72 72 B ORE MR MEA 232 5 v,

REICLDERIT, N=T7 L EAEGREFRERIC, SRETOLH LN TIE o7,

& 2.7.448 EH., BORUTHORER (HH]) (043, 044 RV 045 HEBRHE)

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Male Female Male Female
n (%) n (%) n (%) n (%)
FRHIT R G 451) 139 149 46 52
T 31 (22.3) 44 (29.5) 12 (26.1) 10 (19.2)
L 27 (19.4) 74 (49.7) 9 (19.6) 18 (34.6)
N - 18 (12.9) 56 (37.6) 3 (6.5) 6 (11.5)
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® 27449 EH, ELORUVTHOEBEE (65K mXIE65mLlL)
(043, 044 B 1 045 HERGHS)

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
<65 > 65 <65 > 65
n (%) n (%) n (%) n (%)
FEAT R A5 5K 233 55 82 16
T 61 (26.2) 14 (25.5) 19 (23.2) 3 (18.8)
I 78 (33.5) 23 (41.8) 20 (24.4) 7 (43.8)
0 - 57 (24.5) 17 (30.9) 6 (7.3) 3 (18.8)
& 27450 B, BLOERUTHORBRERNDEEDARE
(043. 044 B U 045 HERHHE)
MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
i FEHL n Mean (SD) | Median (min, max) | n Mean (SD) | Median (min, max)
T N 213 | 60.8 (11.7) | 60.3(39.0,102.0) | 76 58.9(10.9) 57.5(41.2,94.2)
Y 75 59.2 (11.2) | 58.3(39.5, 88.1) 22 63.7 (14.1) 60.0 (45.5,97.2)
LRI N 187 | 62.4(11.1) | 61.5(39.0,102.0) | 71 61.2 (11.6) 58.8(42.7,97.2)
Y 101 | 56.7(11.4) | 54.1(39.5,92.0) 27 56.8 (11.7) 54.5 (41.2,90.9)
Mg N 214 | 61.7(11.5) | 60.8(39.0,102.0) | 89 60.1 (12.0) 57.8(41.2,97.2)
Y 74 56.7 (10.9) | 54.3(39.5,87.8) 9 58.8 (9.5) 58.8 (47.4,80.2)

2742156 BEEEE (SOC)

LR LRy, FBREOHKREH T, BBEEOFEBERITHLL T, FlBRO =
TV ENREFTAHLNIZHEEE (SOC) DORZBEOFG O ITEE TP HE T, [ITEX
TR AR O Tz, [ENEIAHO3RER (043, 044 V0455 (FA) THBES (SOC) OfFFHSE
REFBLLBEICHONT, EEE, EEM, RBEEREG PR LR (BHESUIRETE) Bl
BHBE L . TN ThOEROBIIREH (PR, #PH) Z [ 2.7.4:38)(2RT,

2.7.42156.1 0435

04335 D H IHFEE (SOC) OFBLFIT, 120 £ 51 TI1E81.6% (80/98%1) . 2418 £ 5-#F T1%78.4%
(76/974%1) . *FHEEETIX75.5% (74/98%1]) Tdh -7z, 128 ERE, 24308 $ 5 RE N O IBEE O FE 5
RIIFERETH T, WTNDORET20%LL LICHER L-F53, Bl [128% 58, 2485
B xHIREE (LLUFRIER) : 36.7% (36/98%1) . 33.0% (32/97%11) K U%27.6% (27/98%1) 1. T#i [30.6%
(30/98%1) . 21.6% (21/9761) K& U22.4% (22/98%1) ], W&ht: [25.5% (25/98%1) . 30.9% (30/974i)
J1r9.2% (9/98%1) 1. AMNZ [12.2% (12/9861) . 29.9% (29/97#) . 22.4% (22/98%5) ] T -7z,

27.4.2156.2 044iE&
0445858 D H I (SOC) DFEIBLRIL, 12 B 58 T1X84.0% (21/2561) | 24 5-7£84.6% (22/26
) THolzy WTIDORET20%LA FICHE L-F20%, R (12858, 24858 (U
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TIREE) : 40.0% (10/2561) . 26.9% (7/2661) 1. Hls [36.0% (9/25%1) . 38.5% (10/26f1) ], M
[28.0% (7/25%1) . 19.2% (5/26f)]. AN [28.0% (7/2561). 15.4% (4/26%1)] K ORGHEBA R
B [20.0% (5/2548)) . 26.9% (726f)] T o7

27.42156.3 0458

0453 BR D HIHIEE (SOC) DOFEILRIL, 81.0% (34/4200]) T -o7-, 20%LL FIZRHE L I-FER
1. E033.3% (14/420)) O EREEVR21.4% (9/4261) TH-o7-,

=& 2.7.451 Tierl DEEEROHREE (043 HER)

Difference in % vs 24-wk
PBO + Peg-IFN + RBV /
24-wk Peg-IFN + RBV
Estimate p-value
Treatment n (%) (95% Cnf
Patients in population
12-wk MK-7009 300 mg bid + Peg-IFN + RBV / 12-wk 98
PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + RBV 97
24-wk PBO + Peg-IFN + RBV / 24-wk Peg-IFN + RBV 98
with one or more tier 1 adverse events
12-wk MK-7009 300 mg bid + Peg-IFN + RBV / 12-wk 88 (89.8) | 4.1(-5.4,13.7) 0.385
PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + RBV 81 (83.5) | -2.2(-12.6,8.1) 0.670
24-wk PBO + Peg-IFN + RBV / 24-wk Peg-IFN + RBV 84 (85.7)
with no tier 1 adverse events
12-wk MK-7009 300 mg bid + Peg-IFN + RBV / 12-wk 10 (10.2) | -4.1(-13.7,5.4) 0.385
PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + RBV 16 (16.5) | 2.2(-8.1,12.6) 0.670
24-wk PBO + Peg-IFN + RBV / 24-wk Peg-IFN + RBV 14 (14.3)
Anaemia (anaemia + haemoglobin decreased)
12-wk MK-7009 300 mg bid + Peg-IFN + RBV / 12-wk 59 (60.2) | -4.1(-17.5,9.5) 0.557
PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + RBV 50 (51.5) | -12.7(-26.2,1.2) | 0.072
24-wk PBO + Peg-IFN + RBV / 24-wk Peg-IFN + RBV 63 (64.3)
Bilirubin increased
12-wk MK-7009 300 mg bid + Peg-IFN + RBV / 12-wk 7 (7.1) 0.0(-7.9,7.9) >0.999
PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + RBV 12 (12.4) | 5.2(-3.3,14.2) 0.220
24-wk PBO + Peg-IFN + RBV / 24-wk Peg-IFN + RBV 7 (7.1
GI AEs (vomiting, nausea, diarrhea)
12-wk MK-7009 300 mg bid + Peg-IFN + RBV / 12-wk 61 (62.2) | 15.3(1.3,28.7) 0.032
PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + RBV 51 (52.6) | 5.6(-8.4,19.4) 0.432
24-wk PBO + Peg-IFN + RBV / 24-wk Peg-IFN + RBV 46 (46.9)
Neutropenia (neutropenia + neutrophil count decreased)
12-wk MK-7009 300 mg bid + Peg-IFN + RBV / 12-wk 58 (59.2) | 8.2(-5.8,21.8) 0.252
PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + RBV 50 (51.5) | 0.5(-13.4,14.4) 0.942
24-wk PBO + Peg-IFN + RBV / 24-wk Peg-IFN + RBV 50 (51.0)
" Miettinen & Nurminen (233 <
YT LHEHAILHOWT, HBEREZIROLIT LT,
WA DL, LG T, RETHE LI LM LA EFRROHLEARRITIRF L,
FEBLROHEEME K BRI IE, i mEc SR L,
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F 27452 BHITEFEITARELREUAMEB LHATE L-EEETROXEER (044 HER)

Proportion in %

Treatment n Estimate (95% CI')

Patients in population

12-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV / 25
12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV 26

with one or more specific adverse events

12-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV / 22 88.0 (68.8, 97.5)
12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV 22 84.6 (65.1, 95.6)

with no specific adverse events

12-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV / 3 12.0(2.5,31.2)
12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV 4 15.4 (4.4, 34.9)

Anaemia (anaemia + haemoglobin decreased)

12-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV / 14 56.0 (34.9, 75.6)
12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV 16 61.5 (40.6, 79.8)

Bilirubin increased

12-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV / 2 8.0 (1.0, 26.0)
12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV 1 3.8(0.1,19.6)

GI AEs (vomiting, nausea, diarrhea)

12-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV / 16 64.0 (42.5, 82.0)
12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV 17 65.4 (44.3, 82.8)

Neutropenia (neutropenia + neutrophil count decreased)

12-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV / 10 40.0 (21.1, 61.3)
12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV 11 42.3 (23.4, 63.1)
Clopper-Pearson exact CI JE12FE3<
YT LHEAILOWT, HFEREZIROL AT LT,
WU HABIZI DL, LB G T, RETHE LICBBEL LM LB EFROLERRITHRF L,
FEHR O HEE B M OERPCRTIE, Tt m EIC S SR LT,
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R 27453 HIFEIREREUFTMERLREL-AETERORER (045 HER)

Proportion in %
Treatment n Estimate (95% CI')
Patients in population
24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV | 42 |
with one or more specific adverse events

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV | 33 | 78.6 (63.2,89.7)
with no specific adverse events

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV | 9 [ 21.4(10.3,36.8)
Anaemia (anaemia + haemoglobin decreased)

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV | 17 | 40.5 (25.6, 56.7)
Bilirubin increased

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV | 3 [ 7.1(1.5,19.5)
GI AEs (vomiting, nausea, diarrhea)

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV | 22 [ 52.4 (36.4, 68.0)
Neutropenia (neutropenia + neutrophil count decreased)

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV | 17 | 40.5 (25.6,56.7)

TClopper-Pearson exact CI #1252 <

HUTHHAIWLOWT, KBEEEIBOHLT T LT,

TEETARIZIDLU EORER T, RECTHE LEBARERNZ LEAEBEROAEZARIZIE R LT,
FEEROHEEM K OMEEIXENIE., st RS X IR L,

27422 EMNEEEFROXEIZL DA

[N 5 T1FR M OV TAH RRBR e DA 55 TTARRRBRIC B 1T D381, £ OO EERAEFEFLL L
DO EZERA FEREROFEMIL, HRBROBBRBIL RS EITRT,

2743 EREKRBREEOETE

ENFEIFE (0165k5k) K OEIFEFER (043, 044 K% 0453 5R) T, FRNTHE L - ERARMRA
EOZEEEH (PDLC) %78 LT-HBEOEH A 2.7.4:54] |F 2.7.4:55] [F£ 2.7.4:56] [ 2.7.4:57
W7, 0168RRIT, N=T7 L NI T TR 2 8L LB 1 CRrHn L7z,

27431 AEHOEY
274311 016:tE&

~ES B EUAEOPDLCIZHE NS T 5 BE OFIE X, /S =7 L E/1100 mg b.id#ETIE78.3%(18/23
Bl) N=F L E/L300 mg bidHETIL63.6% (14/2261), /X=7"L E/L600 mg b.i.dF¥ TiL82.6%
(19234) KOS FREETIET77.3% (17/226]) Tdrotz, 7 L— ROMIEIRIRREL R=T L gk
SRETHEELTEY, WPhb s L—RITholz,
~NEZ B EURED OFEFRREBRIT, N=7 L EL100 mg bid B TIE39.1% (9/2361) . =
7L B L300 mg b.id BETIE31.8% (7/220]) . /S=7 L £ /1600 mg b.i.d B CTIlE43.5% (10/2361) K
O IREETIE36.4% (8/226]) ToH Y | B GREDOFILRITELL L TV [F 2.7.4:20),
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274312 043:tE&

~EZ B EUEO PDLC IZF4 Y T 2 BE OEIG L, 12088 58 TI1391.8% (90/98%1) . 241 % 5-
BECIE91.8% (89/9761) K Ut HEHE TIX96.9% (95/98%) Th -7z, KEGEHORZHILT L—
R1ITHY, 7 L— F20%, 128858 T2F), 2438 5 58E T3F) K Ot FREECOFlc A S iz, 7
L— R3X 343 E S oz,

NEZ B EDOR—RAT A P IEITA R GRETEEL L TWe[# 2.7.4:14), ~E 7 1 B AR
N2 T A L H U TIRBEHI TR Le2y, BB TIRIZIZIZIER— R T A i TH
B\l

NE TR E D OF EEGEEEIL, 125 58 TIE35.7% (35/98%1) | 24 $¢ 5-HF T1E32.0%

(31/97H1) . % HERETI342.9% (42/98%1]) TV . XHREETOL@mUWMEM A b/ | 2.7.4:23],

2.7.43.1.3 0445£ER

~EZ B EUEO PDLC (2544 T 2 B OFIG L, 128 5-HETI1X92.0% (23/2561) , 241 % 5-
BETI396.2% (2526f5) Tho72e ~EZ/ B ELDPDLC IZT T/ L —FR1ThoT-,

NET B EDR—=RAT A CPIEIIA R GRETEEL L TWe[#& 2.7.4:15), ~E 7 B B A
N2 T A L H U TIRBEHI TR L7e2y, BB TIRICIZIZIER =R T A EE TH
B\,

~NE T B E D OF EFEGOEEEIL, 12 558 TIE48.0% (12/2561) | 2408 #¢ 58 T1346.2%

(1222605]) TV, BEGHEOFIRITIAL L TWZ[FR 2.7.4:27),

2.743.1.4 04538

~EZ B EUED PDLC 12544 T 2 BF OEIG1390.5% (38/426]) Tholz, ~ET/r D
PDLC [ ZWTNH 7 L— RIThoTo,

NET B EAMEIINR— R T A Ll U TR TIRD L7z, BOd 2 TR RTIEN
— AT A EETHIE LT,

~NEZ BB U O EESIEBIRIT1.9% (5/426]) Thoiz[F 2.7.4:30],

NET 0 D O EREGOREITRBEM CERANRL NN, ~E7u B EOEET,
ARBR I S OV B G HECTHELL T,

2.7.4.32 FhERHK
2.7.43.21 016:E&

GFH BRSO PDLC 1234243 5 R OEIA 1L, S=7 1L E/1100 mg b.i.d BFETIE91.3% (21/2341) |
N=F L EL300 mg bid BETIEIS.5% (21/2261)  /SX=7" L /1600 mg b.i.d FETIZ100% (23/23
B) K ORITBBEETIE95.5% (21/224) TH 7=,

IFHRERER D 7 L— RO IT IREE & "= L B GREOB CHEEL L TV iz L—F1
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X2 Th o7z, 7' b— F3XIF40D PDLC [IXIREET3H], N=7 L E KGR TN HmE S
iz,
A R ERBORD XTI R ERINE O FHEGREBLRIL, N=7 L EV100 mg b.id HETIE43.5%
(10/23%1]) . /R=7"L E/L300 mg b.i.d. B TIZ45.5% (10/22f1), /S=7 1L E /1600 mg b.i.d.FE Tl
69.6% (16/23f) K& OKFHEEETIEL59.1% (13/22f) TH Y, /S=7"L /1600 mg b.i.d.Ff Tl
M2 BTz,

2.7.4.3.2.2 043:itE&

IR ERE D PDLC 1IZ7% 2459 2 B OFEIA X, 12 % 58 T1399.0% (97/98f51) . 243 £ 5-8E Tik
96.9% (94/97f1) . *FHEEETIL100% (98/98%1) Tho7=, 7 L— Kok, xtEEEL =71
NEBRTHELTREY, FIZZL—RIXR2THhH o7, 7 L— R3X1T4D PDLC (L1238 B 5-8%
T1E30.6% (30/98%1) . 243 ¢ 5-HETI1X25.8% (25/97611) . *FHRRETIE26.5% (26/9851) TH 7=,

G HERB O FENEII TN OBGHEL &= AT A & B U CHRFEI Il L7, ki
BIESK THRHZIZIZIENR—A T A VfEE TRIE LT,

A FRERER D ST A P ERBDFE DA FHHFRR BRI, 1251 TIE59.2% (58/98%1)) . 240 #x
HRECIES51.5% (50/97%1) & O RREETIX51.0% (50/98%1) TH V. SEHREOFHEBIRITFEL L
TU77,

274323 044548&

A EREL D PDLC (254247 % B OBIG 1T, S GHET100% (1208 %57 : 2561, 2488 % 5-1f -
2668) Toholo, HHEREO 7 L— Fofild, FREHETHEUL TR, ElZ7L— RFIXid2T
HoT-, 7 L— K30 PDLC (%, 12l 58 Tld20.0% (5/2561) . 243 £ 58 TiE11.5% (3/2641)
THY, 7L — K40 PDLC 1 IKHGRETHA LN T2,

BB GREDU PERENIAN— A T A L R U TR CIEid L7y, ROlBlEi TR I
EFR—RF A EE TREIE LT,

A HREREEAD ST A R ERBAE OB FEHRIE BRI, 1208558 T1E40.0% (10/2561) . 24 $%
HRETII423% (112661) TH Y, FEGHEOFBFRITFELIL T\,

274324 045:tE&

HHRERE D PDLC 1Z3%% T 5 BE OHEIEIX, 95.2% (40/42f]) ThH-o7z, 7 L— K1, 2/ 03
DEFHFERE D PDLC I, £ Z31.0% (13/4261), 33.3% (14/4245) }U31.0% (13/42%]) Tk
V. 7' L— F4® PDLC I3A LR o 72,

AR O SEIEIIAN— A T A & el U TR I L7e 2y, Rl 44 TIRpIXIZE
N—RT7 A MEE TEE LT,

SF R ERERAD ST AT R BRI IE DA EFFRREILRIT, 40.5% (17/426]) ThH o7,

AF A EREGRD ST PRI E DA FEFRIE, 0433 UR T < WE SN b DD 4F PERFDZE
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i, B & O GHETHRELL T,

27433 HYLTF7F=v
2.7.4.3.31 016:itE&

J LT F =D PDLC IS T H2EBFITOLTNTHY , N=7 L 100 mg bid RO NN=T
L /L300 mg bid BETIIEE &9, S=7L E/L600 mg b.id BETIT4.3% (1/2341]) K O IREE
TIE9.1% (2/226]) Th oz, WTFiLb 7 L —RITholz,

M7 L7 F =B EEGIT, N=7 L EA600 mg b.idFET87% (2/234) . xIHREET
4.5% (1/2261) 1HIZHE STz,

2.7.4.3.3.2 043:itE&

7 LT F =D PDLC IZ#Z T 2 BEORIGIE. 1258 Tl3d4.1% (4/98%41) | 24 % 58T
132.1% (2/9761) K O%FHREETIE2.0% (2/98%) Th oz, XTI L—RIThoT,

FEGREED, J LT F = OFEEIT AN — R T A & g U OB R OFm B2 4@ U
TEIZA NI Do T,

M7 L7 F= 2 EMOAERLIE, 128& G CLE, SHREE T H®E S,

2.7.4.33.3 044 ER

7 LT F =D PDLC IS T 2BFITOLTNTHY . RBEEGHOALTY L— RI26IZ 4
LT,

BRREREL S, 7 LT F = OEBEITN— R T A L ik TR e OB B 2 45m U
TEIZA N2> T,

M7 L7 F = BEINOF EFEGIIEE G CTlE SR o7,

274334 045545&

J VLT F=DPDLCIZHYTHEEFE XTI N THY ., ZL— RNl HELNTZ, 7L
TF = DEBEITZR—RA T A L LT ITA N Do T,
M7 vrF = HEINOAERFLITIFICHRE S v,

27434 AST. ALTRUEYIEY
274341 016:tE&

AST @ PDLC 23244 5 BEDEIEIL, /S=7L /L100 mg b.idFETIE39.1% (923%1), "=
7L E/L300 mg b.id B TIE22.7% (5/2261) . /S=7"L E/1600 mg b.i.dHETIL17.4% (4/23%1) K&
OSKFRBECIE59.1% (13/2265]) Tholz, 7L — RoMlEN=7 LV EAEGRETIEZZ L— 1, %t
BRECIZZ L— RIXUI2Th o7,

ALT @ PDLC IZ7%4 ¢ 5 HE DOEIA L. /A=7 L E/L100 mg b.id BETIi343.5% (10/234) .

R

N
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=7 1L E/L300 mg b.i.dHETIX27.3% (6/22f) . /S=7"1L /1600 mg b.i.d.# TI1E8.7% (2/23#1) &
ORIHREETIX50.0% (11/226) Toh o7, 7 b— FOMITdREE L =7 L e ERETHEL L
T, REHENR 7 L— RIXITR2ThH -7z,

MY LE®DPDLC IZiE YT 2B IO NTHY | =71 E/L300 mg b.id AT,
N=T L EJL600 mg b.id HET2HITAH BT,

AST BEMOAFEFLRIL, /S=7" L EJ/L100 mg b.i.d. Bt T4.3% (1/2341) . /3=7"L E/L600 mg b.i.d.
BET43% (12301]) ICHE SN, N=7 L EIL300 mg b.idBEL OSSR IBEE CIIME S o7z,
ALT B9 EFGL, N=7 1L E/L100 mg b.idFET43% (12341), /X=71 E/L300 mg b.i.d.
HET45% (1/2268]) . N=7"L E/L600 mg b.idHET43% (1/2361)) 1T@E v, xBTS
SN hote, MHPEVALECENMOAERRIE, N=7 LV EMEGHTIEREINT, STHREE
T4.5% (1/220)) (ZhkE ST,

274342 043:itE&

AST @ PDLC (2% %7 % HE OFNIG 1T, 12088 58 T1E10.2% (10/9841) | 24 #% 5-F£ TlX17.5%

(17/971511) Je O BRRE T1329.6% (29/98%1) T o712, 7' L— ROAMITEEGRECTHEEIL TR,
REHIZ 7 L — K12 TH - 72,

ALT @ PDLC |Z3% 43 % & OFIG 1L, 12085 55 T1E12.2% (12/9841) | 24 £ 5-H£ Tl1E16.5%

(16/9741) . *fFREETIX25.5% (25/98%1) T o7, 7 L— FoMIdAHRGRETHE L TR,
REBIZZ L — R1XI2TH - 7=,

MHEY/LE O PDLC 1255 T 2 EF OEIG L, 128858 TIX7.1% (7/98%41) . 2408 £ 5-#f
TlE4.1% (4/9761) . *HFEEETIX6.1% (6/98%) Th o7z, 7 L— RIS EGHETEEL T
n. REHITZZL—FIUR2TH -1,

NR=TF LV ENLEERED AST, ALT XML E Y /L E @D PDLC 1254 L7 BE O —& & [f1§k

2.7.4:351277,

AST Je OV ALT 13, M8 5-BREASIE & 2 D121 TROKE & 72 0 . F 5 TR
ER—R T A UMEE THEET AN SN, £72, MPE VU LE T, ERCEGRE]
BHICERKE L 720 | FE-ETREUIREBLERE TRIIXIZIEN— R T A EE CTHEIET S
MBI,

AST HMOAFFLIL, 12 HHETIX2.0% (2/98%1) , 248 58 Tirx6.2% (6/9741), X
BECILT.1% (7/98%1) (Tt S4v7z, ALT $iINOfA EFGIL, 12558 Tlx2.0% (2/98%1), 24
W GRETIET2% (7/9761) . *HFREETIZT7.1% (7/98%1) \Z#s Sht-, e v e s #inog
FHERI, 128G TIET.1% (7/9861) | 24 £ 57 TiX12.4% (12/9741) . <t FFETIX7.1% (7/98
B) RSN, INLOAEFROBEIINVTNLRETH-7-, RAKZEGHO S H, M
E UL E I (BITE 514821, Ik KfE34) ITHKRERALNT- L DD, ZDIENOFESRT
L 7 LT 3T alfE SRR L7z,
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2.74.3.4.3 0445E&

AST @ PDLC (23447 5 BFHEOEIE I, 120 G- TIX12.0% (3/2561) . 24 £ 5-H£TI1X19.2%

(52661) Th-oT, 24FELEEC T L— F3533.8% (1266]) ([ZHA LN, ZOEFENETWTH
H 7 L— RIXiI2Th o7,

ALT @ PDLC |Z3% 43 2 BE OEIGIEL, 128855 TiX12.0% (3/2561) . 24 % 5-8£ TlX15.4%

(42665]) THYH ., REHMN 7L — FIXiT2Th o7,

M Y /LE L ® PDLC IZi% 2T 2 BE OFIGIEL, 1251 TlL16.0% (4/2561) . 24885
BECIXT.7% (21266) Thodz, 12EHRHZ T L— R3234.0% (172561) (2AHHiT-n, KEH
7 L= PRI ThH oo, 7 b— FOMIEEEEREGEHTHELELTBY . REHIT7L— F1UR2
ThHoT,

AST, ALT X OB E UL E 0 PDLC (2% L7 O — T2 {1k 2.7.4:36)12 77,

AST X OV ALT (&, &5 P —itED ER R L6 00, #5#&TREOIREE EH& TR
ICIKIZER—R T A VEE CEET BEARZ DNz, o, RE VL E L, BRI H
IR B4E E TITRKME & 720 BG4 T RSUTRBBIZEE TRHIZIZIZIEN—R T A M TEIE
ERRSY CACI AT NSV gW

AST MDA EFEFG 2B LI BE ITHE S o7, ALT ML O e Y L e s o
AEFGEZFBUEE T, RERSHETIEZENEN4.0% (1256]) KU8.0% (2/2561) THY |
241 GRETIZ0% (0/2661) KT3.8% (12661) Thotz, THHLDOAEFEFROBEITINTNE
BRETHY, Wil LICT_XCEEEZRD T,

274344 045:KE&

AST, ALT K OMLH E U L E > @ PDLC 234§ 5 BEHE OEIGIL, £iE1262% (11/42641) |
26.2% (11/4261) KkU2.4% (1/426]) Th o7, 7 b— R3IXTATFE Y T DIEGNLZ L ZE 414.8%

(2/42451) . 9.5% (4/42051) JTM0% (0/4251) To -7z,

AST, ALT X O E Y LB @D PDLC IZ#% Y LT BE O —B & |18k 2.7.4:37)127~ ¥, PDLC IZ
FY LIZEF 1D 9 H10BIE, N=T L ELZEL3AI0A%. BRVA OB EThH o7z,

AST 0, ALT 1K QML B U VB IO A EEG AR L BE L, 2 E14.8% (2/42
B 7.1% G/4261) KOT7.1% 3/4261) THY ., WTFNHRETH -7, 14 (FIfF#E515408)
GBI 549 H BT AST ¥ KON ALT ¥ 7= & G- 2 ik L=,

AST. ALT KOE Y L E AEOEENT, 045REBR AR, ARBRCHEELL T\, F72. AST
HEAN, ALT BEME QML B Y L E OB ESFELR T, £ cElL TRy, "= L e
SRR O REE CHH =R 1372 o 7=,
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& 27454 FHIREL-EBREKREBOLEEEE (PDLC) #RLM-EBFH (%) (EE5HA. APaT) (016 HER)

Placebo + Peg-IFN + | MK-7009 100 mg MK-7009 300 mg MK-7009 600 mg
Ribavirin bid + Peg-IFN + bid + Peg-IFN + bid + Peg-IFN +
Ribavirin Ribavirin Ribavirin
(N =22) (N =23) (N =22) (N =23)
Test Name (Unit) Criterion’ n/m (%) n/m (%) n/m (%) n/m (%)

CHEMISTRY

Alanine Aminotransferase (IU/L) Any Grade 11/22 (50.0) 10/23 (43.5) 6/22 (27.3) 2/23 8.7)

Grade 1: 1.25 - 2.5 x ULN 6/22 (27.3) 6/23 (26.1) 4/22 (18.2) 2/23 8.7

Grade 2: 2.6 - 5.0 x ULN 3/22 (13.6) 3/23 (13.0) 1/22 4.5) 0/23 (0.0)

Grade 3: 5.1 -10.0 x ULN 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)

Grade 4: >10.0 x ULN 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)

1.1 - 2.5 x Baseline 10/22 (45.5) 9/23 (39.1) 5/22 (22.7) 1/23 4.3)

>2.5 - 5.0 x Baseline 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)

>5.0 x Baseline 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)

Albumin (g/dL) Any Grade 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)

Grade 1: 3.0-3.2 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)

Grade 2:2.5-2.9 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)

Grade 3:2.0-24 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)

Grade 4: <2.0 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)

Alkaline Phosphatase (IU/L) Any Grade 2/22 ©.1) 2/23 8.7 5722 (22.7) 2/23 8.7

Grade 1: 1.25-2.5 x ULN 0/22 (0.0) 1/23 4.3) 2/22 ©.1) 0/23 (0.0)

Grade 2: 2.6 - 5.0 x ULN 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)

Grade 3: 5.1 - 10.0 x ULN 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)

Grade 4: >10.0 x ULN 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)

1.1 - 2.5 x Baseline 2/22 9.1 2/23 8.7 5122 (22.7) 2/23 8.7

>2.5 - 5.0 x Baseline 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)

>5.0 x Baseline 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)

Aspartate Aminotransferase (IU/L) Any Grade 13/22 (59.1) 9/23 (39.1) 5/22 (22.7) 4/23 (17.4)

Grade 1: 1.25-2.5 x ULN 7/22 (31.8) 8/23 (34.8) 3/22 (13.6) 4/23 (17.4)

Grade 2: 2.6 - 5.0 x ULN 2/22 9.1 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)

Grade 3: 5.1 - 10.0 x ULN 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)

Grade 4: >10.0 x ULN 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)

1.1-2.5 x Baseline 13/22 (59.1) 7/23 (30.4) 5/22 (22.7) 2/23 8.7

>2.5 - 5.0 x Baseline 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)
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R 27454 FRIHTEL-ERAREEOETHERE (PDLC) 2R LEEEH (%) (R5#7. APaT) (016

ER)

(f &)

Placebo + Peg-IFN + | MK-7009 100 mg MK-7009 300 mg MK-7009 600 mg
Ribavirin bid + Peg-IFN + bid + Peg-IFN + bid + Peg-IFN +
Ribavirin Ribavirin Ribavirin
(N =22) (N =23) (N =22) (N =23)
Test Name (Unit) Criterion’ n/m (%) n/m (%) n/m (%) n/m (%)
Aspartate Aminotransferase (IU/L) >5.0 x Baseline 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)
Bilirubin (mg/dL) Any Grade 0/22 (0.0) 0/23 (0.0) 1/22 4.5) 2/23 8.7
Grade 1:2.5-3.2 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 1/23 4.3)
Grade 2:3.3-3.9 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)
Grade 3:4.0- 5.0 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)
Grade 4: >5.0 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)
>2.5 - 5.0 x Baseline 0/22 (0.0) 0/23 (0.0) 1/22 4.5) 1/23 4.3)
>5.0 -10.0 x Baseline 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)
>10.0 x Baseline 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)
Creatinine (mg/dL) Any Grade 2/22 ©.1) 0/23 (0.0) 0/22 (0.0) 1/23 4.3)
Grade 1: 1.1 - 1.3 x ULN 2/22 9.1 0/23 (0.0) 0/22 (0.0) 1/23 4.3)
Grade 2: 1.4 - 1.8 x ULN 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)
Grade 3: 1.9 - 3.4 x ULN 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)
Grade 4: >=3.5 x ULN 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)
>2.5 x Baseline 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)
Direct Bilirubin (mg/dL) Any Grade 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 2/23 8.7
Grade 1: 1.1 - 1.4 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 2/23 8.7
Grade 2: 1.5- 1.7 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)
Grade 3: 1.8 - 2.0 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)
Grade 4: >2.0 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)
>2.5 - 5.0 x Baseline 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 0.0)
>5.0 - 10.0 x Baseline 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)
>10.0 x Baseline 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)
HEMATOLOGY
Hemoglobin (g/dL) Any Grade 17/22 (77.3) 18/23 (78.3) 14/22 (63.6) 19/23 (82.6)
Grade 1: 8.5-12.7 17/22 (77.3) 18/23 (78.3) 14/22 (63.6) 19/23 (82.6)
Grade 2: 7.5- 8.4 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)
Grade 3: 6.5-74 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)
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& 2.7.454 FHEIHELBREEZEOLHHE (PDLC) ZRLEBEH (%) (RS, APaT) (016 HER) =)

Placebo + Peg-IFN + | MK-7009 100 mg MK-7009 300 mg MK-7009 600 mg

Ribavirin bid + Peg-IFN + bid + Peg-IFN + bid + Peg-IFN +

Ribavirin Ribavirin Ribavirin
(N =22) (N =23) (N =22) (N =23)

Test Name (Unit) Criterion’ n/m (%) n/m (%) n/m (%) n/m (%)
Hemoglobin (g/dL) Grade 4: < 6.5 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)
Leukocytes (/microL) Any Grade 21/22 (95.5) 20/23 (87.0) 20/22 (90.9) 22/23 (95.7)
Grade 1: 2000 - 3679 18/22 (81.8) 14/23 (60.9) 17/22 (77.3) 18/23 (78.3)

Grade 2: 1500 - 1999 1/22 4.5) 5/23 (21.7) 2/22 9.1 4/23 (17.4)

Grade 3: 1000 - 1499 2/22 ©.1) 1/23 4.3) 1722 4.5) 0/23 (0.0)

Grade 4: <1000 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)
Neutrophils (/microL) Any Grade 21/22 (95.5) 21/23 (91.3) 21/22 (95.5) 23/23 (100.0)
Grade 1: 1000 - 1960 14/22 (63.6) 12/23 (52.2) 14/22 (63.6) 15/23 (65.2)

Grade 2: 750 - 999 4/22 (18.2) 7/23 (30.4) 5/22 (22.7) 6/23 (26.1)

Grade 3: 500 - 749 2/22 ©.1) 2/23 8.7) 1722 4.5) 2/23 8.7)

Grade 4: <500 1/22 4.5) 0/23 (0.0) 1/22 4.5) 0/23 (0.0)

Platelet (10[4]/microL) Any Grade 16/22 (72.7) 14/23 (60.9) 18/22 (81.8) 18/23 (78.3)
Grade 1: 10.0 - 13.9999 12/22 (54.5) 7/23 (30.4) 13/22 (59.1) 14/23 (60.9)

Grade 2: 5.0 - 9.9999 4/22 (18.2) 7/23 (30.4) 5/22 (22.7) 3/23 (13.0)

Grade 3: 2.5 - 4.9999 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 0/23 (0.0)

Grade 4: <2.5 0/22 (0.0) 0/23 (0.0) 0/22 (0.0) 1/23 4.3)

TRIHIC DN T, R=2 T A LB SN RO PDLC JEHED R K Grade 28 X T, ZOBREIHHBN—A T A > LV B LG, M H & Grade X IC B 072,
EISHBEIA (SR ORICELNTRLHLVLDOER—2F A fEL LIz, PDLC YT/ L — FHF ESNAVWKREERICEL T, =254 X0 E{L
A, ARRBEERGRORE (R) B3RS 2 0T T VITH DT,

N=2&HEHECH Y (1T ST B,

Wm=PDLC (HH YA ES) &R LEBER -2 T 1 ROBREHRD R & bIBOBRRRER LA 5 BHE K
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¥ 2.7.4:55 EFIHEL-EERBREBEOLTEEF (PDLC) £ RULE-BEH (%) (BE5EF. APaT) (043 iXER)

12-wk MK-7009 300 mg bid +
Peg-IFN + RBV / 12-wk PBO +
Peg-IFN + RBV

24-wk MK-7009 300 mg bid +
Peg-IFN + RBV

24-wk PBO + Peg-IFN + RBV /
24-wk Peg-IFN + RBV

(N =98) (N=97) (N =98)
Laboratory Test (Unit) PDLC Ceriteria n/m (%) n/m (%) n/m (%)
CHEMISTRY
Alanine Aminotransferase Any Grade 12/98 (12.2) 16/97 (16.5) 25/98 (25.5)
(Iu/L) Grade 1: 1.25 - 2.5 x ULN 3/98 (3.1 6/97 (6.2) 12/98 (12.2)
Grade 2: 2.6 - 5.0 x ULN 3/98 (3.1 4/97 4.1) 10/98 (10.2)
Grade 3: 5.1 - 10.0 x ULN 1/98 (1.0) 3/97 (3.1 0/98 (0.0)
Grade 4: >10.0 x ULN 0/98 (0.0) 0/97 (0.0) 0/98 (0.0)
1.1 - 2.5 x Baseline 9/98 9.2) 10/97 (10.3) 15/98 (15.3)
>2.5 - 5.0 x Baseline 2/98 (2.0) 2/97 (2.1) 7/98 (7.1)
>5.0 x Baseline 1/98 (1.0) 4/97 (4.1) 1/98 (1.0)
Aspartate Aminotransferase | Any Grade 10/98 (10.2) 17/97 (17.5) 29/98 (29.6)
Iu/L) Grade 1: 1.25 - 2.5 x ULN 6/98 (6.1) 9/97 9.3) 15/98 (15.3)
Grade 2: 2.6 - 5.0 x ULN 2/98 (2.0) 4/97 4.1) 3/98 (3.1)
Grade 3: 5.1 - 10.0 x ULN 0/98 (0.0) 2/97 2.1 1/98 (1.0)
Grade 4: >10.0 x ULN 0/98 (0.0) 0/97 (0.0) 0/98 (0.0)
1.1 - 2.5 x Baseline 7/98 (7.1) 12/97 (12.4) 21/98 (21.4)
>2.5 - 5.0 x Baseline 2/98 (2.0) 3/97 3.1 8/98 (8.2)
>5.0 x Baseline 1/98 (1.0 2/97 (2.1) 0/98 (0.0)
Bilirubin (mg/dL) Any Grade 7/98 (7.1) 4/97 4.1) 6/98 (6.1)
Grade 1: 2.5-3.2 1/98 (1.0) 1/97 (1.0) 4/98 4.1)
Grade 2: 3.3 -3.9 1/98 (1.0) 0/97 (0.0) 0/98 (0.0)
Grade 3:4.0-5.0 0/98 (0.0) 0/97 (0.0) 0/98 (0.0)
Grade 4: >5.0 0/98 (0.0) 0/97 (0.0) 0/98 (0.0)
>2.5 - 5.0 x Baseline 6/98 (6.1) 3/97 3.1 5/98 (5.1)
>5.0 -10.0 x Baseline 0/98 (0.0) 1/97 (1.0) 0/98 (0.0)
>10.0 x Baseline 0/98 (0.0) 0/97 (0.0) 0/98 (0.0)
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R 27455 EHICHEL-BERBREEODEZHEF (PDLC) R LI-EBEH (%) (ZEEEHI. APaT) (043 :RER) (i)

12-wk MK-7009 300 mg bid +
Peg-IFN + RBV / 12-wk PBO +
Peg-IFN + RBV

24-wk MK-7009 300 mg bid +
Peg-IFN + RBV

24-wk PBO + Peg-IFN + RBV /
24-wk Peg-IFN + RBV

(N =98) (N=97) (N =98)
Laboratory Test (Unit) PDLC Ceriteria n/m (%) n/m (%) n/m (%)
CHEMISTRY
Creatinine (mg/dL) Any Grade 4/98 4.1) 2/97 2.1) 2/98 (2.0)
Grade 1: 1.1 - 1.3 x ULN 4/98 4.1) 2/97 2.1) 2/98 (2.0)
Grade 2: 1.4 - 1.8 x ULN 0/98 (0.0) 0/97 (0.0) 0/98 (0.0)
Grade 3: 1.9 - 3.4 x ULN 0/98 (0.0) 0/97 (0.0) 0/98 (0.0)
Grade 4: >=3.5 x ULN 0/98 (0.0) 0/97 (0.0) 0/98 (0.0)
>2.5 x Baseline 0/98 (0.0) 0/97 (0.0) 0/98 (0.0)
Direct Bilirubin (mg/dL) Any Grade 8/98 (8.2) 4/97 4.1) 4/98 4.1)
Grade 1: 1.1-1.4 0/98 (0.0) 0/97 (0.0) 0/98 (0.0)
Grade 2: 1.5-1.7 0/98 (0.0) 0/97 (0.0) 0/98 (0.0)
Grade 3: 1.8 - 2.0 0/98 (0.0) 0/97 (0.0) 0/98 (0.0)
Grade 4: >2.0 1/98 (1.0) 0/97 (0.0) 0/98 (0.0)
>2.5 - 5.0 x Baseline 8/98 (8.2) 4/97 4.1) 4/98 4.1)
>5.0 - 10.0 x Baseline 0/98 (0.0) 0/97 0.0) 0/98 (0.0)
>10.0 x Baseline 0/98 (0.0) 0/97 (0.0) 0/98 (0.0)
HEMATOLOGY
Hemoglobin (g/dL) Any Grade 90/98 (91.8) 89/97 (91.8) 95/98 (96.9)
Grade 1: 8.5-12.7 88/98 (89.8) 86/97 (88.7) 86/98 (87.8)
Grade 2: 7.5 - 8.4 2/98 (2.0) 3/97 3.1 9/98 9.2)
Grade 3: 6.5-7.4 0/98 (0.0) 0/97 (0.0) 0/98 (0.0)
Grade 4: <6.5 0/98 (0.0) 0/97 (0.0) 0/98 (0.0)
Neutrophils (/microL) Any Grade 97/98 (99.0) 94/97 (96.9) 98/98 (100.0)
Grade 1: 1000 - 1960 45/98 (45.9) 43/97 (44.3) 46/98 (46.9)
Grade 2: 750 - 999 22/98 (22.4) 26/97 (26.8) 26/98 (26.5)
Grade 3: 500 - 749 26/98 (26.5) 19/97 (19.6) 22/98 (22.4)
Grade 4: <500 4/98 4.1 6/97 (6.2) 4/98 4.1
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R 27455 EHICHEL-BERBREEODEZHEF (PDLC) R LI-EBEH (%) (ZEEEHI. APaT) (043 :RER) (i)

12-wk MK-7009 300 mg bid + 24-wk MK-7009 300 mg bid + 24-wk PBO + Peg-IFN + RBV /
Peg-IFN + RBV / 12-wk PBO + Peg-IFN + RBV 24-wk Peg-IFN + RBV
Peg-IFN + RBV
(N =98) (N=97) (N =98)
Laboratory Test (Unit) PDLC Ceriteria n/m (%) n/m (%) n/m (%)
HEMATOLOGY
Platelet (10[4]/microL) Any Grade 65/98 (66.3) 75/97 (77.3) 70/98 (71.4)
Grade 1: 10.0 - 13.9999 42/98 (42.9) 44/97 (45.4) 43/98 (43.9)
Grade 2: 5.0 - 9.9999 23/98 (23.5) 31/97 (32.0) 27/98 (27.6)
Grade 3: 2.5 - 4.9999 0/98 (0.0) 0/97 (0.0) 0/98 (0.0)
Grade 4: <2.5 0/98 (0.0) 0/97 (0.0) 0/98 (0.0)

KZHBIZDNWT, XN—=RA T A VUREICHE LN MRAEMEO PDLC EHED R K Grade 73 X T, TOMEHANRN—R T A L IV BAL LT72GE . YikBE % Grade X IZF D2, H-75HHH1H (5000
OFIZELNTEHR LI LB DER—2T A L L7z, PDLC EHETT L— RHTFTENQVBREEBICEL T, X—2 T4 VX0 EL LGS, YBREZRGHROKE (K) BN T 50
TIAVIIEDT,

N=FZGEEZE Y (11 Dz BFEL

n/m=PDLC (HHAHHIAREICIESL) 2R LEBER X=X 74 UV RUES5% D & b 1IEOBRKREMNEZF T 2 885
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& 2.7.456 FAIHEL-BEREREEOEDEE (PDLC) ZRLIEEEHH (%)
(3G5EAI. APaT) (044 B%)

12-wk MK-7009 300 mg | 24-wk MK-7009 300 mg
b.i.d. + Peg-IFN+RBV/ | b.i.d. + Peg-IFN + RBV
12-wk Peg-IFN + RBV
(N =25) (N=26)
Laboratory Test PDLC Criteria n/m (%) n/m (%)
(Unit)
CHEMISTRY
Alanine Any Grade 3/25 (12.0) 4/26 (15.4)
Aminotransferase Grade 1: 1.25 - 2.5 x ULN 3/25 (12.0) 3/26 (11.5)
(IU/L) Grade 2: 2.6 - 5.0 x ULN 0/25 (0.0) 0/26 (0.0)
Grade 3: 5.1 - 10.0 x ULN 0/25 (0.0) 0/26 (0.0)
Grade 4: >10.0 x ULN 0/25 (0.0) 0/26 (0.0)
1.1 - 2.5 x Baseline 3/25 (12.0) 2/26 (7.7)
>2.5 - 5.0 x Baseline 0/25 (0.0) 2/26 (7.7)
>5.0 x Baseline 0/25 (0.0) 0/26 (0.0)
Aspartate Any Grade 3/25 (12.0) 5/26 (19.2)
Aminotransferase Grade 1: 1.25 - 2.5 x ULN 2/25 (8.0) 4/26 (15.4)
(IU/L) Grade 2: 2.6 - 5.0 x ULN 0/25 (0.0) 0/26 (0.0)
Grade 3: 5.1 - 10.0 x ULN 0/25 (0.0) 1/26 (3.8)
Grade 4: >10.0 x ULN 0/25 (0.0) 0/26 (0.0)
1.1 - 2.5 x Baseline 2/25 (8.0) 3/26 (11.5)
>2.5 - 5.0 x Baseline 0/25 (0.0) 2/26 (7.7)
>5.0 x Baseline 0/25 (0.0) 0/26 (0.0)
Bilirubin (mg/dL) Any Grade 4/25 (16.0) 2/26 (7.7
Grade 1: 2.5-3.2 0/25 (0.0) 1/26 (3.8)
Grade 2: 3.3 - 3.9 0/25 (0.0) 0/26 (0.0)
Grade 3:4.0-5.0 1/25 (4.0) 0/26 (0.0)
Grade 4: >5.0 0/25 (0.0) 0/26 (0.0)
>2.5 - 5.0 x Baseline 3/25 (12.0) 2/26 (7.7)
>5.0 -10.0 x Baseline 1/25 (4.0) 0/26 (0.0)
>10.0 x Baseline 0/25 (0.0) 0/26 (0.0)
Creatinine (mg/dL) Any Grade 2/25 (8.0) 0/26 (0.0)
Grade 1: 1.1 - 1.3 x ULN 2/25 (8.0) 0/26 (0.0)
Grade 2: 1.4 - 1.8 x ULN 0/25 (0.0) 0/26 (0.0)
Grade 3: 1.9 - 3.4 x ULN 0/25 (0.0) 0/26 (0.0)
Grade 4: >=3.5 x ULN 0/25 (0.0) 0/26 (0.0)
>2.5 x Baseline 0/25 (0.0) 0/26 (0.0)
Direct Bilirubin Any Grade 5725 (20.0) 2/26 (7.7)
(mg/dL) Grade 1: 1.1 -1.4 1/25 (4.0) 0/26 (0.0)
Grade 2: 1.5- 1.7 0/25 (0.0) 0/26 (0.0)
Grade 3: 1.8 - 2.0 0/25 (0.0) 0/26 (0.0)
Grade 4: >2.0 0/25 (0.0) 1/26 (3.8)
>2.5 - 5.0 x Baseline 4/25 (16.0) 0/26 (0.0)
>5.0 - 10.0 x Baseline 0/25 (0.0) 2/26 (7.7
>10.0 x Baseline 1/25 (4.0) 0/26 (0.0)
HEMATOLOGY
Hemoglobin (g/dL) Any Grade 23/25 (92.0) 25/26 (96.2)
Grade 1: 8.5 -12.7 23/25 (92.0) 25/26 (96.2)
Grade 2: 7.5 - 8.4 0/25 (0.0) 0/26 (0.0)
Grade 3: 6.5-7.4 0/25 (0.0) 0/26 (0.0)
Grade 4: <6.5 0/25 (0.0) 0/26 (0.0)
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& 2.7.456 FAIHEL-BEREREEOEDEE (PDLC) ZRLIEEEHH (%)
(585, APaT) (044 ER) (FiZ)

12-wk MK-7009 300 mg | 24-wk MK-7009 300 mg
b.i.d. + Peg-IFN+ RBV/ | b.i.d. + Peg-IFN + RBV
12-wk Peg-IFN + RBV
(N =25) (N =26)
Laboratory Test PDLC Criteria n/m (%) n/m (%)
(Unit)
HEMATOLOGY
Neutrophils Any Grade 25/25 (100.0) 26/26 (100.0)
(/microL) Grade 1: 1000 - 1960 10/25 (40.0) 9/26 (34.6)
Grade 2: 750 - 999 10/25 (40.0) 14/26 (53.8)
Grade 3: 500 - 749 5/25 (20.0) 3/26 (11.5)
Grade 4: <500 0/25 (0.0) 0/26 (0.0)
Platelet Any Grade 17/25 (68.0) 18/26 (69.2)
(10[4]/microL) Grade 1: 10.0 - 13.9999 14/25 (56.0) 13/26 (50.0)
Grade 2: 5.0 - 9.9999 3/25 (12.0) 5/26 (19.2)
Grade 3: 2.5 - 4.9999 0/25 (0.0) 0/26 (0.0)
Grade 4: <2.5 0/25 (0.0) 0/26 (0.0)

FBIHAIZDNWT, N—R2 T A VLIRIZE BN D PDLC MO K Grade 73 X T, TOMEBEANN—AT A LV E
LUz HA. YdEE % Grade X ICE Wz, E-75ANGHEIR (BE5HD) ORMICELNERLITILVLDER—2F 1 fEL
L7z, PDLC F&#ETZ L— R ENR2WVBRAEHEBIZBE L T, N—A T4 VX WL LA YBE 2 R 5% oKE (IK)
EAETH T ITVICEDT,

N=%FEREE D 117 Sz BE K,

n/m=PDLC (FIAPEAEUEIZILSL) B LIZBRELR—A T A V5% D72 L H1IRIOERREMEE2H T 5 8E
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=& 27457 FRIHELE-BRREEOEZHERHE (PDLC) ZRLIE-EEH (%) (APaT)
(045 :ER)

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV

(N =42)
Laboratory Test (Unit) | PDLC Criteria n/m (%)
CHEMISTRY
Alanine Any Grade 11/42 (26.2)
Aminotransferase Grade 1: 1.25 - 2.5 x ULN 3/42 (7.1)
(IU/L) Grade 2: 2.6 - 5.0 x ULN 2/42 4.8)
Grade 3: 5.1 -10.0 x ULN 3/42 (7.1)
Grade 4: >10.0 x ULN 1/42 2.4)
1.1 - 2.5 x Baseline 5/42 (11.9)
>2.5 - 5.0 x Baseline 1/42 2.4)
>5.0 x Baseline 3/42 (7.1)
Aspartate Any Grade 11/42 (26.2)
Aminotransferase Grade 1: 1.25 - 2.5 x ULN 4/42 9.5)
(IU/L) Grade 2: 2.6 - 5.0 x ULN 2/42 (4.8)
Grade 3: 5.1 - 10.0 x ULN 2/42 4.8)
Grade 4: >10.0 x ULN 0/42 (0.0)
1.1 - 2.5 x Baseline 5/42 (11.9)
>2.5 - 5.0 x Baseline 2/42 (4.8)
>5.0 x Baseline 2/42 (4.8)
Bilirubin (mg/dL) Any Grade 1/42 2.4)
Grade 1: 2.5-3.2 0/42 (0.0)
Grade 2:3.3-3.9 0/42 (0.0)
Grade 3:4.0- 5.0 0/42 (0.0)
Grade 4: >5.0 0/42 (0.0)
>2.5-5.0 x Baseline 1/42 2.4)
>5.0 -10.0 x Baseline 0/42 (0.0)
>10.0 x Baseline 0/42 (0.0)
Creatinine (mg/dL) Any Grade 1/42 24
Grade 1: 1.1 - 1.3 x ULN 1/42 2.4)
Grade 2: 1.4 - 1.8 x ULN 0/42 (0.0)
Grade 3: 1.9 - 3.4 x ULN 0/42 (0.0)
Grade 4: >=3.5 x ULN 0/42 (0.0)
>2.5 x Baseline 0/42 (0.0)
Direct Bilirubin Any Grade 2/42 (4.8)
(mg/dL)
Grade 1: 1.1 - 1.4 1/42 24
Grade 2: 1.5- 1.7 0/42 (0.0)
Grade 3: 1.8 - 2.0 0/42 (0.0)
Grade 4: >2.0 0/42 (0.0)
>2.5 - 5.0 x Baseline 1/42 2.4)
>5.0 - 10.0 x Baseline 0/42 (0.0)
>10.0 x Baseline 0/42 (0.0)
HEMATOLOGY
Hemoglobin (g/dL) Any Grade 38/42 (90.5)
Grade 1: 8.5-12.7 38/42 (90.5)
Grade 2: 7.5 - 8.4 0/42 (0.0)
Grade 3: 6.5-7.4 0/42 (0.0)
Grade 4: < 6.5 0/42 (0.0)
Neutrophils (/microL) Any Grade 40/42 (95.2)
Grade 1: 1000 - 1960 13/42 (31.0)
Grade 2: 750 - 999 14/42 (33.3)
Grade 3: 500 - 749 13/42 (31.0)
Grade 4: <500 0/42 (0.0)
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=& 27457 FRIHELE-BRREEOEZHERHE (PDLC) ZRLIE-EEH (%) (APaT)
(045 =E&R) (Ft=)

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV
(N =42)

Laboratory Test (Unit) | PDLC Criteria n/m (%)

HEMATOLOGY

Platelet (10[4]/microL) | Any Grade 35/42 (83.3)
Grade 1: 10.0 - 13.9999 23/42 (54.8)
Grade 2: 5.0 - 9.9999 12/42 (28.6)
Grade 3: 2.5 - 4.9999 0/42 (0.0)
Grade 4: <2.5 0/42 (0.0)

FIEHEIZOWT, XR—=2 T A VPRIZE SN TR O PDLC BEHED R K Grade 73 X T, TOMRBHENI—A T A L&
{BELIGE . YikBE % Grade X IZEF DTz, H-715SHMBHEIA (BHRD) OMICHEOLNERLFTLVEDEN—X T 1 i L
7co PDLC BETZ L — T SNBRWBRAEEBICE L T, X=X 7 A4 U IV BL L7256, YZBREZREZORS (IK)
EAELT DT T VICE DT,

N=#GEED (11 D - BEE

n/m=PDLC (fd A HEMAYIEHEIC IS 2R LIZBEE R—A T A VRO 5507 < & b 1R ORKRRER 2 A3 5 BE%,

2744 NAZNLYA Y, BAMARRUVREHICEET S2DERIER
ARIETIXENE DL OEMFERER BT D34 Z WA o R OWLERPT RAIZ W TR 5,

27441 NAFZ)LYAY

FEINEE I FE (01658058) & OV INAHERER (043, 044 ) R0453ER) D /S A Z LA v & |fHk 2.7.4:19
fhik 2.7.4:20) |fH8% 2.7.4:21) [fH8% 274220835, NAZNAH A AAZEEL TELSABR
HHEEEGL, BRAKOMMEERD TH o7, 261X PEG-IFN LN N 12 K 22410 %
ETHLHESN TV IBHOHERTH D,

NWNABZNY AL DHIEH, R=ATA N LEEBNALNTZEHAILZ, KETH-T-,

RE CF¥) 13, ENETHEOEIHRBROS R GRS BIREHN 280 TR—A T A i X
DA LT,

043D N—R T A VDB 120 F TOE R, 1208 54 Tl1EL-2.05 (SD: 2.35), 24l
HRETIZ-1.86 (SD :2.16), ®FREETIX-1.22 (SD :2.05) ThHotm, £7o. X—ATA VEND
24 F TOELEIE, 12BERETIZ-3.26 (SD : 3.30), 24K G/ETIE-3.32 (SD : 3.16), xfH&
BETIE-248 (SD:2.64) Thoto, AEFS L L THE SNKRERBD ORBRIL, 128 #58

TIX15.3% (15/98%1) . 24FH £ 5L TIX12.4% (12/9761) KL OKHIREECTIE9.2% (9/98%1) T -7z,

27442 DER/INTA—4

EINE FE (016588R) L OSSR IZHB W T, DEXOBEE R EE T LEX T A —2 |
B L7 AEFRITR O ONRnole, £, BRKRMICERDH 5 LEXOELS bR >
7o 016aR05R TN L 7 H i & B T D EE l#ﬁfi QTcB X% QTcF (IZBW\W T, "=
ENEERET, RX—R T 1 & HEE L T8~60 msec R DIEREDNFRD L=y, XMEETH [FIEE

274 FRIRHZE 2N
- 122 -

C confidential




N=FLENL B EAH
2.7 FRARMBEE
2.7.4  FRERHZE 2

IZRBOOLNTED, N=T L ENLOREEIKF LT OERR LT K OREFT AOHINTAS
o7z, QTcF [FFE 23480 msec T N—RA T A LB DZALE D60 msec 7 H 2 7= FlIXROH 5
Nignotz, 7eB, ARMNERRAZ RIS Lz, N=7 L BN QTe MIEIC KIE T B L it
U7 BB (0113kBR) 0o fk I FLEE b5 3.4.1.1: POULTNE 77,

2745 HHGEEEARVKETIZIETA2REH
27451 HNEMER

— A 7R MR S OMERR TN 2, &I & OFEBAANEN 541 TV 5 ITPA genotype 0022 % PN KPR ELA]
& LT LT,

ENFEIAHO3FER (043, 044X V045388R) %, [F— O G3HA R O 5 HIE Z L 1cfFa L,
WIRMEEER & L C, PERI. A-8n K& OY ITPA genotype DM CL M A MGt LTz, 7B, EWNH
A D37ER (043,044 K Q045RER ) TH LN T X TOREFRFR KL ORIVEM Z [T 2.7.4:39
W29,

274511 145

[P 3 IARRBROPER D E RO B0 % (K 27458) 1R, HEFR, EEATFFRRRO
PUEICE S A EFGORBIFRIL, =T L EMRERER OB L bICHERIC L 501 52270
RATH BRI ST,

AS=T LR RIRREO VSO B RET10% L B IS L - iRl 04 o 4 % 1]

8 2.7.4:23127-7,

R=F L EAEGHED S B, BIEL Y & LMETI0%SL ERBRNE - A EFLIT, IR (&
P :53.0% (79/14961) | T :36.7% (51/139) . LA T [RIER] ., Hols [49.7% (74/14961) | 19.4% (27/139) .
FREAE [39.6% (59/149%1) . H1423.0% (32/139) ], MEM: [37.6% (56/149%1) . 12.9% (18/139)]
T OVRAREGE [35.6% (53/149%1) . B1421.6% (30/139)] THhoT-, ZNHDOAEEFEZDH LR
BARARE . BT FEROM M 2R Lc, BAGHRIL, SHREECII &t L v & B s
R Eo T,

—J5, ZHEL Y L BETI0% ERBERNE - A EERIT, /MDY (B 36.7%
(51/139) . 2t 24.8% (37/149%1) . LA FREIER] KOV A JREEHE N [11.5% (16/139) ., 1.3% (2/149
B] Tholo, ZIHOFEHFFERITKEHET S FEEOMN 2R LTz,

274512 £ (65mFKim. 66mLlL)

EWNEMFHOFEME R (655%ANM ., 6552 ) DHEEFRROERN % [FR 2.7.4:59\77, B
DRHLNTNDHDOD, FEHNC X5 FFROEICH O NRERIIA LN D ST,
WT N DOFERET10%LL BB L7 Flnhl OF FEER 2 [Tk 27424127,

NR=T VENEGEED 5 B 65mLL E XD 65 AT M T10%LL ERBLRN @ o 7 F5x, B
i [65H% AT : 28.8% (67/23361) . 655%LL L : 10.9% (6/5561) . LAFIRAR]. SIHSAZR [27.5%

(64/233451]) . 16.4% (9/5561) 1 I ONEHHBALS I [27.0% (63/23341) . 16.4% (9/5561)) ] TH -
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T2 ZNHDOHEEFERD ) LIEREMSIGZRE . ST REOME N 27~ Uiz, EHENK
Sl SRRRETIZ6S AR £ D b oSl EDORBLRN DT Em o T,

— )7, R=TVLVELAEEHD YL, 65NN L D H65mkLL ET10%LL ERERNE - T2 HS
X725 77,

2.7.451.3 ITPA genotype

E N IIAH D ITPA genotype B DB ML.OFELZR K AT 7 1 B D OFBLRE LR 2.7.4:60]
T, XHREEIZIE, SNPminor (AA) (THAAN LN -T2,

ITPA genotype Bl DE . DFEBLER 1T, 120 # 5-#F TlX. SNP major (CC) 1325.3% (24/955]) . SNP
minor (CA) 1%12.5% (3/24f5) TV . 24 LHETIL. SNP major (CC) 13124.6% (30/1221)
SNP minor (CA) 1%12.5% (5/40%1) T ->7=, —JF7, X HEETIX. SNP major (CC) 1%21.4% (15/70
%) . SNPminor (CA) 1325.0% (7/28%1) ToH -7,

N=T L BN RED ITPA genotype B D 1MLIEL, SNP minor (CA) £ Y & SNP major (CC) T
B S ME A A3 22 S AT

ITPA genotype Bl D~T 7' 1 B LA OFBRIT, 120#% 58 TIX. SNP major (CC) 1348.4%

(46/95%311) . SNP minor (CA) 134.2% (1/24f)) ToH v | 24 £ 57 TiX. SNP major (CC) 1£33.6%

(41/122451) . SNP minor (CA) (X15.0% (6/40%]) T -7z, —J5, xFEETIL, SNP major (CC)
1347.1% (33/7061) . SNP minor (CA) 1%32.1% (9/28fl) Th -7z,

N=T L ENEGHED ITPA genotype BIID~E 27 1 B A%, SNP minor (CA) XV & SNP
major (CC) THILRNEmMEM D BT,

y

BIEICAR Y N BAEENDHEDD, N=F L EAERERETALNEZME ~NE S o B Uidbof
EHLIETBIFIL, ITPA genotype (2 KX DR EZ T 5 Z L VREB S LTz,
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N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

R 27458 HEBROEH () (BREFHB. APaT) (043, 044 XU 045 HERFS)
12-wk MK-7009 300 mg b.i.d. + 24-wk MK-7009 300 mg b.i.d. + 48-wk Peg-IFN + RBV
Peg-IFN + RBV / 12-wk Peg-IFN + Peg-IFN + RBV
RBV
Male Female Male Female Male Female
n (%) n (%) n (%) n (%) n (%) n (%)
Patients in population 54 69 85 80 46 52

with one or more adverse events 53 (98.1) 69 (100.0) 85 (100.0) 80 (100.0) 46 (100.0) 52 (100.0)
with no adverse event 1 (1.9) 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
with drug-related adverse events 53 (98.1) 69 (100.0) 85 (100.0) 80 (100.0) 46 (100.0) 52 (100.0)
with serious adverse events 3 (5.6) 4 (5.8) 7 8.2) 5 (6.3) 3 (6.5) 6 (11.5)
with serious drug-related adverse events 3 (5.6) 3 4.3) 4 4.7 2 2.5) 1 2.2) 3 (5.8)
who died 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
discontinued* due to an adverse event 1 (1.9) 7 (10.1) 1 (1.2) 3 (3.8) 5 (10.9) 6 (11.5)
discontinued due to a drug-related 1 (1.9) 7 (10.1) 1 (1.2) 3 (3.8) 5 (10.9) 5 (9.6)

adverse event
discontinued due to a serious adverse 1 (1.9) 3 4.3) 0 0.0) 0 (0.0) 0 (0.0) 3 (5.8)

event
discontinued due to a serious drug-related 1 (1.9) 3 4.3) 0 (0.0) 0 (0.0) 0 (0.0) 2 3.9)

adverse event
" Determined by the investigator to be related to the drug.
! Study medication withdrawn.
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2.7.4  FRRHZ 2

=& 27459 HEFRDEH (F#H : 65 mKRim. 65 FLUL) (RS5EEA|I. APaT) (043, 044 XU 045 HEEHS)

12-wk MK-7009 300 mg b.i.d. + 24-wk MK-7009 300 mg b.i.d. + 48-wk Peg-IFN + RBV
Peg-IFN + RBV / 12-wk Peg-IFN + Peg-IFN + RBV
RBV
<65 > 65 <65 > 65 <65 > 65
n (%) n (%) n (%) n (%) n (%) n (%)
Patients in population 102 21 131 34 82 16

with one or more adverse events 101 (99.0) 21 (100.0) 131 (100.0) 34 (100.0) 82 (100.0) 16 (100.0)
with no adverse event 1 (1.0) 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
with drug-related” adverse events 101 (99.0) 21 (100.0) 131 (100.0) 34 (100.0) 82 (100.0) 16 (100.0)
with serious adverse events 6 (5.9 1 4.8) 8 6.1) 4 (11.8) 8 9.8) 1 (6.3)
with serious drug-related adverse events 5 (4.9) 1 (4.8) 4 3.1 2 (5.9 4 (4.9) 0 (0.0)
who died 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
discontinued* due to an adverse event 5 4.9) 3 (14.3) 3 2.3) 1 2.9) 10 (12.2) 1 (6.3)
discontinued due to a drug-related 5 4.9) 3 (14.3) 3 2.3) 1 2.9) 9 (11.0) 1 (6.3)

adverse event
discontinued due to a serious adverse 3 (2.9) 1 4.8) 0 (0.0) 0 (0.0) 3 3.7 0 (0.0)

event
discontinued due to a serious 3 (2.9) 1 4.8) 0 (0.0) 0 (0.0) 2 2.4) 0 (0.0)

drug-related adverse event
"Determined by the investigator to be related to the drug.
*Study medication withdrawn.
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2.7 FRAREE
2.7.4  FRRHZ 2

% 2.7.4:60 ITPA genotype Bl (SNP major. SNP minor) QEBMEUANES OE VBV OKRE (RE5EH|. APaT)

(043, 044 R U 045 HERHFE)

12-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV /
12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV

48-wk Peg-IFN + RBV

cc CA AA cc CA AA cC CA AA
n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
AT XF B2 451 95 24 4 122 40 3 70 28 0
BFEHFLHY 94 (98.9) 24 (100.0) | 4  (100.0) | 122  (100.0) | 40 (100.0) | 3  (100.0) | 70  (100.0) | 28 (100.0) | 0
BERERRRL 1 (LD 0 (0.0 0 (0.0 0 (0.0) 0 (0.0 0 (0.0) 0 (0.0 0 (0.0) 0
MiRE L OV o GREEE | 33 (34.7) 5 (20.8) 1 (25.0) 35 (28.7) 11 (27.5) 0 (0.0) 22 (3l14) 8 (28.6) 0
2 1. 24 (25.3) 3 (12.5) 1 (25.0) 30 (24.6) 5 (12.5) 0 (0.0) 15 (21.4) 7 (25.0) 0
R R AR A 77 (81.1) 17 (70.8) 3 (75.0) 94 (77.0) 33 (82.5) 1 (333) 57 (81.4) 23 (82.1) 0
~E 0 e D 46 (48.4) 1 (4.2) 0 (0.0) 41 (33.6) 6 (15.0) 1 (333) 33 (47.1) 9 (32.1) 0
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274514 [FHEEEESESE

HEA005FRBRIZ 35 1T 2 MR FE NI T HR A5 D JHF B RE R AR 12k - 5 /3 =7 L EUL300 mg O Hi[r[#
HAF ONC B JE O FFERERREE B E TR L T=7 L EL200 mg & A5 LZfE R, =71 e
DREMIZ, ML TR ThoTe, BHERIZALNT, EELAEFZROEGHILICE TR/
FRERLQIRL, UL RE SN ol ULEXY | BRMRAEMER (AST. ALT, £Y L E
Vo MMRZRE) A LTV SRR FERFIC A=V E LA HEIERE L2, Zib ORRK
MRATE B2 U CRRIRIICER O & 52T bz o 7z,

27452 HSEHEER

SARPE BRI BT 5 55 OB AT D 7 o 12, AR A OREBERAZ X5 & LI=BRsHER (049
RB) 0BT, A= L EAORMBIEIC AT 3 B RORB LRI LI 25, REORRO
FRSPWEIL, =7 L B OB IRk D & 5 8% RIT S - 127137
[z,

27453 EWHEEER

FEINZE DA OV IAHRRER Cld, W AERIC L2 EERAFEFZIIBD Doz, I
W EAERFER (010, 020, 024, 025, 026, 030, 034, 046, 051% UF MK-3281 0067X5R) 220>
TIH2.7.2 H|ICF# L, FRBR TR b A EHRIIEABROBBRRIER S IR L,

27454 FIRRCIZIEEFOMERA

[E NS DR IRFRER 1005 M O LI 2 AL AU RN OB L THEM L2 Z Lnb, 2 b0l
TR 5L RIS bR 5T,

72k, 043FBRTIL, RIS (B ORURHE DRSS MRS S iz, fFAETH
5 U ANEY U TIHETIE R ORER - T ORBEELENRE SN TV D72, TR E =
T, 2 OBHEEEZBE L Tz, L LAN D, YHEE OBHEEOXIGES 50 Tk o
7o, FABRE ORI LT, AT, #BRE R OEREH COBEDO £, ANTHREEZIT T2
7=, FEEELOBREO 7 ra—7 v 7ERITEL NIRRT,

27455 BEKRS

[EI PN AR TR RRBR C I B4 513680 b o 2, ENEB IR O 5 5| 043588k Ti 1218 %
HHEZ2, 24 GHEIZ3B], KTREECOBIOFHIBIC, 0443808k CTld24E 58 THHIT, 04538
B CIR BN ABI A B B BN HAE Sz, 20 9 H044RBR O 1T W EHR G S HERES
(4fF ; 5, e, BAKOMEY) RRD LN, ZRHOHFEGE, "= L ELOREDH
& (300 mg) D2fF (N=7LE/L600mg) ZRM LIZEICRBELLIZN, WTbEET, #El
IR LI [BIE LTz,
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27456 ZEWMILE
[EIN K ONMEA G R R B & b SR ELH O S 1372 o 7=,

27457 BERERREUVRBIRE
BERCER L O BB G2, AR GERES E TITHE STV,

27458 HBHIEEGLRUEMIEEICIHT EREXTHEMELEDES
ARIEIZRE Y 2 RBRIT I L 22in > 7,
k. EANROMIMNERRRE & O ICEE LA HFERITRD N0 2T,

27459 THERET—4
NRE=T LV EANKREINTWDEITZR . ERNMCET 2 3=7 L eV o REERFER O %
BRIZ7Z2 0N,
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2746
8% 2.7.411 AEFREBRHGIH (016 FHER)
Placebo + Peg-IFN | MK-7009 100 mg MK-7009 300 mg MK-7009 600 mg
+ Ribavirin bid + Peg-IFN + bid + Peg-IFN + bid + Peg-IFN +
Ribavirin Ribavirin Ribavirin
n (%) n (%) n (%) n (%)
Patients in population 22 23 22 23
with one or more 22 (100.0) 23 (100.0) 22 (100.0) 23 (100.0)
adverse events
with no adverse events 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
Blood and lymphatic 14 (63.6) 8 (34.8) 9 (40.9) 8 (34.8)
system disorders
Anaemia 3 (13.6) 2 8.7 4 (18.2) 3 (13.0)
Eosinopenia 1 4.5) 0 (0.0) 1 4.5) 0 (0.0)
Eosinophilia 0 (0.0) 0 (0.0) 1 4.5) 0 (0.0)
Hypochromasia 1 4.5) 1 4.3) 0 (0.0) 1 4.3)
Leukopenia 6 (27.3) 3 (13.0) 4 (18.2) 6 (26.1)
Neutropenia 6 (27.3) 3 (13.0) 1 4.5) 5 (21.7)
Neutrophilia 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)
Pancytopenia 0 (0.0) 0 (0.0) 1 4.5) 0 (0.0)
Thrombocytopenia 3 (13.6) 1 4.3) 6 (27.3) 3 (13.0)
Ear and labyrinth 1 4.5) 1 4.3) 0 (0.0) 3 (13.0)
disorders
Ear discomfort 0 (0.0) 1 4.3) 0 (0.0) 1 4.3)
External ear pain 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
Sudden hearing loss 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)
Tinnitus 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
Eye disorders 0 (0.0) 2 8.7 0 (0.0) 0 (0.0)
Asthenopia 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)
Eye pain 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)
Gastrointestinal 10 (45.5) 15 (65.2) 11 (50.0) 16 (69.6)
disorders
Abdominal 2 ©.1) 2 8.7 1 4.5) 3 (13.0)
discomfort
Abdominal 0 (0.0) 0 (0.0) 1 4.5) 1 4.3)
distension
Abdominal pain 0 (0.0) 1 4.3) 0 (0.0) 1 4.3)
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8% 2.7.41 HEERERGIH (016 HER) (&)

Placebo + Peg-IFN MK-7009 100 mg MK-7009 300 mg MK-7009 600 mg
+ Ribavirin bid + Peg-IFN + bid + Peg-IFN + bid + Peg-IFN +
Ribavirin Ribavirin Ribavirin
n (%) n (%) n (%) n (%)
Gastrointestinal 10 (45.5) 15 (65.2) 11 (50.0) 16 (69.6)
disorders
Abdominal pain 1 4.5) 2 8.7 0 (0.0) 1 4.3)
upper
Cheilitis 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
Constipation 0 (0.0) 1 4.3) 0 0.0) 4 (17.4)
Diarrhoea 3 (13.6) 3 (13.0) 3 (13.6) 9 (39.1)
Dyspepsia 2 9.1 2 8.7 2 9.1 4 (17.4)
Epigastric 2 9.1 1 4.3) 2 9.1 1 4.3)
discomfort
Gastritis 1 4.5) 0 (0.0) 2 ©.1) 0 (0.0)
Gastrooesophageal 0 (0.0) 1 4.3) 0 0.0) 0 (0.0)
reflux disease
Gingivitis 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)
Nausea 4 (18.2) 6 (26.1) 1 4.5) 9 (39.1)
Periodontitis 0 (0.0) 2 8.7) 1 4.5) 0 (0.0)
Stomatitis 1 4.5) 1 4.3) 0 (0.0) 1 4.3)
Vomiting 0 (0.0) 0 (0.0) 0 (0.0) 6 (26.1)
General disorders and 18 (81.8) 15 (65.2) 18 (81.8) 15 (65.2)
administration site
conditions
Chest pain 0 (0.0) 0 (0.0) 1 4.5) 0 (0.0)
Chills 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)
Fatigue 4 (18.2) 7 (30.4) 2 9.1) 6 (26.1)
Feeling hot 0 (0.0) 3 (13.0) 0 (0.0) 0 (0.0)
Influenza like 3 (13.6) 0 (0.0) 1 4.5) 1 4.3)
illness
Irritability 0 (0.0) 0 (0.0) 1 4.5) 0 (0.0)
Malaise 5 (22.7) 2 8.7) 3 (13.6) 1 4.3)
Oedema 1 4.5) 1 4.3) 0 (0.0) 0 (0.0)
Pyrexia 12 (54.5) 12 (52.2) 15 (68.2) 9 (39.1)
Sensation of 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
foreign body
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8% 2.7.41 HEERERGIH (016 HER) (&)

Placebo + Peg-IFN MK-7009 100 mg MK-7009 300 mg MK-7009 600 mg
+ Ribavirin bid + Peg-IFN + bid + Peg-IFN + bid + Peg-IFN +
Ribavirin Ribavirin Ribavirin
n (%) n (%) n (%) n (%)
Infections and 4 (18.2) 1 4.3) 2 9.1 2 8.7
infestations
Bronchitis 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)
Cystitis 1 4.5) 1 4.3) 0 (0.0) 0 (0.0)
Nasopharyngitis 1 4.5) 0 (0.0) 2 9.1 2 8.7)
Otitis externa 0 (0.0) 1 4.3) 0 0.0) 0 (0.0)
Paronychia 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)
Injury, poisoning and 0 (0.0) 0 (0.0) 1 4.5) 1 4.3)
procedural
complications
Excoriation 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
Laceration 0 (0.0) 0 (0.0) 1 4.5) 0 (0.0)
Investigations 17 (77.3) 17 (73.9) 18 (81.8) 19 (82.6)
Alanine 0 (0.0) 1 4.3) 1 4.5) 1 4.3)
aminotransferase
increased
Aspartate 0 (0.0) 1 4.3) 0 (0.0) 1 4.3)
aminotransferase
increased
Bilirubin 1 4.5) 1 4.3) 0 (0.0) 2 8.7
conjugated
increased
Blood alkaline 0 (0.0) 1 4.3) 1 4.5) 0 (0.0)
phosphatase
increased
Blood bilirubin 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)
increased
Blood creatinine 1 4.5) 0 (0.0) 0 (0.0) 2 8.7)
increased
Blood potassium 1 4.5) 0 0.0) 2 ©.1) 1 4.3)
decreased
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8% 2.7.41 HEERERGIH (016 HER) (&)

Placebo + Peg-IFN MK-7009 100 mg MK-7009 300 mg MK-7009 600 mg
+ Ribavirin bid + Peg-IFN + bid + Peg-IFN + bid + Peg-IFN +
Ribavirin Ribavirin Ribavirin
n (%) n (%) n (%) n (%)
Investigations 17 (77.3) 17 (73.9) 18 (81.8) 19 (82.6)
Blood pressure 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
decreased
Blood thyroid 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)
stimulating
hormone decreased
Blood thyroid 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)
stimulating
hormone increased
Blood urea 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
increased
Eosinophil count 6 (27.3) 3 (13.0) 3 (13.6) 3 (13.0)
decreased
Glucose urine 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)
present
Haematocrit 3 (13.6) 2 8.7) 3 (13.6) 2 8.7)
decreased
Haemoglobin 8 (36.4) 9 (39.1) 7 (31.8) 10 (43.5)
decreased
Lymphocyte count 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
decreased
Lymphocyte count 0 (0.0) 0 (0.0) 1 4.5) 0 (0.0)
increased
Monocyte count 0 (0.0) 3 (13.0) 2 ©.1) 0 (0.0)
increased
Neutrophil count 7 (31.8) 7 (30.4) 9 (40.9) 11 (47.8)
decreased
Platelet count 9 (40.9) 12 (52.2) 11 (50.0) 9 (39.1)
decreased
Protein total 0 (0.0) 0 0.0) 0 (0.0) 1 4.3)
increased
Protein urine 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
Protein urine 0 (0.0) 0 (0.0) 1 4.5) 0 (0.0)
present
Red blood cell 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)
count decreased
Weight decreased 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
White blood cell 10 (45.5) 15 (65.2) 15 (68.2) 15 (65.2)
count decreased
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8% 2.7.41 HEERERGIH (016 HER) (&)

Placebo + Peg-IFN MK-7009 100 mg MK-7009 300 mg MK-7009 600 mg
+ Ribavirin bid + Peg-IFN + bid + Peg-IFN + bid + Peg-IFN +
Ribavirin Ribavirin Ribavirin
n (%) n (%) n (%) n (%)
Investigations 17 (77.3) 17 (73.9) 18 (81.8) 19 (82.6)
White blood cell 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)
count increased
Metabolism and 4 (18.2) 3 (13.0) 4 (18.2) 6 (26.1)
nutrition disorders
Decreased appetite 4 (18.2) 3 (13.0) 3 (13.6) 5 (21.7)
Hypoalbuminaemia 0 (0.0) 0 (0.0) 1 4.5) 1 4.3)
Hypoproteinaemia 0 (0.0) 0 (0.0) 1 4.5) 0 (0.0)
Musculoskeletal and 3 (13.6) 8 (34.8) 4 (18.2) 7 (30.4)
connective tissue
disorders
Arthralgia 2 9.1 6 (26.1) 1 4.5) 4 (17.4)
Back pain 0 (0.0) 3 (13.0) 0 (0.0) 2 8.7
Muscle spasms 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
Musculoskeletal 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
pain
Musculoskeletal 0 (0.0) 3 (13.0) 1 4.5) 0 (0.0)
stiffness
Myalgia 0 (0.0) 2 8.7 2 9.1 2 8.7
Pain in extremity 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
Periarthritis 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)
Nervous system 4 (18.2) 10 (43.5) 4 (18.2) 11 (47.8)
disorders
Depressed level of 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
consciousness
Dizziness 0 (0.0) 1 4.3) 0 (0.0) 2 8.7
Dysgeusia 1 4.5) 2 8.7 2 9.1 1 4.3)
Headache 3 (13.6) 8 (34.8) 2 .1 9 (39.1)
Hypoaesthesia 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)
Paraesthesia 0 (0.0) 0 0.0) 0 (0.0) 1 4.3)
Somnolence 0 (0.0) 0 (0.0) 1 (4.5) 0 (0.0)
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8% 2.7.41 HEERERGIH (016 HER) (&)

Placebo + Peg-IFN MK-7009 100 mg MK-7009 300 mg MK-7009 600 mg
+ Ribavirin bid + Peg-IFN + bid + Peg-IFN + bid + Peg-IFN +
Ribavirin Ribavirin Ribavirin
n (%) n (%) n (%) n (%)
Psychiatric disorders 2 ©.1) 1 4.3) 3 (13.6) 2 8.7)
Affect lability 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)
Depression 0 (0.0) 0 (0.0) 1 4.5) 1 4.3)
Insomnia 1 4.5) 1 4.3) 2 9.1 2 8.7)
Renal and urinary 2 9.1 1 4.3) 1 4.5) 2 8.7)
disorders
Glycosuria 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
Nocturia 0 (0.0) 0 (0.0) 1 4.5) 0 (0.0)
Pollakiuria 2 ©.1) 1 4.3) 0 (0.0) 0 (0.0)
Proteinuria 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
Respiratory, thoracic 4 (18.2) 3 (13.0) 6 (27.3) 5 (21.7)
and mediastinal
disorders
Cough 2 ©.1) 1 4.3) 4 (18.2) 3 (13.0)
Dysphonia 0 (0.0) 0 (0.0) 0 (0.0) 2 8.7)
Dyspnoea 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)
Epistaxis 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
Oropharyngeal 0 (0.0) 1 4.3) 0 (0.0) 1 4.3)
discomfort
Oropharyngeal pain 0 (0.0) 1 4.3) 1 4.5) 0 (0.0)
Rhinorrhoea 1 4.5) 0 (0.0) 1 4.5) 0 (0.0)
Upper respiratory 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)
tract inflammation
Skin and subcutaneous 6 (27.3) 9 (39.1) 7 (31.8) 6 (26.1)
tissue disorders
Alopecia 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
Eczema 1 4.5) 3 (13.0) 1 4.5) 1 4.3)
Pain of skin 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)
Pruritus 5 (22.7) 1 4.3) 3 (13.6) 3 (13.0)
Rash 1 4.5) 4 17.4) 3 (13.6) 2 8.7
Skin induration 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)
Vascular disorders 2 ©.1) 0 (0.0) 1 4.5) 2 8.7)
Hot flush 0 (0.0) 0 (0.0) 1 4.5) 1 4.3)
Hypertension 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)
Peripheral coldness 1 4.5) 0 (0.0) 0 (0.0) 1 4.3)
Every patient is counted a single time for each applicable specific adverse event. A patient with multiple adverse
events within a system organ class is counted a single time for that system organ class.
A system organ class or specific adverse event appears on this report only if its incidence in one or more of the
columns is greater than or equal to the percent incidence specified in the report title, after rounding.
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2.7 FRARMBEE
2.7.4  FRERHZE 2

8% 2.7.42 AERZRREMIH (043 5B

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Patients in population 98 97 98 293
with one or more 98 (100.0) 97 (100.0) 98 (100.0) 293 (100.0)
adverse events
with no adverse events 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
Blood and lymphatic 33 (33.7) 25 (25.8) 30 (30.6) 88 (30.0)
system disorders
Anaemia 25 (25.5) 19 (19.6) 22 (22.4) 66 (22.5)
Eosinophilia 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Erythropenia 1 (1.0) 0 (0.0) 0 0.0) 1 0.3)
Haemolytic 2 (2.0) 2 2.1 2 (2.0) 6 (2.0)
anaemia
Hypochromasia 1 (1.0) 0 (0.0) 1 (1.0) 2 (0.7)
Leukopenia 4 4.1) 4 4.1 3 3.1 11 (3.8)
Lymphopenia 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
Neutropenia 8 8.2) 4 4.1 7 7.1 19 (6.5)
Thrombocytopenia 3 3.D 1 (1.0) 1 (1.0) 5 1.7)
Cardiac disorders 7 7.1 7 (7.2) 6 6.1) 20 (6.8)
Arrhythmia 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
Atrial fibrillation 2 (2.0) 1 (1.0) 0 (0.0) 3 (1.0)
Atrioventricular 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
block first degree
Bradycardia 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
Extrasystoles 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
Palpitations 2 2.0) 3 3.1 2 (2.0) 7 24
Pericarditis 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Supraventricular 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
extrasystoles
Ventricular 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
extrasystoles
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2.7 EEARAE
2.7.4  FRERHZE 2

8% 2.7.42 HEERERGIH (043 HER) (Br2&)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Ear and labyrinth 5 5.1 6 (6.2) 11 (11.2) 22 (7.5)
disorders
Deafness 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Deafness 0 (0.0) 0 (0.0) 2 (2.0) 2 0.7)
neurosensory
Ear discomfort 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
Endolymphatic 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
hydrops
Meniere's disease 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Sudden hearing loss 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Tinnitus 1 (1.0) 3 3.1 0 (0.0) 4 1.4)
Vertigo 3 3.1 3 3.1 5 5.1 11 (3.8)
Vertigo positional 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
Endocrine disorders 8 8.2) 4 4.1 8 8.2) 20 (6.8)
Autoimmune 0 (0.0) 2 2.1 1 (1.0) 3 (1.0)
thyroiditis
Basedow's disease 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Hyperthyroidism 1 (1.0) 0 (0.0) 3 3.1 4 1.4)
Hypothyroidism 3 3.1 1 (1.0) 3 3.1 7 24
Inappropriate 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
antidiuretic
hormone secretion
Thyroid disorder 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
Thyroiditis 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
Eye disorders 24 (24.5) 27 (27.8) 35 (35.7) 86 (29.4)
Abnormal sensation 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
in eye
Accommodation 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
disorder
Asthenopia 2 (2.0) 2 2.1 1 (1.0) 5 1.7)
Blepharitis 1 (1.0) 0 (0.0) 3 3.1 4 1.4
Cataract 1 (1.0) 1 (1.0) 1 (1.0) 3 (1.0)
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2.7 EEARAE
2.7.4  FRERHZE 2

8% 2.7.42 HEERERGIH (043 HER) (Br2&)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Eye disorders 24 (24.5) 27 (27.8) 35 (35.7) 86 (29.4)
Chalazion 2 (2.0) 1 (1.0) 2 (2.0) 5 1.7)
Conjunctival 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
deposit
Conjunctival 3 3.1 0 (0.0) 0 (0.0) 3 (1.0)
haemorrhage
Conjunctival 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
hyperaemia
Conjunctivitis 3 3.1 2 2.1 4 4.1) 9 3.1
Conjunctivitis 0 (0.0) 1 (1.0) 3 3.1 4 (1.4)
allergic
Corneal erosion 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Dry eye 7 7.1 7 (7.2) 2 (2.0) 16 (5.5
Eye discharge 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
Eye pain 0 (0.0) 2 2.1) 1 (1.0) 3 (1.0)
Eye pruritus 1 (1.0) 0 (0.0) 2 (2.0) 3 (1.0)
Eyelid oedema 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Glaucoma 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
Keratitis 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Lacrimation 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
increased
Ocular discomfort 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Ocular hyperaemia 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Optic disc 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
haemorrhage
Photophobia 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Photopsia 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Pingueculitis 1 (1.0) 0 0.0) 0 (0.0) 1 0.3)
Punctate keratitis 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
Retinal exudates 0 (0.0) 2 2.1 1 (1.0) 3 (1.0)
Retinal 1 (1.0) 1 (1.0) 6 6.1) 8 2.7
haemorrhage
Retinopathy 3 3.1 7 (7.2) 12 (12.2) 22 (7.5)
Vision blurred 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
Visual acuity 2 (2.0) 2 2.1 0 (0.0) 4 1.4)
reduced
Vitreous floaters 0 (0.0) 2 (2.1) 3 3.1 5 (1.7)
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2.7 EEARAE
2.7.4  FRERHZE 2

8% 2.7.42 HEERERGIH (043 HER) (Br2&)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Gastrointestinal 80 (81.6) 76 (78.4) 74 (75.5) 230 (78.5)
disorders
Abdominal 16 (16.3) 18 (18.6) 10 (10.2) 44 (15.0)
discomfort
Abdominal 0 (0.0) 4 4.1 3 3.1 7 2.4
distension
Abdominal pain 3 3.1 3 3.1 2 (2.0) 8 2.7
Abdominal pain 12 (12.2) 10 (10.3) 8 (8.2) 30 (10.2)
upper
Anal fissure 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Anal fistula 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Anal prolapse 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Aphthous stomatitis 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Aptyalism 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
Cheilitis 6 6.1) 7 (7.2) 4 4.1 17 (5.8)
Colitis 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
Constipation 11 (11.2) 12 (12.4) 11 (11.2) 34 (11.6)
Dental caries 2 (2.0) 5 (5.2) 0 (0.0) 7 2.4
Dental discomfort 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Diarrhoea 30 (30.6) 21 (21.6) 22 (22.4) 73 (24.9)
Dry mouth 2 (2.0) 2 2.1) 3 3.1) 7 2.4)
Dyspepsia 13 (13.3) 7 (7.2) 6 6.1) 26 8.9)
Enterocolitis 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
Epigastric 1 (1.0) 1 (1.0) 2 (2.0) 4 1.4)
discomfort
Eructation 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Faeces discoloured 0 (0.0) 0 (0.0) 2 (2.0) 2 0.7)
Faeces hard 1 (1.0) 0 0.0) 0 (0.0) 1 0.3)
Gastric polyps 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
Gastritis 1 (1.0) 6 (6.2) 4 4.1 11 (3.8)
Gastritis erosive 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
Gastrointestinal 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
hypermotility
Gastrooesophageal 1 (1.0) 2 2.1 3 3.1 6 (2.0)
reflux disease
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2.7 EEARAE
2.7.4  FRERHZE 2

8% 2.7.42 HEERERGIH (043 HER) (Br2&)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Gastrointestinal 80 (81.6) 76 (78.4) 74 (75.5) 230 (78.5)
disorders
Gingival bleeding 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Gingival swelling 1 (1.0) 0 (0.0) 2 (2.0) 3 (1.0)
Glossitis 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Glossodynia 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Haemorrhoidal 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
haemorrhage
Haemorrhoids 2 (2.0) 2 2.1) 1 (1.0) 5 1.7
Tleus 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Large intestine 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
polyp
Lip dry 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
Mallory-Weiss 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
syndrome
Mouth ulceration 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
Nausea 36 (36.7) 32 (33.0) 27 (27.6) 95 (32.4)
Oesophageal 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
discomfort
Oral pain 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Pancreatic cyst 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Paraesthesia oral 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Periodontal disease 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Retching 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Saliva altered 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Stomatitis 12 (12.2) 29 (29.9) 22 (22.4) 63 (21.5)
Tooth disorder 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Toothache 0 (0.0) 1 (1.0) 2 (2.0) 3 (1.0)
Vomiting 25 (25.5) 30 (30.9) 9 9.2) 64 (21.8)
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2.7 EEARAE
2.7.4  FRERHZE 2

8% 2.7.42 HEERERGIH (043 HER) (Br2&)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
General disorders and 94 (95.9) 95 97.9) 95 (96.9) 284 (96.9)
administration site
conditions
Asthenia 0 (0.0) 2 (2.1 0 (0.0) 2 0.7)
Chest discomfort 3 3.1 2 2.1 0 (0.0) 5 1.7)
Chest pain 0 (0.0) 3 3.1 2 (2.0) 5 1.7
Chills 1 (1.0) 6 (6.2) 1 (1.0) 8 2.7
Fatigue 28 (28.6) 29 (29.9) 20 (20.4) 77 (26.3)
Feeling abnormal 0 (0.0) (0.0) 1 (1.0) 1 0.3)
Feeling hot 1 (1.0) 0 (0.0) 2 (2.0) 3 (1.0)
Feeling jittery 1 (1.0) 0 (0.0) (0.0) 1 (0.3)
Gait disturbance 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Influenza like 6 6.1) 10 (10.3) 12 (12.2) 28 9.6)
illness
Injection site 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
anaesthesia
Injection site 2 (2.0) 2 2.1 3 3.1 7 2.4
dermatitis
Injection site 11 (11.2) 14 (14.4) 16 (16.3) 41 (14.0)
erythema
Injection site 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
induration
Injection site 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
inflammation
Injection site pain 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Injection site 4 4.1) (8.2) 9 9.2) 21 (7.2)
pruritus
Injection site rash 0 (0.0) 0 0.0) 4 4.1 4 (1.4)
Injection site 24 (24.5) 26 (26.8) 28 (28.6) 78 (26.6)
reaction
Injection site 1 (1.0) 3 3.1 2 (2.0) 6 2.0)
swelling
Injection site 0 (0.0) 2 2.1 1 (1.0) 3 (1.0)
warmth
Irritability 0 (0.0) 1 (1.0) 3 3.1 4 1.4)
Malaise 31 (31.6) 32 (33.0) 37 (37.8) 100 (34.1)
Oedema 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Pain 2 (2.0) 0 (0.0) 0 (0.0) 2 0.7)
Pseudopolyp 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
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2.7 EEARAE
2.7.4  FRERHZE 2

8% 2.7.42 HEERERGIH (043 HER) (Br2&)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
General disorders and 94 (95.9) 95 (97.9) 95 (96.9) 284 (96.9)
administration site
conditions
Pyrexia 79 (80.6) 69 (71.1) 80 (81.6) 228 (77.8)
Thirst 3 3.1 2 2.1 1 (1.0) 6 (2.0)
Vessel puncture site 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
pruritus
Hepatobiliary disorders 8 8.2) 6 (6.2) 7 (7.1) 21 (7.2)
Cholelithiasis 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
Gallbladder polyp 0 0.0) 0 (0.0) 1 (1.0) 1 0.3)
Hepatic function 6 6.1) 4 “4.1) 4 4.1 14 4.8)
abnormal
Hepatic steatosis 1 (1.0) 0 (0.0) 2 (2.0) 3 (1.0)
Hyperbilirubinaemia 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Immune system 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
disorders
Seasonal allergy 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
Infections and 37 (37.8) 43 (44.3) 46 (46.9) 126 (43.0)
infestations
Acute sinusitis 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Adenoviral 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
conjunctivitis
Bacterial infection 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Bartholin's abscess 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Bronchitis 1 (1.0) 2 2.1 1 (1.0) 4 1.4
Cellulitis 1 (1.0) 2 2.1 2 (2.0) 5 1.7)
Cystitis 6 6.1) 3 3.1 3 (3.1) 12 4.1
Diarrhoea infectious 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
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2.7.4  FRERHZE 2

8% 2.7.42 HEERERGIH (043 HER) (Br2&)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Infections and 37 (37.8) 43 (44.3) 46 (46.9) 126 (43.0)
infestations
Eye infection 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Folliculitis 1 (1.0) 1 (1.0) 4 4.1 6 (2.0)
Gastroenteritis 1 (1.0) 3 3.1 2 (2.0) 6 (2.0)
Gingivitis 2 (2.0) 2 2.1 1 (1.0) 5 1.7
Herpes simplex 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Herpes zoster 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
Hordeolum 2 (2.0) 0 (0.0) 0 (0.0) 2 0.7)
Impetigo 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Infected dermal 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
cyst
Influenza 0 (0.0) 2 2.1 3 3.1 5 1.7
Lip infection 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Nasal vestibulitis 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Nasopharyngitis 21 (21.4) 29 (29.9) 31 (31.6) 81 (27.6)
Onychomycosis 0 (0.0) 0 (0.0) 3 3.1 3 (1.0)
Oral candidiasis 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
Oral herpes 1 (1.0) 0 (0.0) 3 3.1 4 1.4
Otitis externa 1 (1.0) 0 (0.0) 3 3.1 4 (1.4)
Otitis media 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Paronychia 1 (1.0) 1 (1.0) 1 (1.0) 3 (1.0)
Pericoronitis 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
Periodontitis 1 (1.0) 2 2.1 1 (1.0) 4 1.4)
Pharyngitis 2 2.0) 2 2.1 4 4.1 8 2.7
Pneumonia 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Purulence 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Rhinitis 0 (0.0) 1 (1.0) 2 (2.0) 3 (1.0)
Sinusitis 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
Skin candida 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
Tinea infection 1 (1.0) 2 2.1 0 (0.0) 3 (1.0)
Tinea pedis 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)

274 FRIRHZE 2N
- 143 -

C confidential



NR=71L )N H7EILA

2.7 EEARAE
2.7.4  FRERHZE 2

8% 2.7.42 HEERERGIH (043 HER) (Br2&)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Infections and 37 (37.8) 43 (44.3) 46 (46.9) 126 (43.0)
infestations
Tracheobronchitis 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
mycoplasmal
Upper respiratory 3 3.D 4 4.1 2 (2.0) 9 3.D
tract infection
Urinary tract 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
infection
Urinary tract 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
infection bacterial
Vulvovaginal 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
candidiasis
Injury, poisoning and 7 (7.1) 16 (16.5) 17 (17.3) 40 (13.7)
procedural
complications
Accidental 2 (2.0) 3 (3.1) 6 6.1) 11 (3.8)
overdose
Animal bite 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Arthropod bite 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Arthropod sting 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Contusion 3 3.1 3 3.1) 1 (1.0) 7 2.4)
Epicondylitis 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Excoriation 0 (0.0) 2 2.1 1 (1.0) 3 (1.0)
Eye contusion 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Fall 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
Hand fracture 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Heat stroke 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Laceration 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
Ligament injury 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
Ligament sprain 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
Muscle strain 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
Rib fracture 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
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8% 2.7.42 HEERERGIH (043 HER) (Br2&)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Injury, poisoning and 7 (7.1) 16 (16.5) 17 (17.3) 40 (13.7)
procedural
complications
Spinal compression 0 (0.0) 1 (1.0) 0 0.0) 1 0.3)
fracture
Sunburn 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
Thermal burn 0 (0.0) 1 (1.0) 3 3.1 4 1.4
Tongue injury 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Tooth fracture 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Wound 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Investigations 79 (80.6) 83 (85.6) 80 (81.6) 242 (82.6)
Alanine 2 (2.0) 7 (7.2) 7 (7.1) 16 (5.5)
aminotransferase
increased
Amylase increased 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Aspartate 2 (2.0) 6 (6.2) 7 (7.1) 15 5.1
aminotransferase
increased
Bilirubin 2 2.0) 5 (5.2) 2 (2.0) 9 3.1
conjugated
increased
Blood albumin 2 (2.0) 5 (5.2) 1 (1.0) 8 2.7
decreased
Blood alkaline 4 “4.1) 6 (6.2) 8 8.2) 18 6.1)
phosphatase
increased
Blood bilirubin 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
decreased
Blood bilirubin 7 7.1 12 (12.4) 7 (7.1) 26 8.9)
increased
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2.7 EEARAE
2.7.4  FRERHZE 2

8% 2.7.42 HEERERGIH (043 HER) (Br2&)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Investigations 79 (80.6) 83 (85.6) 80 (81.6) 242 (82.6)
Blood calcium 7 (7.1) 10 (10.3) 6 6.1) 23 (7.8)
decreased
Blood calcium 0 (0.0) 1 (1.0) 0 0.0) 1 0.3)
increased
Blood cholesterol 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
decreased
Blood cholesterol 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
increased
Blood creatinine 0 (0.0) 2 2.1 0 0.0) 2 0.7)
decreased
Blood creatinine 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
increased
Blood insulin 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
increased
Blood lactate 7 (7.1) 6 (6.2) 6 6.1) 19 6.5)
dehydrogenase
increased
Blood phosphorus 5 5.1) 3 3.1 5 5.1) 13 4.4)
decreased
Blood phosphorus 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
increased
Blood potassium 1 (1.0) 2 2.1 0 (0.0) 3 (1.0)
decreased
Blood potassium 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
increased
Blood pressure 3 3.1 0 (0.0) 0 (0.0) 3 (1.0)
decreased
Blood pressure 1 (1.0) 2 2.1 0 (0.0) 3 (1.0)
increased
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2.7 EEARAE
2.7.4  FRERHZE 2

8% 2.7.42 HEERERGIH (043 HER) (Br2&)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Investigations 79 (80.6) 83 (85.6) 80 (81.6) 242 (82.6)
Blood thyroid 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
stimulating hormone
abnormal
Blood thyroid 1 (1.0) 2 2.1 1 (1.0) 4 (1.4)
stimulating hormone
decreased
Blood thyroid 2 (2.0) 3 3.1 11 (11.2) 16 (5.5)
stimulating hormone
increased
Blood triglycerides 2 (2.0) 2 2.1 2 (2.0) 6 (2.0)
increased
Blood urea increased 2 (2.0) 1 (1.0) 1 (1.0) 4 (1.4)
Blood uric acid 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
decreased
Blood uric acid 8 (8.2) 5 (5.2) 5 5.1 18 6.1)
increased
Blood urine present 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
C-reactive protein (0.0) 0 (0.0) 2 (2.0) 2 0.7)
increased
Cell marker 1 (1.0) 2 2.1 2 (2.0) 5 1.7
increased
Electrocardiogram T 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
wave inversion
Eosinophil count 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
increased
Gamma-glutamyltra 6 (6.1) 9 9.3) 11 (11.2) 26 8.9)
nsferase increased
Glycosylated 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
haemoglobin
decreased
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NR=71L )N H7EILA

2.7 EEARAE
2.7.4  FRERHZE 2

8% 2.7.42 HEERERGIH (043 HER) (Br2&)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Investigations 79 (80.6) 83 (85.6) 80 (81.6) 242 (82.6)
Glycosylated 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
haemoglobin
increased
Haematocrit 8 8.2) 2 2.1 3 3.1 13 4.4
decreased
Haemoglobin 35 (35.7) 31 (32.0) 42 (42.9) 108 (36.9)
decreased
High density 2 (2.0) 0 (0.0) 1 (1.0) 3 (1.0)
lipoprotein
decreased
Lipids abnormal 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Low density 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
lipoprotein
decreased
Low density 0 (0.0) 1 (1.0) 2 (2.0) 3 (1.0)
lipoprotein
increased
Lymphocyte count 5 (5.1) 3 3.1 2 (2.0) 10 (3.4)
decreased
Lymphocyte count 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
increased
Mean cell volume 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
decreased
Monocyte count 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
increased
Neutrophil count 50 (51.0) 46 (47.4) 43 (43.9) 139 (47.4)
decreased
Platelet count 28 (28.6) 36 (37.1) 36 (36.7) 100 (34.1)
decreased
Protein total 2 (2.0) 3 3.1 3 3.1 8 2.7
decreased
Protein total 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
increased
Protein urine 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
present
Red blood cell 7 (7.1) 7 (7.2) 7 (7.1) 21 (7.2)
count decreased
Reticulocyte count 1 (1.0) 3 3.1 0 (0.0) 4 (1.4)
decreased
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N=FLENL B EAH
2.7 FRARMBEE
2.7.4  FRERHZE 2

8% 2.7.42 HEERERGIH (043 HER) (Br2&)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Investigations 79 (80.6) 83 (85.6) 80 (81.6) 242 (82.6)
Reticulocyte count 4 4.1) 1 (1.0) 0 (0.0) 5 (1.7)
increased
Reticulocyte 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
percentage increased
Thyroid function test 0 (0.0) 1 (1.0) 2 (2.0) 3 (1.0)
abnormal
Thyroxine free 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
decreased
Tri-iodothyronine free 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
increased
Tri-iodothyronine 1 (1.0) 0 (0.0) 2 (2.0) 3 (1.0)
increased
Weight decreased 15 (15.3) 12 (12.4) 9 9.2) 36 (12.3)
White blood cell count 45 (45.9) 44 45.4) 45 (45.9) 134 (45.7)
decreased
White blood cell count 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
increased
Metabolism and nutrition 35 (35.7) 41 (42.3) 42 (42.9) 118 (40.3)
disorders
Decreased appetite 32 (32.7) 32 (33.0) 35 (35.7) 99 (33.8)
Dehydration 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
Diabetes mellitus 1 (1.0) 0 (0.0) 2 (2.0) 3 (1.0)
Dyslipidaemia 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
Glucose tolerance 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
impaired
Hypercholesterolaemi 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
a
Hyperglycaemia 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Hyperlipidaemia 0 (0.0) 2 2.1 0 (0.0) 2 0.7)
Hypertriglyceridaemia 0 (0.0) 2 (2.1) 1 (1.0) 3 (1.0)
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NR=71L )N H7EILA

2.7 EEARAE
2.7.4  FRERHZE 2

8% 2.7.42 HEERERGIH (043 HER) (Br2&)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Metabolism and nutrition 35 (35.7) 41 (42.3) 42 (42.9) 118 (40.3)
disorders
Hyperuricaemia 1 (1.0) 3 3.1 4 “4.1) 8 2.7)
Hypoalbuminaemia 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
Hypocalcaemia 1 (1.0) 3 3.1) 1 (1.0) 5 (1.7)
Hypoglycaemia 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Hypokalaemia 1 (1.0) 2 2.1 1 (1.0) 4 1.4
Hypophosphataemia 0 (0.0) 3 3.1 0 (0.0) 3 (1.0)
Type 2 diabetes 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
mellitus
Musculoskeletal and 51 (52.0) 55 (56.7) 49 (50.0) 155 (52.9)
connective tissue
disorders
Arthralgia 30 (30.6) 34 (35.1) 29 (29.6) 93 (31.7)
Arthritis 2 (2.0) 1 (1.0) 0 (0.0) 3 (1.0)
Back pain 15 (15.3) 17 (17.5) 18 (18.4) 50 (17.1)
Bone pain 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Bursitis 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Chondrocalcinosis 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
pyrophosphate
Coccydynia 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Intervertebral disc 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
protrusion
Joint swelling 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Limb discomfort 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Muscle spasms 1 (1.0) 2 2.1 2 (2.0) 5 1.7)
Muscular weakness 0 (0.0) 0 (0.0) 2 (2.0) 2 0.7)
Musculoskeletal chest 1 (1.0) 0 0.0) 0 (0.0) 1 0.3)
pain

274 FRIRHZE 2N
- 150 -

C confidential



N=FLENL B EAH
2.7 FRARMBEE
2.7.4  FRERHZE 2

8% 2.7.42 HEERERGIH (043 HER) (Br2&)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Musculoskeletal and 51 (52.0) 55 (56.7) 49 (50.0) 155 (52.9)
connective tissue
disorders
Musculoskeletal 1 (1.0) 0 0.0) 0 (0.0) 1 (0.3)
discomfort
Musculoskeletal pain 2 (2.0) 2 2.1) 2 (2.0) 6 (2.0)
Musculoskeletal 3 3.1 6 (6.2) 3 3.1 12 4.1
stiffness
Myalgia 9 9.2) 17 (17.5) 12 (12.2) 38 (13.0)
Neck pain 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
Nodal osteoarthritis 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Osteoarthritis 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
Pain in extremity 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
Periarthritis 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Sensation of heaviness 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
Soft tissue mass 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
Spinal osteoarthritis 0 (0.0) 1 (1.0) 1 (1.0) 2 (0.7)
Temporomandibular 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
joint syndrome
Tenosynovitis 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
Trigger finger 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Neoplasms benign, 3 3.1 2 2.1 3 3.1 8 2.7)
malignant and unspecified
(incl cysts and polyps)
Endometrial cancer 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
Gastric cancer 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Gastrointestinal 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
submucosal tumour
Haemangioma 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
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NR=71L )N H7EILA

2.7 EEARAE
2.7.4  FRERHZE 2

8% 2.7.42 HEERERGIH (043 HER) (Br2&)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Neoplasms benign, 3 3.1 2 2.1) 3 3.1 8 2.7
malignant and
unspecified (incl cysts
and polyps)
Hepatocellular 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
carcinoma
Pyogenic 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
granuloma
Rectal cancer 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Uterine leiomyoma 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Nervous system 65 (66.3) 60 (61.9) 68 (69.4) 193 (65.9)
disorders
Ageusia 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Cervicobrachial 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
syndrome
Cubital tunnel 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
syndrome
Dizziness 8 8.2) 6 (6.2) 13 (13.3) 27 9.2)
Dizziness postural 3 3.1 4 4.1) 1 (1.0) 8 2.7
Dysgeusia 26 (26.5) 23 (23.7) 19 (19.4) 68 (23.2)
Facial nerve 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
disorder
Head discomfort 0 (0.0) 0 (0.0) 3 3.1 3 (1.0)
Headache 49 (50.0) 47 (48.5) 46 (46.9) 142 (48.5)
Hyperaesthesia 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Hypoaesthesia 0 (0.0) 4 4.1 1 (1.0) 5 1.7)
Hypogeusia 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Intercostal 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
neuralgia
Loss of 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
consciousness
Migraine 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Muscle 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
contractions
involuntary

274 FRIRHZE 2N
- 152 -

C confidential



N=FLENL B EAH
2.7 FRARMBEE
2.7.4  FRERHZE 2

8% 2.7.42 HEERERGIH (043 HER) (Br2&)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Nervous system 65 (66.3) 60 (61.9) 68 (69.4) 193 (65.9)
disorders
Neuralgia 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
Neuropathy 0 (0.0) 1 (1.0) 0 0.0) 1 0.3)
peripheral
Paraesthesia 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
Parosmia 2 2.0) 2 2.1 2 (2.0) 6 2.0)
Restless legs 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
syndrome
Sensory 0 (0.0) 1 (1.0) 0 0.0) 1 0.3)
disturbance
Somnolence 2 (2.0) 0 (0.0) 2 (2.0) 4 1.4)
Subarachnoid 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
haemorrhage
Syncope 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
Tremor 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
Visual field defect 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Psychiatric disorders 26 (26.5) 26 (26.8) 27 (27.6) 79 (27.0)
Abulia 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
Affect lability 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Affective disorder 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Aggression 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Agoraphobia 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
Anxiety 2 (2.0) 1 (1.0) 3 3.1 6 (2.0)
Anxiety disorder 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Apathy 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Boredom 2 (2.0) 1 (1.0) 2 (2.0) 5 1.7
Depressed mood 1 (1.0) 1 (1.0) 1 (1.0) 3 (1.0)
Depression 4 4.1 0 (0.0) 4 4.1) 8 2.7
Dysthymic disorder 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
Insomnia 14 (14.3) 23 (23.7) 20 (20.4) 57 (19.5)
Mood altered 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Nervousness 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
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N=FLENL B EAH
2.7 FRARMBEE
2.7.4  FRERHZE 2

8% 2.7.42 HEERERGIH (043 HER) (Br2&)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Psychiatric disorders 26 (26.5) 26 (26.8) 27 (27.6) 79 (27.0)
Panic disorder 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Panic reaction 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Sleep disorder 1 (1.0) 0 (0.0) 0 0.0) 1 0.3)
Taciturnity 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
Renal and urinary 7 (7.1 6 (6.2) 5 (5.1) 18 6.1)
disorders
Calculus urinary 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Dysuria 2 (2.0) 0 (0.0) 0 (0.0) 2 0.7)
Hydronephrosis 0 (0.0) 1 (1.0) 0 0.0) 1 0.3)
Hypertonic bladder 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
Nephrolithiasis 1 (1.0) 2 2.1 1 (1.0) 4 1.4)
Nocturia 1 (1.0) 0 (0.0) 2 (2.0) 3 (1.0)
Pollakiuria 1 (1.0) 2 2.1 1 (1.0) 4 (1.4)
Proteinuria 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
Renal cyst 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Renal impairment 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Reproductive system 1 (1.0) 0 (0.0) 4 4.1 5 1.7)
and breast disorders
Genital discharge 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Genital 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
haemorrhage
Menstruation 0 (0.0) 0 (0.0) 2 (2.0) 2 0.7)
irregular
Ovarian cyst 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Vaginal 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
inflammation
Respiratory, thoracic 23 (23.5) 28 (28.9) 36 (36.7) 87 (29.7)
and mediastinal
disorders
Allergic bronchitis 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
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2.7 FRARMBEE
2.7.4  FRERHZE 2

8% 2.7.42 HEERERGIH (043 HER) (Br2&)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Respiratory, thoracic 23 (23.5) 28 (28.9) 36 (36.7) 87 (29.7)
and mediastinal
disorders
Cough 7 (7.1) 11 (11.3) 14 (14.3) 32 (10.9)
Dysphonia 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
Dyspnoea 6 6.1) 3 3.1 3 3.1 12 4.1
Epistaxis 0 (0.0) 2 2.1 3 3.1 5 1.7
Hyperventilation 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
Increased upper 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
airway secretion
Interstitial lung 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
disease
Laryngeal 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
discomfort
Laryngeal 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
inflammation
Oropharyngeal 2 (2.0) 3 3.1 3 3. 8 2.7
discomfort
Oropharyngeal pain 6 (6.1) 11 (11.3) 10 (10.2) 27 9.2)
Pleural effusion 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Productive cough 1 (1.0) 0 (0.0) 2 (2.0) 3 (1.0)
Rhinitis allergic 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
Rhinorrhoea 2 (2.0) 1 (1.0) 0 (0.0) 3 (1.0)
Sputum increased 0 (0.0) 2 2.1 0 (0.0) 2 0.7)
Upper respiratory 2 (2.0) 4 4.1) 3 3.1) 9 3.1)
tract inflammation
Vocal cord 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
thickening
Skin and subcutaneous 83 (84.7) 79 (81.4) 86 (87.8) 248 (84.6)
tissue disorders
Acne 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Alopecia 31 (31.6) 30 (30.9) 33 (33.7) 94 (32.1)
Alopecia areata 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Dandruff 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
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8% 2.7.42 HEERERGIH (043 HER) (Br2&)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Skin and subcutaneous 83 (84.7) 79 (81.4) 86 (87.8) 248 (84.6)
tissue disorders
Dermatitis 1 (1.0) 2 2.1 4 4.1 7 2.4
Dermatitis allergic 3 3.1 0 (0.0) 1 (1.0) 4 (1.4)
Dermatitis atopic 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
Dermatitis contact 0 (0.0) 2 2.1 0 (0.0) 2 0.7)
Drug eruption 1 (1.0) 4 4.1 3 3.1 8 2.7
Dry skin 5 5.1 7 (7.2) 5 (ER)) 17 (5.8)
Dyshidrotic eczema 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Eczema 8 8.2) 4 4.1) 12 (12.2) 24 8.2)
Eczema asteatotic 1 (1.0) 2 2.1 0 (0.0) 3 (1.0)
Eczema nummular 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Erythema 6 6.1) 5 (5.2) 6 6.1) 17 (5.8)
Erythema annulare 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Haemorrhage 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
subcutaneous
Heat rash 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
Hyperhidrosis 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Hyperkeratosis 0 (0.0) 3 3.1 1 (1.0) 4 (1.4)
Ingrowing nail 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Lichen planus 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Onychoclasis 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Onycholysis 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
Pruritus 29 (29.6) 34 (35.1) 35 (35.7) 98 (33.4)
Pruritus generalised 0 (0.0) 3 3.1 3 3.1 6 (2.0)
Psoriasis 1 (1.0) 2 2.1 0 (0.0) 3 (1.0)
Rash 42 (42.9) 33 (34.0) 45 (45.9) 120 (41.0)
Rash generalised 0 (0.0) 1 (1.0) 2 (2.0) 3 (1.0)
Rash 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
maculo-papular
Seborrhoeic 1 (1.0) 2 2.1 3 3.1 6 2.0)
dermatitis
Skin disorder 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
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8% 2.7.42 HEERERGIH (043 HER) (Br2&)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Skin and subcutaneous 83 (84.7) 79 (81.4) 86 (87.8) 248 (84.6)
tissue disorders
Skin erosion 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
Skin exfoliation 1 (1.0) 0 (0.0) 0 0.0) 1 0.3)
Skin fissures 1 (1.0) 1 (1.0) 1 (1.0) 3 (1.0)
Swelling face 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
Toxic skin eruption 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
Urticaria 2 (2.0) 4 4.1 0 (0.0) 6 (2.0)
Xeroderma 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Vascular disorders 5 5.1 4 4.1 6 6.1) 15 5.1
Arteriosclerosis 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Hot flush 2 (2.0) 0 (0.0) 1 (1.0) 3 (1.0)
Hypertension 3 3.1 4 4.1 2 (2.0) 9 3.1
Hypotension 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Orthostatic 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
hypotension
Every patient is counted a single time for each applicable row and column.
A system organ class or specific adverse event appears on this report only if its incidence in one or more of the
columns meets the incidence criterion in the report title, after rounding.
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8% 2.7.4.3 AEERERMIZ (044 HER)

12-wk MK-7009 300 mg | 24-wk MK-7009 300 mg Total
b.i.d. + Peg-IFN + RBV/ | b.i.d. + Peg-IFN + RBV
12-wk Peg-IFN + RBV
n (%) n (%) n (%)
Patients in population 25 26 51
with one or more adverse 24 (96.0) 26 (100.0) 50 (98.0)
events
with no adverse events 1 4.0) 0 (0.0) 1 (2.0)
Blood and lymphatic system 6 (24.0) 5 (19.2) 11 (21.6)
disorders
Anaemia 3 (12.0) 4 (15.4) 7 (13.7)
Erythropenia 1 4.0) 0 (0.0) 1 (2.0)
Febrile neutropenia 0 (0.0) 1 (3.8) 1 (2.0)
Hypochromasia 1 (4.0) 0 (0.0) 1 (2.0)
Leukopenia 1 (4.0) 0 (0.0) 1 (2.0)
Neutropenia 3 (12.0) 1 (3.9) 4 (7.8)
Cardiac disorders 1 (4.0) 1 (3.9) 2 (3.9)
Hypertrophic 0 (0.0) 1 (3.8) 1 2.0)
cardiomyopathy
Palpitations 1 4.0) 0 (0.0) 1 (2.0)
Ear and labyrinth disorders 3 (12.0) 3 (11.5) 6 (11.8)
Deafness 1 (4.0) 0 (0.0) 1 (2.0)
Tinnitus 1 4.0) 3 (11.5) 4 (7.8)
Vertigo positional 1 4.0) 0 (0.0) 1 (2.0)
Endocrine disorders 1 4.0) 2 7.7) 3 (5.9)
Autoimmune thyroiditis 0 (0.0) 1 (3.8) 1 (2.0)
Hyperthyroidism 1 (4.0) 0 (0.0) 1 (2.0)
Hypothyroidism 1 4.0) 0 (0.0) 1 (2.0)
Thyroid pain 0 (0.0) 1 (3.8) 1 2.0)
Eye disorders 4 (16.0) 3 (11.5) 7 (13.7)
Blepharitis 1 (4.0) 0 (0.0) 1 (2.0)
Cataract 0 (0.0) 1 (3.8) 1 (2.0)
Ocular discomfort 1 (4.0 0 (0.0) 1 (2.0)
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8% 2.7.4.3 HEERERGIH (044 HER) (B 2)

12-wk MK-7009 300 mg | 24-wk MK-7009 300 mg Total
b.i.d. + Peg-IFN + RBV/ | b.i.d. + Peg-IFN + RBV
12-wk Peg-IFN + RBV
n (%) n (%) n (%)
Eye disorders 4 (16.0) 3 (11.5) 7 (13.7)
Photopsia 1 4.0) 0 (0.0) 1 2.0)
Retinal exudates 0 (0.0) 1 3.8) 1 (2.0)
Retinopathy 1 (4.0) 1 (3.8) 2 3.9
Vision blurred 1 4.0) 0 (0.0) 1 (2.0)
Gastrointestinal disorders 21 (84.0) 22 (84.6) 43 (84.3)
Abdominal discomfort 5 (20.0) 7 (26.9) 12 (23.5)
Abdominal distension 1 (4.0) 0 (0.0) 1 (2.0)
Abdominal pain upper 2 (8.0) 2 7.7) 4 (7.8)
Cheilitis 2 (8.0) 4 (15.4) 6 (11.8)
Colitis 0 (0.0) 1 (3.8) 1 (2.0)
Constipation 1 (4.0) 2 (7.7) 3 (5.9)
Dental caries 2 (8.0) 2 (7.7) 4 (7.8)
Diarrhoea 10 (40.0) 7 (26.9) 17 (33.3)
Dry mouth 0 (0.0) 1 (3.8) 1 2.0)
Dyspepsia 2 (8.0) 3 (11.5) 5 (9.8)
Epigastric discomfort 1 4.0) 1 (3.8) 2 3.9
Faeces hard 1 (4.0) 0 (0.0) 1 (2.0)
Gingival pain 0 (0.0) 1 (3.8) 1 (2.0)
Nausea 9 (36.0) 10 (38.5) 19 (37.3)
Radicular cyst 0 (0.0) 1 (3.8) 1 2.0)
Retching 0 (0.0) 1 (3.8) 1 (2.0)
Stomatitis 7 (28.0) 4 (15.4) 11 (21.6)
Tooth loss 1 (4.0) 0 (0.0) 1 (2.0)
Toothache 1 4.0) 1 (3.8) 2 3.9)
Vomiting 7 (28.0) 5 (19.2) 12 (23.5)
General disorders and 23 (92.0) 25 (96.2) 48 94.1)
administration site conditions
Chest discomfort 0 (0.0) 1 (3.8) 1 (2.0)
Chest pain 2 (8.0) 0 (0.0) 2 3.9
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8% 2.7.4.3 HEERERGIH (044 HER) (B 2)

12-wk MK-7009 300 mg | 24-wk MK-7009 300 mg Total
b.i.d. + Peg-IFN + RBV/ | b.i.d. + Peg-IFN + RBV
12-wk Peg-IFN + RBV
n (%) n (%) n (%)
General disorders and 23 (92.0) 25 (96.2) 48 94.1)
administration site conditions
Chills 1 4.0) 3 (11.5) 4 (7.8)
Fatigue 2 (8.0) 3 (11.5) 5 9.8)
Influenza like illness 3 (12.0) 3 (11.5) 6 (11.8)
Injection site erythema 2 (8.0) 1 (3.8) 3 (5.9)
Injection site pruritus 3 (12.0) 0 (0.0) 3 (5.9)
Injection site rash 1 (4.0) 1 (3.9) 2 (3.9)
Injection site reaction 3 (12.0) 7 (26.9) 10 (19.6)
Malaise 10 (40.0) 7 (26.9) 17 (33.3)
Pain 0 (0.0) 1 (3.8) 1 (2.0)
Pyrexia 20 (80.0) 19 (73.1) 39 (76.5)
Thirst 2 (8.0) 2 7.7 4 (7.8)
Hepatobiliary disorders 0 (0.0) 2 7.7) 2 (3.9)
Hepatic function 0 (0.0) 2 7.7) 2 3.9)
abnormal
Immune system disorders 0 (0.0) 1 (3.8) 1 (2.0)
Seasonal allergy 0 (0.0) 1 (3.8) 1 (2.0)
Infections and infestations 9 (36.0) 12 (46.2) 21 (41.2)
Appendicitis 1 4.0) 0 (0.0) 1 2.0)
Bronchitis 0 (0.0) 1 (3.8) 1 2.0)
Cystitis 1 (4.0) 1 (3.8) 2 3.9
Hordeolum 0 (0.0) 1 (3.8) 1 (2.0)
Nasopharyngitis 7 (28.0) 6 (23.1) 13 (25.5)
Periodontitis 0 (0.0) 3 (11.5) 3 5.9)
Pharyngitis 0 (0.0) 2 7.7 2 3.9
Sinusitis 0 (0.0) 1 (3.8) 1 2.0)
Tinea cruris 0 (0.0) 1 (3.8) 1 (2.0)
Tonsillitis 0 (0.0 1 (3.8) 1 (2.0
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8% 2.7.4.3 HEERERGIH (044 HER) (B 2)

12-wk MK-7009 300 mg | 24-wk MK-7009 300 mg Total
b.i.d. + Peg-IFN + RBV/ | b.i.d. + Peg-IFN + RBV
12-wk Peg-IFN + RBV
n (%) n (%) n (%)
Infections and infestations 9 (36.0) 12 (46.2) 21 (41.2)
Upper respiratory tract 1 (4.0) 0 (0.0) 1 (2.0)
infection
Injury, poisoning and 2 (8.0) 2 7.7) 4 (7.8)
procedural complications
Ankle fracture 0 (0.0) 1 (3.8) 1 (2.0)
Arthropod bite 0 (0.0) 1 (3.8) 1 2.0)
Contusion 0 (0.0) 1 (3.8) 1 (2.0)
Muscle strain 1 (4.0) 0 (0.0) 1 (2.0)
Procedural pain 1 (4.0) 0 (0.0) 1 (2.0)
Rib fracture 0 (0.0) 1 (3.8) 1 (2.0)
Spinal compression 0 (0.0) 1 (3.8) 1 (2.0)
fracture
Sternal fracture 0 (0.0) 1 (3.8) 1 (2.0)
Investigations 18 (72.0) 20 (76.9) 38 (74.5)
Alanine aminotransferase 1 (4.0) 0 (0.0) 1 (2.0)
increased
Bilirubin conjugated 1 (4.0) 1 (3.8) 2 3.9)
increased
Blood albumin decreased 0 (0.0) 1 3.9) 1 (2.0)
Blood bilirubin increased 2 (8.0) 1 (3.8) 3 (5.9)
Blood calcium decreased 2 (8.0) 4 (15.4) 6 (11.8)
Blood chloride increased 0 (0.0) 1 (3.8) 1 (2.0)
Blood insulin increased 0 (0.0) 1 (3.8) 1 (2.0)
Blood lactate 1 4.0) 4 (15.4) 5 9.8)
dehydrogenase increased
Blood phosphorus 2 (8.0) 3 (11.5) 5 (9.8)
decreased
Blood potassium 1 (4.0) 0 (0.0) 1 (2.0)
decreased
Blood potassium 0 (0.0) 1 (3.9) 1 (2.0)
increased
Blood pressure decreased 1 4.0) 0 (0.0) 1 (2.0)
Blood thyroid stimulating 2 (8.0) 2 7.7) 4 (7.8)
hormone increased
Blood uric acid decreased 1 (4.0 0 (0.0) 1 (2.0)
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8% 2.7.4.3 HEERERGIH (044 HER) (B 2)

12-wk MK-7009 300 mg | 24-wk MK-7009 300 mg Total
b.i.d. + Peg-IFN + RBV/ | b.i.d. + Peg-IFN + RBV
12-wk Peg-IFN + RBV
n (%) n (%) n (%)
Investigations 18 (72.0) 20 (76.9) 38 (74.5)
Blood uric acid increased 1 (4.0) 1 (3.8) 2 3.9
Cell marker increased 1 (4.0) 0 (0.0) 1 (2.0)
Gamma-glutamyltransferase 2 (8.0) 2 (7.7) 4 (7.8)
increased
Haematocrit decreased 3 (12.0) 2 (7.7) 5 9.8)
Haemoglobin decreased 12 (48.0) 12 (46.2) 24 (47.1)
Lymphocyte count decreased 1 (4.0) 2 (7.7) 3 5.9
Monocyte count decreased 0 (0.0) 1 (3.8) 1 (2.0)
Neutrophil count decreased 7 (28.0) 10 (38.5) 17 (33.3)
Platelet count decreased 5 (20.0) 5 (19.2) 10 (19.6)
Protein total decreased 0 (0.0) 1 (3.8) 1 (2.0)
Red blood cell count 1 (4.0) 3 (11.5) 4 (7.8)
decreased
Reticulocyte count decreased 0 (0.0) 1 (3.8) 1 (2.0)
Weight decreased 4 (16.0) 2 (7.7) 6 (11.8)
White blood cell count 8 (32.0) 10 (38.5) 18 (35.3)
decreased
Metabolism and nutrition 9 (36.0) 9 (34.6) 18 (35.3)
disorders
Decreased appetite 7 (28.0) 8 (30.8) 15 (29.4)
Dehydration 0 (0.0) 1 (3.8) 1 (2.0)
Hyperuricaemia 1 (4.0) 0 (0.0) 1 (2.0)
Hypocalcaemia 1 (4.0) 0 (0.0) 1 (2.0)
Hypokalaemia 1 (4.0) 0 (0.0) 1 (2.0)
Hypophagia 1 (4.0) 0 (0.0) 1 (2.0)
Musculoskeletal and connective 8 (32.0) 8 (30.8) 16 (31.4)
tissue disorders
Arthralgia 4 (16.0) 3 (11.5) 7 (13.7)
Back pain 2 (8.0) 2 (7.7) 4 (7.8)
Musculoskeletal pain 0 (0.0) 1 (3.8) 1 (2.0)
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8% 2.7.4.3 HEERERGIH (044 HER) (B 2)

12-wk MK-7009 300 mg | 24-wk MK-7009 300 mg Total
b.i.d. + Peg-IFN + RBV/ | b.i.d. + Peg-IFN + RBV
12-wk Peg-IFN + RBV
n (%) n (%) n (%)
Musculoskeletal and 8 (32.0) 8 (30.8) 16 (31.4)
connective tissue disorders
Musculoskeletal stiffness 1 4.0) 0 (0.0) 1 (2.0)
Myalgia 2 (8.0) 2 (7.7) 4 (7.8)
Neoplasms benign, malignant 0 (0.0) 1 (3.8) 1 (2.0)
and unspecified (incl cysts
and polyps)
Diffuse large B-cell 0 (0.0) 1 (3.8) 1 (2.0)
lymphoma
Nervous system disorders 13 (52.0) 16 (61.5) 29 (56.9)
Dizziness 2 (8.0) 2 (7.7) 4 (7.8)
Dysaesthesia 0 (0.0) 1 (3.8) 1 (2.0)
Dysgeusia 1 4.0) 4 (15.4) 5 9.8)
Headache 11 (44.0) 11 (42.3) 22 (43.1)
Occipital neuralgia 1 4.0) 0 (0.0) 1 (2.0)
Somnolence 0 (0.0) 1 (3.8) 1 (2.0)
Tension headache 1 4.0) 0 (0.0) 1 (2.0)
Tremor 1 (4.0) 0 (0.0) 1 (2.0)
Psychiatric disorders 7 (28.0) 6 (23.1) 13 (25.5)
Anxiety 1 4.0) 0 (0.0) 1 2.0)
Depression 1 (4.0) 1 3.8) 2 3.9)
Insomnia 6 (24.0) 5 (19.2) 11 (21.6)
Mental disorder 0 (0.0) 1 (3.8) 1 (2.0)
Mood swings 0 (0.0) 1 (3.8) 1 (2.0)
Nervousness 1 (4.0) 0 (0.0) 1 (2.0)
Renal and urinary disorders 2 (8.0) 1 3.9) 3 (5.9)
Dysuria 1 4.0) 0 (0.0) 1 2.0)
Pollakiuria 1 (4.0) 1 (3.8) 2 3.9
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8% 2.7.4.3 HEERERGIH (044 HER) (B 2)

12-wk MK-7009 300 mg | 24-wk MK-7009 300 mg Total
b.i.d. + Peg-IFN + RBV/ | b.i.d. + Peg-IFN + RBV
12-wk Peg-IFN + RBV
n (%) n (%) n (%)
Reproductive system and 1 (4.0) 0 (0.0) 1 (2.0)
breast disorders
Menstruation irregular 1 4.0) 0 (0.0) 1 (2.0)
Respiratory, thoracic and 11 (44.0) 7 (26.9) 18 (35.3)
mediastinal disorders
Asthma 0 (0.0) 1 (3.8) 1 (2.0)
Cough 5 (20.0) 1 (3.8) 6 (11.8)
Dysphonia 1 4.0) 0 (0.0) 1 (2.0)
Dyspnoea 2 (8.0) 2 (7.7) 4 (7.8)
Epistaxis 0 (0.0) 1 (3.8) 1 (2.0)
Oropharyngeal discomfort 2 (8.0) 1 (3.8) 3 (5.9)
Oropharyngeal pain 1 (4.0) 3 (11.5) 4 (7.8)
Pharyngeal erythema 0 (0.0) 1 (3.9) 1 (2.0)
Pneumonia aspiration 1 (4.0) 0 (0.0) 1 (2.0)
Upper respiratory tract 1 (4.0) 0 (0.0) 1 (2.0)
inflammation
Skin and subcutaneous tissue 16 (64.0) 22 (84.6) 38 (74.5)
disorders
Alopecia 7 (28.0) 10 (38.5) 17 (33.3)
Cold sweat 0 (0.0) 1 (3.8) 1 2.0)
Dermatitis atopic 1 4.0) 0 (0.0) 1 (2.0)
Dermatitis contact 1 4.0) 0 (0.0) 1 (2.0)
Dry skin 2 (8.0) 1 (3.8) 3 (5.9)
Eczema 3 (12.0) 2 (7.7) 5 9.8)
Eczema nummular 0 (0.0) 1 (3.9) 1 (2.0)
Erythema 0 (0.0) 2 7.7 2 3.9
Palmoplantar keratoderma 0 (0.0) 1 (3.8) 1 (2.0)
Pruritus 6 (24.0) 11 (42.3) 17 (33.3)
Pruritus generalised 1 4.0) 1 (3.8) 2 3.9
Rash 6 (24.0) 6 (23.1) 12 (23.5)
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8% 2.7.4.3 HEERERGIH (044 HER) (B 2)

12-wk MK-7009 300 mg | 24-wk MK-7009 300 mg Total
b.i.d. + Peg-IFN + RBV/ | b.i.d. + Peg-IFN + RBV
12-wk Peg-IFN + RBV
n (%) n (%) n (%)
Vascular disorders 2 (8.0) 2 (7.7) 4 (7.8)
Hypertension 2 (8.0) 2 7.7) 4 (7.8)
Pallor 0 (0.0 1 (3.8) 1 2.0
Every patient is counted a single time for each applicable row and column.
A system organ class or specific adverse event appears on this report only if its incidence in one or more of the
columns meets the incidence criterion in the report title, after rounding.
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18 2.7.44 FEERRERHIH (045 HER)
24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV
n (%)
Patients in population 42
with one or more adverse events 42 (100.0)
with no adverse events 0 (0.0)
Blood and lymphatic system disorders 16 (38.1)
Anaemia 12 (28.6)
Neutropenia 4 9.5)
Ear and labyrinth disorders 1 2.4)
Ear discomfort 1 2.4)
Eye disorders 3 (7.1)
Blepharitis 1 2.4)
Dry eye 1 24
Eye pruritus 1 24
Retinal vascular disorder 1 2.4)
Gastrointestinal disorders 34 (81.0)
Abdominal discomfort 3 (7.1)
Abdominal distension 1 2.4)
Abdominal pain upper 9 (21.4)
Aphthous stomatitis 2 (4.8)
Cheilitis 1 2.4)
Constipation 7 (16.7)
Diarrhoea 7 (16.7)
Dry mouth 3 (7.1)
Dyspepsia 6 (14.3)
Enteritis 1 2.4)
Epigastric discomfort 2 (4.8)
Glossitis 1 2.4)
Nausea 14 (33.3)
Retching 1 2.4)
Stomatitis 6 (14.3)
Vomiting 7 (16.7)
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8% 2.7.4.4 HEERERGIH (045 HER) (Br2&)

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV
n (%)
General disorders and administration site conditions 37 (88.1)
Chills 1 2.4)
Fatigue 6 (14.3)
Feeling abnormal 2 (4.8)
Feeling hot 1 2.4)
Gait disturbance 1 2.4)
Influenza like illness 5 (11.9)
Injection site erythema 3 7.1)
Injection site reaction 12 (28.6)
Malaise 12 (28.6)
Oedema peripheral 1 24
Pyrexia 25 (59.5)
Hepatobiliary disorders 2 (4.8)
Hepatic function abnormal 2 (4.8)
Immune system disorders 2 (4.8)
Seasonal allergy 2 (4.8)
Infections and infestations 17 (40.5)
Bronchitis 1 2.4)
Dermatophytosis 1 24
Enterocolitis infectious 1 2.4)
Gastroenteritis 1 2.4)
Nasal vestibulitis 1 2.4)
Nasopharyngitis 10 (23.8)
Otitis media 1 2.4)
Paronychia 1 2.4)
Pharyngitis 2 (4.8)
Pneumonia 1 2.4)
Pneumonia bacterial 1 2.4)
Sinusitis 1 2.4)
Tinea infection 1 2.4)
Tonsillitis 1 24
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8% 2.7.4.4 HEERERGIH (045 HER) (Br2&)

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV
n (%)
Injury, poisoning and procedural complications 4 9.5)
Accidental overdose 1 2.4)
Cervical vertebral fracture 1 2.4)
Contusion 1 2.4)
Laceration 1 2.4)
Road traffic accident 1 2.4)
Investigations 25 (59.5)
Alanine aminotransferase increased 3 (7.1)
Aspartate aminotransferase increased 2 (4.8)
Bilirubin conjugated increased 3 (7.1)
Blood albumin decreased 1 2.4)
Blood bilirubin increased 3 (7.1)
Blood calcium decreased 2 (4.8)
Blood creatinine increased 1 2.4)
Blood lactate dehydrogenase increased 1 2.4)
Blood phosphorus decreased 1 2.4)
Blood potassium decreased 1 2.4)
Blood pressure decreased 1 2.4)
Blood pressure increased 1 2.4)
Blood uric acid increased 3 (7.1)
Gamma-glutamyltransferase increased 1 2.4)
Glycosylated haemoglobin decreased 1 2.4)
Haemoglobin decreased 5 (11.9)
Neutrophil count decreased 13 (31.0)
Platelet count decreased 14 (33.3)
White blood cell count decreased 7 (16.7)
Metabolism and nutrition disorders 7 (16.7)
Decreased appetite 4 9.5)
Hyperchloraemia 1 24
Hypernatraemia 1 24
Hyperuricaemia 1 24
Hypocalcaemia 1 24
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8% 2.7.4.4 HEERERGIH (045 HER) (Br2&)

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV
n (%)
Musculoskeletal and connective tissue disorders 9 (21.4)
Arthralgia 2 (4.8)
Back pain 2 (4.8)
Joint swelling 1 2.4)
Muscular weakness 1 2.4)
Myalgia 3 (7.1)
Neck pain 1 24
Osteoarthritis 1 24
Nervous system disorders 21 (50.0)
Dizziness 1 2.4)
Dysgeusia 10 (23.8)
Headache 12 (28.6)
Hypoaesthesia 1 24
Loss of consciousness 1 2.4)
Migraine 2 (4.8)
Parosmia 1 2.4)
Somnolence 1 2.4)
Psychiatric disorders 3 (7.1)
Insomnia 3 (7.1)
Respiratory, thoracic and mediastinal disorders 8 (19.0)
Cough 3 (7.1)
Oropharyngeal pain 5 (11.9)
Skin and subcutaneous tissue disorders 26 (61.9)
Alopecia 13 (31.0)
Dermatitis 1 2.4)
Dry skin 3 7.1)
Hand dermatitis 1 2.4)
Pruritus 14 (33.3)
Rash 10 (23.8)
Seborrhoeic dermatitis 1 2.4)
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8% 2.7.4.4 HEERERGIH (045 HER) (Br2&)

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV
n (%)
Skin and subcutaneous tissue disorders 26 (61.9)
Skin fissures 1 2.4)

Every patient is counted a single time for each applicable row and column.
A system organ class or specific adverse event appears on this report only if its incidence in one or more of the

columns meets the incidence criterion in the report title, after rounding.
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T8 2.7.4:5 BIERAFEEMIZ (016 HER)

Placebo + Peg-IFN + MK-7009 100 mg bid + MK-7009 300 mg bid + MK-7009 600 mg bid +
Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin
Relationship n (%) n (%) n (%) n (%)
Patients in population 22 23 22 23
With one or more drug-related Overall 22 (100.0) 22 95.7) 22 (100.0) 23 (100.0)
adverse events
MK 1 4.5) 3 (13.0) 3 (13.6) 4 (17.4)
P+R 17 (77.3) 12 (52.2) 18 (81.8) 18 (78.3)
MK+P+R 17 (77.3) 18 (78.3) 16 (72.7) 20 (87.0)
Blood and lymphatic system Overall 14 (63.6) 8 (34.8) 9 (40.9) 8 (34.8)
disorders
P+R 8 (36.4) 3 (13.0) 5 (22.7) 5 21.7)
MK+P+R 6 (27.3) 5 21.7) 6 (27.3) 3 (13.0)
Anaemia Overall 3 (13.6) 2 8.7) 4 (18.2) 3 (13.0)
P+R 2 9.1 1 4.3) 2 ©.1) 3 (13.0)
MK+P+R 1 4.5 1 4.3) 2 ©.1) 0 (0.0)
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f+ix 2.7.4:5 BIERAFEIERFIZ (016

AER) ()

Placebo + Peg-IFN + MK-7009 100 mg bid + MK-7009 300 mg bid + MK-7009 600 mg bid +
Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin
Relationship n (%) n (%) n (%) n (%)
Eosinopenia Overall 1 4.5) 0 (0.0) 1 4.5) 0 (0.0)
P+R 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)
MK+P+R 0 (0.0) 0 (0.0) 1 4.5) 0 (0.0)
Eosinophilia Overall 0 (0.0) 0 (0.0) 1 4.5) 0 (0.0)
P+R 0 (0.0) 0 (0.0) 1 4.5) 0 (0.0)
Hypochromasia Overall 1 4.5) 1 4.3) 0 (0.0) 1 4.3)
P+R 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)
MK+P+R 0 (0.0) 1 4.3) 0 (0.0) 1 4.3)
Leukopenia Overall 6 (27.3) 3 (13.0) 4 (18.2) 6 (26.1)
P+R 4 (18.2) 2 8.7) 3 (13.6) 5 21.7)
MK+P+R 2 9.1 1 4.3) 1 4.5) 1 4.3)
Neutropenia Overall 6 (27.3) 3 (13.0) 1 (4.5) 5 (21.7)
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f+ix 2.7.4:5 BIERAFEIERFIZ (016

AER) ()

Placebo + Peg-IFN + MK-7009 100 mg bid + MK-7009 300 mg bid + MK-7009 600 mg bid +

Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin
Relationship n (%) n (%) n (%) n (%)

Neutropenia P+R 3 (13.6) 1 4.3) 1 4.5) 3 (13.0)
MK+P+R 3 (13.6) 2 8.7) 0 (0.0) 2 8.7)
Neutrophilia Overall 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)
MK+P+R 0 (0.0) 1 (4.3) 0 (0.0) 0 (0.0)
Pancytopenia Overall 0 (0.0) 0 (0.0) 1 4.5) 0 (0.0)
MK+P+R 0 (0.0) 0 (0.0) 1 4.5) 0 (0.0)

Thrombocytopenia Overall 3 (13.6) 1 4.3) 6 (27.3) 3 (13.0)
P+R 1 4.5) 1 4.3) 3 (13.6) 2 8.7)
MK+P+R 2 9.1 0 (0.0) 3 (13.6) 1 4.3)
Ear and labyrinth disorders Overall 1 4.5) 1 4.3) 0 (0.0) 2 8.7)
P+R 0 (0.0) 1 4.3) 0 (0.0) 1 4.3)
MK+P+R 1 4.5) (0.0) 0 (0.0) 1 4.3)
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f+ix 2.7.4:5 BIERAFEIERFIZ (016

AER) ()

Placebo + Peg-IFN + MK-7009 100 mg bid + MK-7009 300 mg bid + MK-7009 600 mg bid +
Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin

Relationship n (%) n (%) n (%) n (%)

Ear discomfort Overall 0 (0.0) 1 4.3) 0 (0.0) 1 4.3)
P+R 0 (0.0) 1 4.3) 0 (0.0) 1 4.3)

Sudden hearing loss Overall 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)
MK+P+R 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)

Tinnitus Overall 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
MK+P+R 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)

Eye disorders Overall 0 (0.0) 2 8.7) 0 (0.0) 0 (0.0)
MK+P+R 0 (0.0) 2 8.7) 0 (0.0) 0 (0.0)

Asthenopia Overall 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)
MK+P+R 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)

Eye pain Overall 0 (0.0) 1 (4.3) 0 (0.0) 0 (0.0)
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T8 2.7.4:5 BIERARIGIZ (016 HER) (K )

Placebo + Peg-IFN + MK-7009 100 mg bid + MK-7009 300 mg bid + MK-7009 600 mg bid +
Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin
Relationship n (%) n (%) n (%) n (%)
Eye pain MK+P+R 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)
Gastrointestinal disorders Overall 10 (45.5) 14 (60.9) 7 (31.8) 16 (69.6)
MK 0 (0.0) 3 (13.0) 3 (13.6) 3 (13.0)
P+R 3 (13.6) 2 8.7) 1 4.5) 2 8.7
MK+P+R 8 (36.4) 10 (43.5) 5 (22.7) 13 (56.5)
Abdominal discomfort Overall 2 ©.1) 2 8.7) 1 4.5) 3 (13.0)
MK 0 (0.0) 1 4.3) 0 (0.0) 1 4.3)
MK+P+R 2 9.1 1 4.3) 1 4.5) 2 8.7)
Abdominal distension Overall 0 (0.0) 0 (0.0) 1 4.5) 1 4.3)
MK 0 (0.0) 0 (0.0) 1 4.5) 1 4.3)
Abdominal pain Overall 0 (0.0) 1 4.3) 0 (0.0) 1 4.3)
MK 0 (0.0) 1 (4.3) 0 (0.0) 0 (0.0)
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T8 2.7.4:5 BIERARIGIZ (016 HER) (K )

Placebo + Peg-IFN + MK-7009 100 mg bid + MK-7009 300 mg bid + MK-7009 600 mg bid +

Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin
Relationship n (%) n (%) n (%) n (%)
Abdominal pain MK+P+R 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
Abdominal pain upper Overall 1 4.5) 1 4.3) 0 (0.0) 1 4.3)
P+R 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)
MK+P+R 0 (0.0) 1 (4.3) 0 (0.0) 1 4.3)
Cheilitis Overall 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
P+R 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)

Constipation Overall 0 (0.0) 1 4.3) 0 (0.0) 1 4.3)
MK+P+R 0 (0.0) 1 (4.3) 0 (0.0) 1 4.3)

Diarrhoea Overall 2 9.1 2 8.7) 1 4.5) 8 (34.8)

MK 0 (0.0) 0 (0.0) 0 (0.0) 3 (13.0)

P+R 0 (0.0) 0 (0.0) 1 4.5) 0 (0.0)

MK+P+R 2 9.1) 2 8.7) 0 (0.0) 5 21.7)
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f+ix 2.7.4:5 BIERAFEIERFIZ (016

AER) ()

Placebo + Peg-IFN + MK-7009 100 mg bid + MK-7009 300 mg bid + MK-7009 600 mg bid +
Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin
Relationship n (%) n (%) n (%) n (%)
Dyspepsia Overall 2 9.1 2 8.7) 2 ©.1) 4 (17.4)
MK 0 (0.0) 1 4.3) 0 (0.0) 1 4.3)
MK+P+R 2 ©.1) 1 4.3) 2 ©.1) 3 (13.0)
Epigastric discomfort Overall 2 9.1 1 4.3) 2 9.1 1 4.3)
MK 0 (0.0) 0 (0.0) 2 ©.1) 0 (0.0)
MK+P+R 2 ©.1) 1 4.3) 0 (0.0) 1 4.3)
Gastritis Overall 1 4.5) 0 (0.0) 2 ©.1) 0 (0.0)
P+R 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)
MK+P+R 0 (0.0) 0 (0.0) 2 ©.1) 0 (0.0)
Gastrooesophageal reflux Overall 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)
disease
P+R 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)
Gingivitis Overall 0 (0.0) 1 (4.3) 0 (0.0) 0 (0.0)
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T8 2.7.4:5 BIERARIGIZ (016 HER) (K )

Placebo + Peg-IFN + MK-7009 100 mg bid + MK-7009 300 mg bid + MK-7009 600 mg bid +

Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin
Relationship n (%) n (%) n (%) n (%)

Gingivitis MK+P+R 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)

Nausea Overall 4 (18.2) 5 21.7) 0 (0.0) 9 (39.1)
MK 0 (0.0) 1 4.3) 0 (0.0) 2 8.7)

P+R 2 9.1) 1 (4.3) 0 (0.0) 1 4.3)

MK+P+R 2 9.1 3 (13.0) 0 (0.0) 6 (26.1)
Stomatitis Overall 1 4.5) 1 4.3) 0 (0.0) 1 4.3)
P+R 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)
MK+P+R 0 (0.0) 1 4.3) 0 (0.0) 1 4.3)

Vomiting Overall 0 (0.0) 0 (0.0) 0 (0.0) 6 (26.1)
MK 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)

MK+P+R 0 (0.0) 0 (0.0) 0 (0.0) 5 21.7)
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T8 2.7.4:5 BIERARIGIZ (016 HER) (K )

Placebo + Peg-IFN + MK-7009 100 mg bid + MK-7009 300 mg bid + MK-7009 600 mg bid +

Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin
Relationship n (%) n (%) n (%) n (%)

General disorders and Overall 18 (81.8) 14 (60.9) 16 (72.7) 15 (65.2)

administration site conditions

MK 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)

P+R 14 (63.6) 6 (26.1) 12 (54.5) 6 (26.1)

MK+P+R 7 (31.8) 10 (43.5) 5 (22.7) 8 (34.8)
Chest pain Overall 0 (0.0) 0 (0.0) 1 4.5) 0 (0.0)
P+R 0 (0.0) 0 (0.0) 1 4.5) 0 (0.0)
Chills Overall 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)
P+R 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)

Fatigue Overall 4 (18.2) 7 (30.4) 2 ©.1) 6 (26.1)
P+R 2 ©.1) 3 (13.0) 2 ©.1) 0 (0.0)

MK+P+R 2 9.1) 4 174 0 (0.0) 6 (26.1)
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f+ix 2.7.4:5 BIERAFEIERFIZ (016

AER) ()

Placebo + Peg-IFN + MK-7009 100 mg bid + MK-7009 300 mg bid + MK-7009 600 mg bid +
Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin
Relationship n (%) n (%) n (%) n (%)
Feeling hot Overall 0 (0.0) 3 (13.0) 0 (0.0) 0 (0.0)
P+R 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)
MK+P+R 0 (0.0) 2 8.7) 0 (0.0) 0 (0.0)
Influenza like illness Overall 3 (13.6) 0 (0.0) 1 4.5) 1 4.3)
P+R 3 (13.6) 0 (0.0) 1 4.5) 0 (0.0)
MK+P+R 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
Irritability Overall 0 (0.0) 0 (0.0) 1 4.5) 0 (0.0)
MK+P+R 0 (0.0) 0 (0.0) 1 4.5) 0 (0.0)
Malaise Overall 5 (22.7) 2 8.7) 3 (13.6) 1 4.3)
P+R 3 (13.6) 1 4.3) 1 4.5) 1 4.3)
MK+P+R 2 ©.1) 1 4.3) 2 ©.1) (0.0)
Oedema Overall 1 (4.5) 1 (4.3) 0 (0.0) 0 (0.0)
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T8 2.7.4:5 BIERARIGIZ (016 HER) (K )

Placebo + Peg-IFN + MK-7009 100 mg bid + MK-7009 300 mg bid + MK-7009 600 mg bid +

Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin
Relationship n (%) n (%) n (%) n (%)
Oedema P+R 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)
MK+P+R 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)

Pyrexia Overall 11 (50.0) 11 (47.8) 13 (59.1) 9 (39.1)

P+R 8 (36.4) 4 (17.4) 10 (45.5) 6 (26.1)

MK+P+R 3 (13.6) 7 (30.4) 3 (13.6) 3 (13.0)
Sensation of foreign body Overall 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
MK 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
Infections and infestations Overall 1 4.5) 0 (0.0) 1 4.5) 0 (0.0)
MK+P+R 1 4.5) 0 (0.0) 1 4.5) 0 (0.0)
Nasopharyngitis Overall 1 4.5) 0 (0.0) 1 4.5) 0 (0.0)
MK+P+R 1 4.5) 0 (0.0) 1 4.5) 0 (0.0)
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8% 2.7.4:5 BIEAREHIH (016 BHAER) ()

Placebo + Peg-IFN + MK-7009 100 mg bid + MK-7009 300 mg bid + MK-7009 600 mg bid +
Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin
Relationship n (%) n (%) n (%) n (%)
Investigations Overall 16 (72.7) 17 (73.9) 16 (72.7) 19 (82.6)
MK 1 4.5) 0 (0.0) 0 (0.0) 1 4.3)
P+R 8 (36.4) 5 (21.7) 12 (54.5) 12 (52.2)
MK+P+R 8 (36.4) 14 (60.9) 8 (36.4) 13 (56.5)
Alanine aminotransferase Overall 0 (0.0) 1 4.3) 1 4.5) 1 4.3)
increased
P+R 0 (0.0) 0 (0.0) 1 4.5) 0 (0.0)
MK+P+R 0 (0.0) 1 4.3) 0 (0.0) 1 4.3)
Aspartate aminotransferase Overall 0 (0.0) 1 4.3) 0 (0.0) 1 4.3)
increased
MK+P+R 0 (0.0) 1 4.3) 0 (0.0) 1 4.3)
Bilirubin conjugated Overall 1 4.5) 1 4.3) 0 (0.0) 2 8.7)
increased
MK+P+R 1 4.5) 1 4.3) 0 (0.0) 2 8.7
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T8 2.7.4:5 BIERARIGIZ (016 HER) (K )

Placebo + Peg-IFN + MK-7009 100 mg bid + MK-7009 300 mg bid + MK-7009 600 mg bid +
Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin

Relationship n (%) n (%) n (%) n (%)
Blood alkaline phosphatase Overall 0 (0.0) 1 4.3) 1 4.5) 0 (0.0)
increased

MK+P+R 0 (0.0) 1 4.3) 1 4.5) 0 (0.0)
Blood bilirubin increased Overall 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)

MK 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)
Blood creatinine increased Overall 1 4.5) 0 (0.0) 0 (0.0) 1 4.3)

MK+P+R 1 4.5) 0 (0.0) 0 (0.0) 1 4.3)
Blood potassium decreased Overall 1 4.5) 0 (0.0) 2 9.1 1 4.3)

MK+P+R 1 4.5) 0 (0.0) 2 .1 1 4.3)
Blood pressure decreased Overall 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)

MK+P+R 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
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f+ix 2.7.4:5 BIERAFEIERFIZ (016

AER) ()

Placebo + Peg-IFN + MK-7009 100 mg bid + MK-7009 300 mg bid + MK-7009 600 mg bid +
Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin
Relationship n (%) n (%) n (%) n (%)
Blood thyroid stimulating Overall 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)
hormone decreased
MK+P+R 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)
Blood thyroid stimulating Overall 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)
hormone increased
MK+P+R 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)
Eosinophil count decreased Overall 5 (22.7) 3 (13.0) 3 (13.6) 3 (13.0)
P+R 3 (13.6) 0 (0.0) 2 ©.1) 0 (0.0)
MK+P+R 2 ©.1) 3 (13.0) 1 4.5) 3 (13.0)
Glucose urine present Overall 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)
MK+P+R 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)
Haematocrit decreased Overall 3 (13.6) 2 (8.7) 3 (13.6) 2 8.7)
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f+ix 2.7.4:5 BIERAFEIERFIZ (016

AER) ()

Placebo + Peg-IFN + MK-7009 100 mg bid + MK-7009 300 mg bid + MK-7009 600 mg bid +

Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin
Relationship n (%) n (%) n (%) n (%)

Haematocrit decreased P+R 2 9.1 0 (0.0) 1 4.5) 1 4.3)
MK+P+R 1 4.5) 2 8.7) 2 9.1 1 4.3)

Haemoglobin decreased Overall 8 (36.4) 9 (39.1) 6 (27.3) 10 (43.5)

P+R 5 (22.7) 3 (13.0) 2 ©.1) 6 (26.1)

MK+P+R 3 (13.6) 6 (26.1) 4 (18.2) 4 (17.4)
Lymphocyte count decreased Overall 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
MK+P+R 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
Lymphocyte count increased Overall 0 (0.0) 0 (0.0) 1 4.5) 0 (0.0)
MK+P+R 0 (0.0) 0 (0.0) 1 4.5) 0 (0.0)
Monocyte count increased Overall 0 (0.0) 3 (13.0) 2 9.1) 0 (0.0)
P+R 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)
MK+P+R 0 (0.0) 2 8.7 2 9.1 0 (0.0)
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8% 2.7.4:5 BIEAREHIH (016 BHAER) ()

Placebo + Peg-IFN + MK-7009 100 mg bid + MK-7009 300 mg bid + MK-7009 600 mg bid +
Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin
Relationship n (%) n (%) n (%) n (%)
Neutrophil count decreased Overall 6 (27.3) 7 (30.4) 8 (36.4) 11 (47.8)
MK 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
P+R 4 (18.2) 2 8.7) 5 (22.7) 8 (34.8)
MK+P+R 2 ©.1) 5 (21.7) 3 (13.6) 3 (13.0)
Platelet count decreased Overall 9 (40.9) 12 (52.2) 11 (50.0) 9 (39.1)
P+R 6 (27.3) 2 8.7) 8 (36.4) 5 21.7)
MK+P+R 3 (13.6) 10 (43.5) 3 (13.6) 4 17.4)
Protein total increased Overall 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
P+R 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
Protein urine Overall 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
MK+P+R 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
Red blood cell count Overall 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)
decreased
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T8 2.7.4:5 BIERARIGIZ (016 HER) (K )

Placebo + Peg-IFN + MK-7009 100 mg bid + MK-7009 300 mg bid + MK-7009 600 mg bid +
Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin
Relationship n (%) n (%) n (%) n (%)
Red blood cell count P+R 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)
decreased
Weight decreased Overall 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
P+R 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
White blood cell count Overall 10 (45.5) 15 (65.2) 15 (68.2) 15 (65.2)
decreased
MK 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
P+R 6 (27.3) 4 17.4) 10 (45.5) 8 (34.8)
MK+P+R 4 (18.2) 11 (47.8) 5 (22.7) 6 (26.1)
White blood cell count Overall 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)
increased
MK+P+R 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)
Metabolism and nutrition Overall 4 (18.2) 3 (13.0) 4 (18.2) 6 (26.1)
disorders
P+R 2 9.1 1 4.3) 0 (0.0) 1 4.3)
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T8 2.7.4:5 BIERARIGIZ (016 HER) (K )

Placebo + Peg-IFN + MK-7009 100 mg bid + MK-7009 300 mg bid + MK-7009 600 mg bid +
Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin
Relationship n (%) n (%) n (%) n (%)
Metabolism and nutrition MK+P+R 2 ©.1) 2 8.7) 4 (18.2) 5 (21.7)
disorders
Decreased appetite Overall 4 (18.2) 3 (13.0) 3 (13.6) 5 (21.7)
P+R 2 9.1 1 4.3) 0 (0.0) 1 4.3)
MK+P+R 2 ©.1) 2 8.7) 3 (13.6) 4 (17.4)
Hypoalbuminaemia Overall 0 (0.0) 0 (0.0) 1 4.5) 1 4.3)
MK+P+R 0 (0.0) 0 (0.0) 1 4.5) 1 4.3)
Hypoproteinaemia Overall 0 (0.0) 0 (0.0) 1 4.5) 0 (0.0)
MK+P+R 0 (0.0) 0 (0.0) 1 4.5) 0 (0.0)
Musculoskeletal and connective Overall 2 .1) 7 (30.4) 4 (18.2) 7 (30.4)
tissue disorders
P+R 1 4.5) 2 8.7 3 (13.6) 3 (13.0)
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f+ix 2.7.4:5 BIERAFEIERFIZ (016

AER) ()

Placebo + Peg-IFN + MK-7009 100 mg bid + MK-7009 300 mg bid + MK-7009 600 mg bid +
Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin
Relationship n (%) n (%) n (%) n (%)
Musculoskeletal and connective MK+P+R 1 4.5) 6 (26.1) 1 4.5) 4 (17.4)
tissue disorders
Arthralgia Overall 2 ©.1) 6 (26.1) 1 4.5) 4 17.4)
P+R 1 4.5) 2 8.7) 1 4.5) 2 8.7)
MK+P+R 1 4.5) 4 (17.4) 0 (0.0) 2 8.7)
Back pain Overall 0 (0.0) 3 (13.0) 0 (0.0) 2 8.7)
P+R 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)
MK+P+R 0 (0.0) 2 8.7) 0 (0.0) 2 8.7)
Musculoskeletal stiffness Overall 0 (0.0) 2 8.7) 1 4.5) 0 (0.0)
P+R 0 (0.0) 0 (0.0) 1 4.5) 0 (0.0)
MK+P+R 0 (0.0) 2 8.7) 0 (0.0) 0 (0.0)
Myalgia Overall 0 (0.0) 2 8.7) 2 .1 2 8.7
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f+ix 2.7.4:5 BIERAFEIERFIZ (016

AER) ()

Placebo + Peg-IFN + MK-7009 100 mg bid + MK-7009 300 mg bid + MK-7009 600 mg bid +

Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin
Relationship n (%) n (%) n (%) n (%)
Myalgia P+R 0 (0.0) 1 (4.3) 1 (4.5) 1 (4.3)
MK+P+R 0 (0.0) 1 4.3) 1 4.5) 1 4.3)
Pain in extremity Overall 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
MK+P+R 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)

Nervous system disorders Overall 3 (13.6) 9 (39.1) 4 (18.2) 11 (47.8)

P+R 0 (0.0) 4 17.4) 1 4.5) 7 (30.4)

MK+P+R 3 (13.6) 6 (26.1) 3 (13.6) 5 21.7)
Depressed level of Overall 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)

consciousness

MEK-+P+R 0 (0.0) 0 (0.0) 0 (0.0) 1 (4.3)
Dizziness Overall 0 (0.0) 1 4.3) 0 (0.0) 2 8.7)
P+R 0 (0.0) 1 4.3) 0 (0.0) 1 4.3)
MK+P+R 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)

2.7.4  FRREYZE 2

190 -

c Confidential



N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

T8 2.7.4:5 BIERARIGIZ (016 HER) (K )

Placebo + Peg-IFN + MK-7009 100 mg bid + MK-7009 300 mg bid + MK-7009 600 mg bid +

Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin
Relationship n (%) n (%) n (%) n (%)
Dysgeusia Overall 1 4.5) 2 8.7) 2 ©.1) 1 4.3)
P+R 0 (0.0) 1 4.3) 0 (0.0) 1 4.3)
MK+P+R 1 4.5) 1 4.3) 2 ©.1) 0 (0.0)

Headache Overall 2 9.1 7 (30.4) 2 9.1 9 (39.1)

P+R 0 (0.0) 4 (17.4) 1 4.5) 6 (26.1)

MK+P+R 2 ©.1) 4 17.4) 1 4.5) 3 (13.0)
Hypoaesthesia Overall 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)
MK+P+R 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)
Paraesthesia Overall 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
MK+P+R 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
Somnolence Overall 0 (0.0) 0 (0.0) 1 4.5) 0 (0.0)
MK+P+R 0 (0.0) 0 (0.0) 1 4.5 0 (0.0)
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T8 2.7.4:5 BIERARIGIZ (016 HER) (K )

Placebo + Peg-IFN + MK-7009 100 mg bid + MK-7009 300 mg bid + MK-7009 600 mg bid +
Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin

Relationship n (%) n (%) n (%) n (%)

Psychiatric disorders Overall 2 ©.1) 1 4.3) 3 (13.6) 2 8.7)
P+R 2 9.1 1 4.3) 2 9.1 1 4.3)

MK+P+R 0 (0.0) 0 (0.0) 1 4.5) 1 4.3)

Affect lability Overall 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)
P+R 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)

Depression Overall 0 (0.0) 0 (0.0) 1 4.5) 1 4.3)
MK+P+R 0 (0.0) 0 (0.0) 1 4.5) 1 4.3)

Insomnia Overall 1 4.5) 1 4.3) 2 9.1 2 8.7)
P+R 1 4.5) 1 4.3) 2 .1 1 4.3)

MK+P+R 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)

Renal and urinary disorders Overall 2 .1) 0 (0.0) 0 (0.0) 1 4.3)
P+R 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
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T8 2.7.4:5 BIERARIGIZ (016 HER) (K )

Placebo + Peg-IFN + MK-7009 100 mg bid + MK-7009 300 mg bid + MK-7009 600 mg bid +

Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin
Relationship n (%) n (%) n (%) n (%)

Renal and urinary disorders MK+P+R 2 ©.1) 0 (0.0) 0 (0.0) 0 (0.0)
Pollakiuria Overall 2 9.1 0 (0.0) 0 (0.0) 0 (0.0)
MK+P+R 2 9.1 0 (0.0) 0 (0.0) 0 (0.0)

Proteinuria Overall 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
P+R 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)

Respiratory, thoracic and Overall 2 .1) 3 (13.0) 5 (22.7) 5 (21.7)

mediastinal disorders

MK 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)

P+R 0 (0.0) 1 4.3) 1 4.5) 2 8.7

MK+P+R 2 ©.1) 2 8.7) 4 (18.2) 2 8.7)

Cough Overall 1 4.5) 1 4.3) 4 (18.2) 3 (13.0)
P+R 0 (0.0) 0 (0.0) 1 4.5) 2 8.7
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T8 2.7.4:5 BIERARIGIZ (016 HER) (K )

Placebo + Peg-IFN + MK-7009 100 mg bid + MK-7009 300 mg bid + MK-7009 600 mg bid +
Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin
Relationship n (%) n (%) n (%) n (%)
Cough MK+P+R 1 4.5) 1 4.3) 3 (13.6) 1 4.3)
Dysphonia Overall 0 (0.0) 0 (0.0) 0 (0.0) 2 8.7)
MK+P+R 0 (0.0) 0 (0.0) 0 (0.0) 2 8.7)
Dyspnoea Overall 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)
MK+P+R 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)
Oropharyngeal discomfort Overall 0 (0.0) 1 4.3) 0 (0.0) 1 4.3)
MK 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
P+R 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)
Oropharyngeal pain Overall 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)
MK+P+R 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)
Rhinorrhoea Overall 1 4.5) 0 (0.0) 1 (4.5) 0 (0.0)
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T8 2.7.4:5 BIERARIGIZ (016 HER) (K )

Placebo + Peg-IFN + MK-7009 100 mg bid + MK-7009 300 mg bid + MK-7009 600 mg bid +
Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin
Relationship n (%) n (%) n (%) n (%)
Rhinorrhoea MK+P+R 1 4.5) 0 (0.0) 1 4.5) 0 (0.0)
Skin and subcutaneous tissue Overall 6 (27.3) 7 (30.4) 6 (27.3) 6 (26.1)
disorders
P+R 3 (13.6) 1 4.3) 2 ©.1) 4 (17.4)
MK+P+R 3 (13.6) 6 (26.1) 4 (18.2) 2 8.7
Alopecia Overall 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
MK+P+R 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
Eczema Overall 0 (0.0) 2 8.7) 1 4.5) 1 4.3)
P+R 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
MK+P+R 0 (0.0) 2 8.7) 1 4.5) 0 (0.0)
Pain of skin Overall 0 (0.0) 1 4.3) 0 (0.0) 0 (0.0)
P+R 0 (0.0) 1 (4.3) 0 (0.0) 0 (0.0)
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T8 2.7.4:5 BIERARIGIZ (016 HER) (K )

Placebo + Peg-IFN + MK-7009 100 mg bid + MK-7009 300 mg bid + MK-7009 600 mg bid +

Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin
Relationship n (%) n (%) n (%) n (%)

Pruritus Overall 5 (22.7) 1 4.3) 2 ©.1) 3 (13.0)
P+R 3 (13.6) 0 (0.0) 2 ©.1) 2 8.7)
MK+P+R 2 9.1 1 4.3) 0 (0.0) 1 4.3)
Rash Overall 1 4.5) 3 (13.0) 3 (13.6) 2 8.7)
P+R 0 (0.0) 0 (0.0) 0 (0.0) 1 4.3)
MK+P+R 1 4.5) 3 (13.0) 3 (13.6) 1 4.3)
Vascular disorders Overall 2 .1) 0 (0.0) 1 4.5) 2 8.7)
MK+P+R 2 9.1 0 (0.0) 1 4.5) 2 8.7)
Hot flush Overall 0 (0.0) 0 (0.0) 1 4.5) 1 4.3)
MK+P+R 0 (0.0) 0 (0.0) 1 4.5) 1 4.3)
Hypertension Overall 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)
MK+P+R 1 4.5) 0 (0.0) 0 (0.0) 0 (0.0)
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f+ix 2.7.4:5 BIERAFEIERFIZ (016

AER) ()

Placebo + Peg-IFN + MK-7009 100 mg bid + MK-7009 300 mg bid + MK-7009 600 mg bid +
Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin Peg-IFN + Ribavirin
Relationship n (%) n (%) n (%) n (%)
Peripheral coldness Overall 1 4.5) 0 (0.0) 0 (0.0) 1 4.3)
MK+P+R 1 4.5) 0 (0.0) 0 (0.0) 1 4.3)

Every patient is counted once on each applicable row.

A system organ class or specific adverse event appears on this report only if its incidence in one or more of the columns is greater than or equal to the percent
incidence specified in the report title, after rounding.

Relationship: study medication(s) to which the investigator attributed the adverse event. MK = MK-7009/PLACEBO, P+R = PEG-IFN AND RIBAVIRIN,
MK+P+R = MK-7009/PLACEBO AND PEG-IFN AND RIBAVIRIN.

Relationship MK+P+R signifies the adverse event was attributed to one or more of the following: MK-7009/placebo, peg-IFN or ribavirin.
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ftix 2.7.4:6 BIERAHR{GIZL (043 FHER)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Patients in population 98 97 98 293
with one or more 98 (100.0) 97 (100.0) 98 (100.0) 293 (100.0)
drug-related adverse
events
with no drug-related 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
adverse events
Blood and lymphatic 33 (33.7) 25 (25.8) 30 (30.6) 88 (30.0)
system disorders
Anaemia 25 (25.5) 19 (19.6) 22 (22.4) 66 (22.5)
Eosinophilia 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Erythropenia 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
Haemolytic 2 2.0) 2 2.1 2 (2.0) 6 2.0)
anaemia
Hypochromasia 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
Leukopenia 4 “4.1) 4 4.1 3 3.1 11 (3.8)
Lymphopenia 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
Neutropenia 8 8.2) 4 4.1 7 (7.1) 19 (6.5)
Thrombocytopenia 3 3.1 1 (1.0) 1 (1.0) 5 (1.7)
Cardiac disorders 7 (7.1) 3 3.1 4 4.1) 14 (4.8)
Arrhythmia 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
Atrial fibrillation 2 (2.0) 1 (1.0) 0 (0.0) 3 (1.0)
Atrioventricular 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
block first degree
Bradycardia 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Extrasystoles 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Palpitations 2 (2.0) 1 (1.0) 2 (2.0) 5 1.7
Ventricular 0 (0.0) 0 0.0) 1 (1.0) 1 0.3)
extrasystoles
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8% 2.7.4:6 BIEFARIRMGIZ (043 HER) (K<)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Ear and labyrinth 3 3.1 4 4.1 8 8.2) 15 5.1
disorders
Deafness 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Ear discomfort 1 (1.0) 0 (0.0) 0 0.0) 1 0.3)
Endolymphatic 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
hydrops
Meniere's disease 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Sudden hearing loss 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Tinnitus 1 (1.0) 2 2.1 0 (0.0) 3 (1.0)
Vertigo 2 (2.0) 2 (2.1 4 4.1 8 2.7
Vertigo positional 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Endocrine disorders 8 8.2) 4 4.1 8 (8.2) 20 (6.8)
Autoimmune 0 (0.0) 2 2.1 1 (1.0) 3 (1.0)
thyroiditis
Basedow's disease 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Hyperthyroidism 1 (1.0) 0 (0.0) 3 3.1 4 (1.4)
Hypothyroidism 3 3.1 1 (1.0) 3 3.1 7 2.4
Inappropriate 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
antidiuretic
hormone secretion
Thyroid disorder 1 (1.0) 1 (1.0) (0.0) 2 0.7)
Thyroiditis 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
Eye disorders 16 (16.3) 20 (20.6) 26 (26.5) 62 (21.2)
Abnormal sensation 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
in eye
Accommodation 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
disorder
Asthenopia 2 (2.0) 1 (1.0) 1 (1.0) 4 (1.4)
Blepharitis 0 (0.0) (0.0) (2.0) 2 0.7)
Cataract 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
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8% 2.7.4:6 BIEFARIRMGIZ (043 HER) (K<)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Eye disorders 16 (16.3) 20 (20.6) 26 (26.5) 62 (21.2)
Conjunctival 2 (2.0) 0 (0.0) 0 (0.0) 2 0.7)
haemorrhage
Conjunctivitis 1 (1.0) 1 (1.0) 1 (1.0) 3 (1.0)
Dry eye 5 6D 3 3.1 1 (1.0) 9 3.1
Eye discharge 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
Eye pain 0 (0.0) 2 2.1 0 (0.0) 2 (0.7)
Eye pruritus 1 (1.0) 0 (0.0) 2 (2.0) 3 (1.0)
Glaucoma 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
Ocular discomfort 0 (0.0) 1 (1.0) 0 0.0) 1 0.3)
Optic disc 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
haemorrhage
Retinal exudates 0 (0.0) 2 2.1 1 (1.0) 3 (1.0)
Retinal 1 (1.0) 1 (1.0) 6 6.1) 8 2.7
haemorrhage
Retinopathy 3 3.1 7 (7.2) 12 (12.2) 22 (7.5)
Vision blurred 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
Visual acuity 1 (1.0) 2 2.1 0 (0.0) 3 (1.0)
reduced
Vitreous floaters 0 (0.0) 2 2.1 2 (2.0) 4 (1.4)
Gastrointestinal 74 (75.5) 67 (69.1) 65 (66.3) 206 (70.3)
disorders
Abdominal 15 (15.3) 18 (18.6) 9 9.2) 42 (14.3)
discomfort
Abdominal 0 (0.0) 3 3.1 3 3.1 6 (2.0)
distension
Abdominal pain 2 (2.0) 3 3.1) 1 (1.0) 6 (2.0)
Abdominal pain 11 (11.2) 7 (7.2) 7 7.1 25 8.5)
upper
Aphthous stomatitis 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Aptyalism 0 (0.0) 1 (1.0) 1 (1.0) 2 (0.7)
Cheilitis 6 6.1) 5 (5.2) 1 (1.0) 12 4.1
Colitis 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
Constipation 8 8.2) 7 (7.2) 7 7.1 22 (7.5)
Dental caries 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
Diarrhoea 22 (22.4) 16 (16.5) 19 19.4) 57 (19.5)
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2.7 EEARAE
2.7.4  FRERHZE 2

T8k 2.7.4:6 BIMEAREIRAIZ (043

HER) (Br2)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Gastrointestinal 74 (75.5) 67 (69.1) 65 (66.3) 206 (70.3)
disorders
Dry mouth 1 (1.0) 2 2.1) 3 3.1) 6 (2.0)
Dyspepsia 11 (11.2) 7 (7.2) 6 6.1) 24 8.2)
Epigastric 1 (1.0) 1 (1.0) 1 (1.0) 3 (1.0)
discomfort
Eructation 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Faeces hard 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Gastritis 1 (1.0) 5 (5.2) 4 4.1 10 (3.4)
Gastrointestinal 0 (0.0) 1 (1.0) 0 0.0) 1 0.3)
hypermotility
Gastrooesophageal 1 (1.0) 2 2.1 0 (0.0) 3 (1.0)
reflux disease
Gingival bleeding 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Gingival swelling 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
Glossitis 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Glossodynia 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Haemorrhoidal 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
haemorrhage
Haemorrhoids 1 (1.0) 1 (1.0) 1 (1.0) 3 (1.0)
Large intestine 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
polyp
Mouth ulceration 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
Nausea 33 (33.7) 31 (32.0) 25 (25.5) 89 (30.4)
Oesophageal 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
discomfort
Oral pain 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Paraesthesia oral 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Periodontal disease 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Retching 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Stomatitis 11 (11.2) 27 (27.8) 21 (21.4) 59 (20.1)
Vomiting 22 (22.4) 26 (26.8) 7 (7.1 55 (18.8)
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2.7 EEARAE
2.7.4  FRERHZE 2

T8k 2.7.4:6 BIMEAREIRAIZ (043

HER) (Br2)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
General disorders and 94 (95.9) 93 (95.9) 95 (96.9) 282 (96.2)
administration site
conditions
Asthenia 0 (0.0) 2 (2.1 0 (0.0) 2 0.7)
Chest discomfort 2 (2.0) 0 (0.0) 0 (0.0) 2 0.7)
Chest pain 0 (0.0) 2 2.1 1 (1.0) 3 (1.0)
Chills 1 (1.0) 6 (6.2) 1 (1.0) 8 2.7
Fatigue 28 (28.6) 29 (29.9) 20 (20.4) 77 (26.3)
Feeling hot 0 (0.0) 0 (0.0) 2 (2.0) 2 0.7)
Feeling jittery 1 (1.0) 0 (0.0) 0 0.0) 1 0.3)
Gait disturbance 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Influenza like 6 6.1) 10 (10.3) 12 (12.2) 28 9.6)
illness
Injection site 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
anaesthesia
Injection site 2 (2.0) 2 2.1 3 3.1 7 2.4
dermatitis
Injection site 11 (11.2) 14 (14.4) 16 (16.3) 41 (14.0)
erythema
Injection site 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
induration
Injection site 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
inflammation
Injection site pain 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Injection site 4 “.1 (8.2) 9 9.2) 21 (7.2)
pruritus
Injection site rash 0 (0.0) 0 (0.0) 4 4.1 4 (1.4)
Injection site 24 (24.5) 26 (26.8) 28 (28.6) 78 (26.6)
reaction
Injection site 1 (1.0) 3 3.1 2 (2.0) 6 (2.0)
swelling
Injection site 0 (0.0) 2 2.1 1 (1.0) 3 (1.0)
warmth
Irritability 0 (0.0) 1 (1.0) 3 3.1 4 (1.4)
Malaise 31 (31.6) 31 (32.0) 37 (37.8) 99 (33.8)
Oedema (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
Pain 1 (1.0) (0.0) 0 (0.0) 1 0.3)
Pyrexia 79 (80.6) 69 (71.1) 80 (81.6) 228 (77.8)
Thirst 3 3.1) 1 (1.0) 0 (0.0) 4 1.4)
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2.7 FRARMBEE
2.7.4  FRERHZE 2

8% 2.7.4:6 BIEFARIRMGIZ (043 HER) (K<)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Hepatobiliary disorders 6 6.1) 5 (5.2) 2 (2.0) 13 4.4)
Cholelithiasis 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
Gallbladder polyp 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Hepatic function 4 4.1) 3 3.1 1 (1.0) 8 2.7)
abnormal
Hepatic steatosis 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
Hyperbilirubinaemia 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
Immune system disorders 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Seasonal allergy 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Infections and infestations 17 (17.3) 20 (20.6) 15 (15.3) 52 17.7)
Bacterial infection 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Bartholin's abscess 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Bronchitis 1 (1.0) 2 2.1 0 (0.0) 3 (1.0)
Cellulitis 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
Cystitis 1 (1.0) 2 2.1 0 (0.0) 3 (1.0)
Eye infection 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Folliculitis 0 (0.0) 1 (1.0) 3 3.1 4 (1.4)
Gastroenteritis 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Gingivitis 2 2.0) 2 2.1 0 (0.0) 4 1.4
Herpes simplex 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Herpes zoster 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Hordeolum 2 (2.0) 0 (0.0) 0 (0.0) 2 0.7)
Impetigo 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Lip infection 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Nasopharyngitis 7 (7.1) 9 9.3) 6 6.1) 22 (7.5)
Oral herpes 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Otitis externa 0 (0.0 0 (0.0) 2 (2.0 2 0.7)
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2.7 FRARMBEE
2.7.4  FRERHZE 2

8% 2.7.4:6 BIEFARIRMGIZ (043 HER) (K<)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Infections and 17 (17.3) 20 (20.6) 15 (15.3) 52 17.7)
infestations
Otitis media 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Paronychia 1 (1.0) 1 (1.0) 1 (1.0) 3 (1.0)
Periodontitis 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
Pharyngitis 0 (0.0) 2 2.1 3 3.1 5 1.7
Pneumonia 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Rhinitis 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Sinusitis 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Skin candida 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
Tinea infection 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
Upper respiratory 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
tract infection
Urinary tract 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
infection
Urinary tract 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
infection bacterial
Injury, poisoning and 1 (1.0) 2 2.1 2 (2.0) 5 1.7)
procedural
complications
Excoriation 0 (0.0) 2 2.1 0 (0.0) 2 0.7)
Muscle strain 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Thermal burn 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Tongue injury 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
Investigations 76 (77.6) 82 (84.5) 78 (79.6) 236 (80.5)
Alanine 2 (2.0) 5 (5.2) 6 6.1) 13 4.4
aminotransferase
increased
Amylase increased 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
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2.7 EEARAE
2.7.4  FRERHZE 2

T8k 2.7.4:6 BIMEAREIRAIZ (043

HER) (Br2)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Investigations 76 (77.6) 82 (84.5) 78 (79.6) 236 (80.5)
Aspartate 2 (2.0) 5 (5.2) 6 6.1) 13 4.4
aminotransferase
increased
Bilirubin 2 (2.0) 3 3.1 2 (2.0) 7 2.4
conjugated
increased
Blood albumin 2 (2.0) 4 4.1 1 (1.0) 7 2.4
decreased
Blood alkaline 4 “4.1) 6 6.2) 8 8.2) 18 6.1)
phosphatase
increased
Blood bilirubin 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
decreased
Blood bilirubin 7 (7.1) 10 (10.3) 7 (7.1) 24 8.2)
increased
Blood calcium 7 7.1 10 (10.3) 6 (6.1) 23 (7.8)
decreased
Blood calcium 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
increased
Blood cholesterol 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
decreased
Blood creatinine 0 (0.0) 2 2.1 0 (0.0) 2 0.7)
decreased
Blood insulin 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
increased
Blood lactate 4 4.1 4 4.1 4 4.1 12 4.1
dehydrogenase
increased
Blood phosphorus 5 5.1 3 3.1 5 5. 13 4.4)
decreased
Blood phosphorus 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
increased
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2.7 EEARAE
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T8k 2.7.4:6 BIMEAREIRAIZ (043

HER) (Br2)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Investigations 76 (77.6) 82 (84.5) 78 (79.6) 236 (80.5)
Blood potassium 1 (1.0) 2 2.1 0 (0.0) 3 (1.0)
decreased
Blood potassium 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
increased
Blood pressure 2 (2.0) 0 (0.0) 0 (0.0) 2 0.7)
decreased
Blood pressure 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
increased
Blood thyroid 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
stimulating
hormone abnormal
Blood thyroid 1 (1.0) 2 2.1 1 (1.0) 4 (1.4)
stimulating
hormone decreased
Blood thyroid 2 (2.0) 3 (3.1) 9 9.2) 14 4.8)
stimulating
hormone increased
Blood triglycerides 1 (1.0) 1 (1.0) 2 (2.0) 4 (1.4)
increased
Blood urea 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
increased
Blood uric acid 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
decreased
Blood uric acid 5 5.1) 4 4.1) 2 (2.0) 11 (3.8)
increased
C-reactive protein 0 (0.0) 0 (0.0) 2 (2.0) 2 0.7)
increased
Cell marker 1 (1.0) 2 2.1 2 (2.0) 5 1.7
increased
Eosinophil count 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
increased
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T8k 2.7.4:6 BIMEAREIRAIZ (043

HER) (Br2)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Investigations 76 (77.6) 82 (84.5) 78 (79.6) 236 (80.5)
Gamma-glutamyltrans 6 6.1) 8 8.2) 10 (10.2) 24 (8.2)
ferase increased
Glycosylated 0 (0.0) 0 0.0) 1 (1.0) 1 0.3)
haemoglobin
decreased
Haematocrit decreased 8 (8.2) 2 2.1) 3 3.1) 13 4.4)
Haemoglobin 35 (35.7) 31 (32.0) 41 (41.8) 107 (36.5)
decreased
High density 2 (2.0) 0 (0.0) 1 (1.0) 3 (1.0)
lipoprotein decreased
Low density 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
lipoprotein decreased
Lymphocyte count 5 5.1 3 3.1 2 (2.0) 10 (3.4)
decreased
Lymphocyte count 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
increased
Monocyte count 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
increased
Neutrophil count 50 (51.0) 46 (47.4) 43 (43.9) 139 (47.4)
decreased
Platelet count 28 (28.6) 36 (37.1) 36 (36.7) 100 (34.1)
decreased
Protein total decreased 2 (2.0) 2 2.1) 3 3.D 7 2.4)
Protein urine present 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
Red blood cell count 7 (7.1) 7 (7.2) 7 (7.1) 21 (7.2)
decreased
Reticulocyte count 1 (1.0) 3 3.1 0 (0.0) 4 (1.4)
decreased
Reticulocyte count 4 4.1) 1 (1.0) 0 (0.0) 5 (1.7)
increased
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f18% 2.7.4:6 BIERARBHIF (043 B ()
12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Investigations 76 (77.6) 82 (84.5) 78 (79.6) 236 (80.5)
Reticulocyte 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
percentage increased
Thyroid function test 0 0.0) 1 (1.0) 2 (2.0) 3 (1.0)
abnormal
Thyroxine free 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
decreased
Tri-iodothyronine 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
free increased
Tri-iodothyronine 1 (1.0) 0 (0.0) 2 (2.0) 3 (1.0)
increased
Weight decreased 13 (13.3) 12 (12.4) 9 9.2) 34 (11.6)
White blood cell 45 (45.9) 44 (45.4) 45 (45.9) 134 (45.7)
count decreased
White blood cell 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
count increased
Metabolism and 34 (34.7) 37 (38.1) 40 (40.8) 111 (37.9)
nutrition disorders
Decreased appetite 32 (32.7) 31 (32.0) 34 (34.7) 97 (33.1)
Dehydration 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
Diabetes mellitus 1 (1.0) (0.0) 2 (2.0) 3 (1.0)
Glucose tolerance 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
impaired
Hyperlipidaemia 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
Hypertriglyceridae 0 (0.0) 2 2.1) 1 (1.0) 3 (1.0)
mia
Hyperuricaemia 1 (1.0) 2 2.1 3 3.1 6 (2.0)
Hypoalbuminaemia 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
Hypocalcaemia 1 (1.0) 3 3.D 1 (1.0) 5 1.7
Hypokalaemia 1 (1.0) 2 2.1 1 (1.0) 4 (1.4)
Hypophosphataemia 0 (0.0) 3 3.1) 0 (0.0) 3 (1.0)
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8% 2.7.4:6 BIEFARIRMGIZ (043 HER) (K<)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Musculoskeletal and 42 (42.9) 49 (50.5) 44 (44.9) 135 (46.1)
connective tissue
disorders
Arthralgia 29 (29.6) 31 (32.0) 27 (27.6) 87 (29.7)
Arthritis 2 (2.0) 1 (1.0) 0 (0.0) 3 (1.0)
Back pain 9 9.2) 12 (12.4) 15 (15.3) 36 (12.3)
Chondrocalcinosis 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
pyrophosphate
Limb discomfort 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Muscle spasms 1 (1.0) 2 2.1 0 0.0) 3 (1.0)
Muscular weakness 0 (0.0) 0 (0.0) 2 (2.0) 2 0.7)
Musculoskeletal 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
discomfort
Musculoskeletal 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
pain
Musculoskeletal 2 (2.0) 5 (5.2) 2 (2.0) 9 3.1
stiffness
Myalgia 8 8.2) 15 (15.5) 10 (10.2) 33 (11.3)
Neck pain 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
Nodal osteoarthritis 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Pain in extremity 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Periarthritis 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
Sensation of 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
heaviness
Temporomandibula 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
r joint syndrome
Neoplasms benign, 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
malignant and
unspecified (incl cysts
and polyps)
Gastric cancer 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
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2.7 FRARMBEE
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8% 2.7.4:6 BIEFARIRMGIZ (043 HER) (K<)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Neoplasms benign, 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
malignant and
unspecified (incl cysts
and polyps)
Hepatocellular 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
carcinoma
Nervous system 63 (64.3) 57 (58.8) 64 (65.3) 184 (62.8)
disorders
Ageusia 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Dizziness 8 8.2) 6 (6.2) 11 (11.2) 25 8.5)
Dizziness postural 3 3.D 4 4.1 0 (0.0) 7 2.4)
Dysgeusia 26 (26.5) 23 (23.7) 19 (19.4) 68 (23.2)
Facial nerve 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
disorder
Head discomfort 0 (0.0) 0 (0.0) 3 3.1 3 (1.0)
Headache 49 (50.0) 46 (47.4) 44 (44.9) 139 (47.4)
Hypoaesthesia 0 (0.0) 3 3.1 1 (1.0) 4 1.4)
Hypogeusia 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
Loss of 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
consciousness
Migraine 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Neuralgia 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
Neuropathy 0 (0.0) 1 (1.0) (0.0) 1 (0.3)
peripheral
Paraesthesia 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
Parosmia 2 (2.0) 2 2.1 2 (2.0) 6 (2.0)
Somnolence 2 (2.0) 0 (0.0) 1 (1.0) 3 (1.0)
Syncope 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Visual field defect 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Psychiatric disorders 25 (25.5) 20 (20.6) 25 (25.5) 70 (23.9)
Abulia 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
Affect lability 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
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8% 2.7.4:6 BIEFARIRMGIZ (043 HER) (K<)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Psychiatric disorders 25 (25.5) 20 (20.6) 25 (25.5) 70 (23.9)
Affective disorder 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Agoraphobia 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Anxiety 2 (2.0) 1 (1.0) 3 3.1 6 (2.0)
Apathy 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
Boredom 2 (2.0) 1 (1.0) 2 (2.0) 5 1.7
Depressed mood 1 (1.0) 1 (1.0) 1 (1.0) 3 (1.0)
Depression 4 4.1) 0 (0.0) 4 4.1) 8 2.7
Dysthymic disorder 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
Insomnia 13 (13.3) 17 (17.5) 18 (18.4) 48 (16.4)
Mood altered 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
Panic disorder 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
Panic reaction 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Sleep disorder 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Taciturnity 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Renal and urinary 4 “4.1) 3 3.1 5 5.1 12 “4.1)
disorders
Hypertonic bladder 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
Nephrolithiasis 1 (1.0) 2 2.1 1 (1.0) 4 1.4
Nocturia 0 (0.0) 0 (0.0) 2 (2.0) 2 0.7)
Pollakiuria 1 (1.0) 1 (1.0) 1 (1.0) 3 (1.0)
Proteinuria 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
Reproductive system 0 (0.0) 0 (0.0) 3 3. 3 (1.0)
and breast disorders
Genital 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
haemorrhage
Menstruation 0 (0.0) 0 (0.0) 2 (2.0) 2 0.7)
irregular
Vaginal 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
inflammation
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8% 2.7.4:6 BIEFARIRMGIZ (043 HER) (K<)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Respiratory, thoracic 17 (17.3) 21 (21.6) 22 (22.4) 60 (20.5)
and mediastinal
disorders
Cough 5 (5.1) 6 (6.2) 12 (12.2) 23 (7.8)
Dyspnoea 5 5.1 3 3.1 2 (2.0) 10 (3.4
Epistaxis 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
Hyperventilation 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
Interstitial lung 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
disease
Laryngeal 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
discomfort
Laryngeal 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
inflammation
Oropharyngeal 2 (2.0) 2 2.1 2 (2.0) 6 (2.0)
discomfort
Oropharyngeal pain 2 (2.0) 8 8.2) 1 (1.0) 11 (3.8)
Pleural effusion 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
Productive cough 1 (1.0) 0 (0.0) 2 (2.0) 3 (1.0)
Rhinitis allergic 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Rhinorrhoea 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
Sputum increased 0 (0.0) 2 2.1 0 (0.0) 2 0.7)
Upper respiratory 0 (0.0) 2 2.1 2 (2.0) 4 (1.4)
tract inflammation
Skin and subcutaneous 80 (81.6) 77 (79.4) 84 (85.7) 241 (82.3)
tissue disorders
Alopecia 31 (31.6) 30 (30.9) 33 (33.7) 94 (32.1)
Alopecia areata 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Dandruff 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
Dermatitis 1 (1.0) 1 (1.0) 2 (2.0) 4 1.4)
Dermatitis allergic 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
Dermatitis atopic 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
Drug eruption 1 (1.0) 4 4.1 3 3.1 8 2.7
Dry skin 4 (4.1) 6 (6.2) 4 (4.1) 14 (4.8)
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8% 2.7.4:6 BIEFARIRMGIZ (043 HER) (K<)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Skin and subcutaneous 80 (81.6) 77 (79.4) 84 (85.7) 241 (82.3)
tissue disorders
Eczema 6 6.1) 4 4.1) 8 (8.2) 18 6.1)
Eczema asteatotic 1 (1.0) 1 (1.0) 0 0.0) 2 0.7)
Eczema nummular 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Erythema 5 5.1 2 2.1 5 5.1 12 4.1
Hyperhidrosis 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Hyperkeratosis 0 (0.0) 2 2.1 0 (0.0) 2 0.7)
Onychoclasis 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Onycholysis 1 (1.0) 0 (0.0) 0 0.0) 1 0.3)
Pruritus 29 (29.6) 32 (33.0) 33 (33.7) 94 (32.1)
Pruritus generalised 0 (0.0) 3 3.1 3 3.1 6 (2.0)
Psoriasis 1 (1.0) 2 2.1 0 (0.0) 3 (1.0)
Rash 40 (40.8) 30 (30.9) 41 (41.8) 111 (37.9)
Rash generalised 0 (0.0) 1 (1.0) 2 (2.0) 3 (1.0)
Rash 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
maculo-papular
Seborrhoeic 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
dermatitis
Skin disorder 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Skin erosion 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Skin exfoliation 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Skin fissures 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
Swelling face 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
Toxic skin eruption 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Urticaria 0 (0.0) 3 3.1 0 (0.0) 3 (1.0)
Xeroderma 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Vascular disorders 4 “4.1) 3 3.1 3 3.1 10 3.4
Hot flush 2 (2.0) 0 (0.0) 1 (1.0) 3 (1.0)
Hypertension 2 (2.0) 3 3.1 1 (1.0) 6 (2.0)
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T8k 2.7.4:6 BIMEAREIRAIZ (043

HER) (Br2)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Vascular disorders 4 4.1) 3 3.1 3 3.1 10 (3.4)
Orthostatic 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
hypotension
Every patient is counted a single time for each applicable row and column.
A system organ class or specific adverse event appears on this report only if its incidence in one or more of the
columns meets the incidence criterion in the report title, after rounding.
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T8 2.7.4:7 BIfERMHEJRGIZL (044 HER)

12-wk MK-7009 300 mg | 24-wk MK-7009 300 mg Total
b.i.d. + Peg-IFN + RBV/ | b.i.d. + Peg-IFN + RBV
12-wk Peg-IFN + RBV
n (%) n (%) n (%)
Patients in population 25 26 51
with one or more drug-related 24 (96.0) 26 (100.0) 50 (98.0)
adverse events
with no drug-related adverse 1 4.0) 0 (0.0) 1 (2.0)
events
Blood and lymphatic system 6 (24.0) 4 (15.4) 10 (19.6)
disorders
Anaemia 3 (12.0) 4 (15.4) 7 (13.7)
Erythropenia 1 (4.0) 0 (0.0) 1 (2.0)
Hypochromasia 1 (4.0) 0 (0.0) 1 (2.0)
Leukopenia 1 (4.0) 0 (0.0) 1 (2.0)
Neutropenia 3 (12.0) 1 (3.9) 4 (7.8)
Ear and labyrinth disorders 3 (12.0) 2 7.7) 5 9.8)
Deafness 1 (4.0) 0 (0.0) 1 (2.0)
Tinnitus 1 (4.0) 2 (7.7) 3 (5.9)
Vertigo positional 1 4.0) 0 (0.0) 1 (2.0)
Endocrine disorders 1 4.0) 2 7.7) 3 5.9
Autoimmune thyroiditis 0 (0.0) 1 (3.9) 1 (2.0)
Hypothyroidism 1 4.0) 0 (0.0) 1 2.0)
Thyroid pain 0 (0.0) 1 (3.8) 1 2.0)
Eye disorders 3 (12.0) 2 7.7) 5 (9.8)
Blepharitis 1 (4.0) 0 (0.0) 1 (2.0)
Photopsia 1 (4.0) 0 (0.0) 1 (2.0)
Retinal exudates 0 (0.0) 1 (3.9) 1 (2.0)
Retinopathy 1 4.0) 1 (3.8) 2 3.9
Vision blurred 1 4.0) 0 (0.0) 1 2.0)
Gastrointestinal disorders 20 (80.0) 20 (76.9) 40 (78.4)
Abdominal discomfort 5 (20.0) 6 (23.1) 11 (21.6)
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8% 2.7.4:7 BIEAR|MGIZ (044 FHER) (K )

12-wk MK-7009 300 mg | 24-wk MK-7009 300 mg Total
b.i.d. + Peg-IFN + RBV/ | b.i.d. + Peg-IFN + RBV
12-wk Peg-IFN + RBV
n (%) n (%) n (%)
Gastrointestinal disorders 20 (80.0) 20 (76.9) 40 (78.4)
Abdominal distension 1 (4.0) 0 (0.0) 1 (2.0)
Abdominal pain upper 2 (8.0) 2 (7.7) 4 (7.8)
Cheilitis 2 (8.0) 4 (15.4) 6 (11.8)
Constipation 0 (0.0) 2 7.7) 2 3.9
Diarrhoea 10 (40.0) 5 (19.2) 15 (29.4)
Dry mouth 0 (0.0) 1 (3.8) 1 2.0)
Dyspepsia 2 (8.0) 3 (11.5) 5 9.8)
Epigastric discomfort 1 4.0) 1 (3.8) 2 3.9
Faeces hard 1 (4.0) 0 (0.0) 1 (2.0)
Gingival pain 0 (0.0) 1 (3.8) 1 (2.0)
Nausea 9 (36.0) 9 (34.6) 18 (35.3)
Radicular cyst 0 (0.0) 1 (3.8) 1 (2.0)
Retching 0 (0.0) 1 (3.8) 1 (2.0)
Stomatitis 7 (28.0) 4 (15.4) 11 (21.6)
Toothache 1 (4.0) 0 (0.0) 1 (2.0)
Vomiting 6 (24.0) 4 (15.4) 10 (19.6)
General disorders and 23 (92.0) 24 (92.3) 47 92.2)
administration site conditions
Chest discomfort 0 (0.0) 1 (3.8) 1 2.0)
Chest pain 1 4.0) 0 (0.0) 1 2.0)
Chills 1 (4.0) 3 (11.5) 4 (7.8)
Fatigue 2 (8.0) 3 (11.5) 5 9.8)
Influenza like illness 3 (12.0) 3 (11.5) 6 (11.8)
Injection site erythema 2 (8.0) 1 (3.9) 3 (5.9)
Injection site pruritus 3 (12.0) 0 (0.0) 3 (5.9)
Injection site rash 1 4.0) 1 (3.8) 2 3.9)
Injection site reaction 3 (12.0) 7 (26.9) 10 (19.6)
Malaise 10 (40.0) 7 (26.9) 17 (33.3)
Pyrexia 20 (80.0) 19 (73.1) 39 (76.5)
Thirst 1 (4.0) 2 (1.7 3 (5.9
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8% 2.7.4:7 BIEAR|MGIZ (044 FHER) (K )

12-wk MK-7009 300 mg | 24-wk MK-7009 300 mg Total
b.i.d. + Peg-IFN + RBV/ | b.i.d. + Peg-IFN + RBV
12-wk Peg-IFN + RBV
n (%) n (%) n (%)
Hepatobiliary disorders 0 (0.0) 2 (7.7) 2 (3.9)
Hepatic function 0 (0.0) 2 7.7) 2 (3.9)
abnormal
Infections and infestations 5 (20.0) 5 (19.2) 10 (19.6)
Appendicitis 1 (4.0) 0 (0.0) 1 (2.0)
Cystitis 1 4.0) 0 (0.0) 1 (2.0)
Nasopharyngitis 3 (12.0) 2 (7.7) 5 9.8)
Pharyngitis 0 (0.0) 1 (3.8) 1 (2.0)
Tinea cruris 0 (0.0) 1 (3.8) 1 (2.0)
Tonsillitis 0 (0.0) 1 (3.8) 1 (2.0)
Investigations 18 (72.0) 19 (73.1) 37 (72.5)
Alanine aminotransferase 1 (4.0) 0 (0.0) 1 (2.0)
increased
Bilirubin conjugated 1 4.0) 1 (3.8) 2 3.9)
increased
Blood albumin decreased 0 (0.0) 1 (3.8) 1 (2.0)
Blood bilirubin increased 2 (8.0) 1 (3.8) 3 (5.9
Blood calcium decreased 2 (8.0) 4 (15.4) 6 (11.8)
Blood chloride increased 0 (0.0) 1 (3.9) 1 (2.0)
Blood lactate 1 4.0) 3 (11.5) 4 (7.8)
dehydrogenase increased
Blood phosphorus 2 (8.0) 3 (11.5) 5 (9.8)
decreased
Blood potassium 1 (4.0) 0 (0.0) 1 (2.0)
decreased
Blood pressure decreased 1 (4.0) 0 (0.0) 1 (2.0)
Blood thyroid stimulating 4.0) 2 7.7) 3 (5.9)
hormone increased
Blood uric acid increased 0 (0.0) 1 (3.8) 1 (2.0)
Cell marker increased 1 (4.0) 0 (0.0) 1 (2.0)
Gamma-glutamyltransfer 2 (8.0) 2 7.7) 4 (7.8)
ase increased
Haematocrit decreased 3 (12.0) 2 7.7) 5 (9.8)
Haemoglobin decreased 12 (48.0) 12 (46.2) 24 47.1)
Lymphocyte count 1 4.0) 2 7.7) 3 (5.9)
decreased
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8% 2.7.4:7 BIEAR|MGIZ (044 FHER) (K )

12-wk MK-7009 300 mg | 24-wk MK-7009 300 mg Total
b.i.d. + Peg-IFN + RBV/ | b.i.d. + Peg-IFN + RBV
12-wk Peg-IFN + RBV
n (%) n (%) n (%)

Investigations 18 (72.0) 19 (73.1) 37 (72.5)

Monocyte count 0 (0.0) 1 (3.9) 1 (2.0)

decreased

Neutrophil count 7 (28.0) 10 (38.9) 17 (33.3)

decreased

Platelet count decreased 5 (20.0) 5 (19.2) 10 (19.6)

Protein total decreased (0.0) 1 3.9) 1 (2.0)

Red blood cell count 1 (4.0) 3 (11.5) 4 (7.8)

decreased

Reticulocyte count 0 (0.0) 1 (3.8) 1 (2.0)

decreased

Weight decreased 3 (12.0) 2 (7.7) 5 9.8)

White blood cell count 8 (32.0) 10 (38.5) 18 (35.3)

decreased
Metabolism and nutrition 9 (36.0) 9 (34.6) 18 (35.3)
disorders

Decreased appetite 7 (28.0) 8 (30.8) 15 (29.4)

Dehydration 0 (0.0) 1 (3.8) 1 (2.0)

Hyperuricaemia 1 (4.0) 0 (0.0) 1 (2.0)

Hypocalcaemia 1 (4.0) 0 (0.0) 1 (2.0)

Hypokalaemia 1 4.0) 0 (0.0) 1 (2.0)

Hypophagia 1 (4.0) 0 (0.0) 1 (2.0)
Musculoskeletal and 7 (28.0) 7 (26.9) 14 (27.5)
connective tissue disorders

Arthralgia 4 (16.0) 3 (11.5) 7 (13.7)

Back pain 2 (8.0) 2 7.7 4 (7.8)

Musculoskeletal pain 0 (0.0) 1 (3.8) 1 (2.0)

Musculoskeletal stiffness 1 4.0) 0 (0.0) 1 (2.0)

Myalgia 1 4.0) 1 (3.8) 2 3.9
Nervous system disorders 11 (44.0) 14 (53.8) 25 (49.0)

Dizziness 1 4.0) 1 (3.8) 2 3.9)

Dysgeusia 1 4.0) 4 (15.4) 5 9.8)

Headache (36.0) 11 (42.3) 20 (39.2)
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8% 2.7.4:7 BIEAR|MGIZ (044 FHER) (K )

12-wk MK-7009 300 mg | 24-wk MK-7009 300 mg Total
b.i.d. + Peg-IFN + RBV/ | b.i.d. + Peg-IFN + RBV
12-wk Peg-IFN + RBV
n (%) n (%) n (%)
Nervous system disorders 11 (44.0) 14 (53.8) 25 (49.0)
Tension headache 1 (4.0) 0 (0.0) 1 (2.0)
Tremor 1 4.0) 0 (0.0) 1 2.0)
Psychiatric disorders 6 (24.0) 5 (19.2) 11 (21.6)
Anxiety 1 (4.0) 0 (0.0) 1 (2.0)
Depression 1 (4.0) 1 (3.8) 2 3.9)
Insomnia 5 (20.0) 4 (15.4) 9 (17.6)
Mental disorder 0 (0.0) 1 (3.9) 1 (2.0)
Mood swings 0 (0.0) 1 (3.8) 1 (2.0)
Nervousness 1 (4.0) 0 (0.0) 1 (2.0)
Renal and urinary disorders 2 (8.0) 1 (3.8) 3 (5.9)
Dysuria 1 (4.0) 0 (0.0) 1 (2.0)
Pollakiuria 1 4.0) 1 (3.8) 2 3.9)
Respiratory, thoracic and 8 (32.0) 4 (15.4) 12 (23.5)
mediastinal disorders
Cough 2 (8.0) 1 (3.8) 3 (5.9)
Dysphonia 1 (4.0) 0 (0.0) 1 (2.0)
Dyspnoea 2 (8.0) 2 (7.7) 4 (7.8)
Oropharyngeal discomfort 2 (8.0) 0 (0.0) 2 (3.9)
Oropharyngeal pain 1 (4.0) 1 3.9) 2 3.9
Skin and subcutaneous tissue 15 (60.0) 21 (80.8) 36 (70.6)
disorders
Alopecia 7 (28.0) 10 (38.5) 17 (33.3)
Cold sweat 0 (0.0) 1 (3.8) 1 (2.0)
Dermatitis atopic 1 (4.0) 0 (0.0) 1 (2.0)
Dry skin 2 (8.0) 1 (3.8) 3 5.9)
Eczema 3 (12.0) 2 7.7) 5 9.8)
Eczema nummular 0 (0.0) 1 (3.8) 1 (2.0)
Erythema 0 (0.0 2 (1.7 2 3.9
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T8k 2.7.4:7 BIMERAEIRAIZ (044

HER) (Br2)

12-wk MK-7009 300 mg | 24-wk MK-7009 300 mg Total
b.i.d. + Peg-IFN + RBV/ | b.i.d. + Peg-IFN + RBV
12-wk Peg-IFN + RBV
n (%) n (%) n (%)
Skin and subcutaneous tissue 15 (60.0) 21 (80.8) 36 (70.6)
disorders
Palmoplantar keratoderma 0 (0.0) 1 (3.8) 1 (2.0)
Pruritus 6 (24.0) 10 (38.5) 16 (31.4)
Pruritus generalised 1 4.0) 1 (3.8) 2 3.9
Rash 6 (24.0) 6 (23.1) 12 (23.5)
Vascular disorders 0 (0.0) 2 (7.7) 2 (3.9)
Hypertension 0 (0.0) 1 (3.9) 1 (2.0)
Pallor 0 (0.0 1 (3.8) 1 2.0

Every patient is counted a single time for each applicable row and column.

A system organ class or specific adverse event appears on this report only if its incidence in one or more of the
columns meets the incidence criterion in the report title, after rounding.
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1% 2.7.4:.8 BIEARERGIZL (045 HER)
24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV
n (%)
Patients in population 42
with one or more drug-related adverse events 42 (100.0)
with no drug-related adverse events 0 (0.0)
Blood and lymphatic system disorders 16 (38.1)
Anaemia 12 (28.6)
Neutropenia 4 9.5)
Ear and labyrinth disorders 1 2.4)
Ear discomfort 1 2.4)
Eye disorders 2 (4.8)
Blepharitis 1 (2.4)
Dry eye 1 24
Retinal vascular disorder 1 2.4)
Gastrointestinal disorders 33 (78.6)
Abdominal discomfort 3 (7.1)
Abdominal distension 1 2.4)
Abdominal pain upper 7 (16.7)
Aphthous stomatitis 2 (4.8)
Cheilitis 1 2.4)
Constipation 5 (11.9)
Diarrhoea 7 (16.7)
Dry mouth 3 (7.1)
Dyspepsia 6 (14.3)
Epigastric discomfort 2 (4.8)
Glossitis 1 2.4)
Nausea 14 (33.3)
Retching 1 2.4)
Stomatitis 6 (14.3)
Vomiting 6 (14.3)
General disorders and administration site conditions 37 (88.1)
Chills 1 2.4)
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T8k 2.7.4:8 BIMERAREIRAIZ (045

HER) (Br2)

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV

n (%)
General disorders and administration site conditions 37 (88.1)
Fatigue 5 (11.9)
Feeling abnormal 2 (4.8)
Feeling hot 1 2.4)
Influenza like illness 5 (11.9)
Injection site erythema 3 (7.1)
Injection site reaction 12 (28.6)
Malaise 12 (28.6)
Pyrexia 24 (57.1)
Hepatobiliary disorders 1 2.4)
Hepatic function abnormal 1 (2.4)
Immune system disorders 1 2.4)
Seasonal allergy 1 2.4)
Infections and infestations 7 (16.7)
Bronchitis 1 2.4)
Gastroenteritis 1 2.4)
Nasal vestibulitis 1 (2.4)
Nasopharyngitis 3 (7.1)
Pneumonia 1 2.4)
Pneumonia bacterial 1 2.4)
Tinea infection 1 2.4)
Investigations 23 (54.8)
Alanine aminotransferase increased 1 (2.4)
Aspartate aminotransferase increased 1 2.4)
Bilirubin conjugated increased 3 (7.1)
Blood albumin decreased 1 2.4)
Blood bilirubin increased 3 (7.1)
Blood calcium decreased 2 (4.8)
Blood creatinine increased 1 (2.4)
Blood lactate dehydrogenase increased 1 2.4)
Blood phosphorus decreased 1 2.4)
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T8k 2.7.4:8 BIMERAREIRAIZ (045

HER) (Br2)

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV

n (%)
Investigations 23 (54.8)
Blood potassium decreased 1 2.4)
Blood pressure decreased 1 2.4)
Blood pressure increased 1 2.4)
Blood uric acid increased 3 (7.1)
Gamma-glutamyltransferase increased 1 2.4)
Glycosylated haemoglobin decreased 1 2.4)
Haemoglobin decreased 5 (11.9)
Neutrophil count decreased 13 (31.0)
Platelet count decreased 14 (33.3)
White blood cell count decreased 7 (16.7)
Metabolism and nutrition disorders 7 (16.7)
Decreased appetite 4 9.5)
Hyperchloraemia 1 24
Hypernatraemia 1 2.4)
Hyperuricaemia 1 2.4)
Hypocalcaemia 1 24
Musculoskeletal and connective tissue disorders 7 (16.7)
Arthralgia 2 (4.8)
Back pain 1 2.4)
Muscular weakness 1 2.4)
Myalgia 3 (7.1)
Neck pain 1 (2.4)
Osteoarthritis 1 2.4)
Nervous system disorders 20 (47.6)
Dizziness 1 2.4)
Dysgeusia 9 (21.4)
Headache 12 (28.6)
Migraine 2 (4.8)
Parosmia 1 2.4)
Somnolence 1 2.4)
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8% 2.7.4:8 BIEARIMGIZ (045 HER) (K )

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV

n (%)
Psychiatric disorders 2 (4.8)
Insomnia 2 (4.8)
Respiratory, thoracic and mediastinal disorders 6 (14.3)
Cough 3 (7.1)
Oropharyngeal pain 3 (7.1)
Skin and subcutaneous tissue disorders 24 (57.1)
Alopecia 13 (31.0)
Dermatitis 1 24
Dry skin 3 (7.1)
Pruritus 13 (31.0)
Rash 8 (19.0)
Seborrhoeic dermatitis 1 2.4)
Skin fissures 1 (2.4)

Every patient is counted a single time for each applicable row and column.
A system organ class or specific adverse event appears on this report only if its incidence in one or more of the
columns meets the incidence criterion in the report title, after rounding.
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8% 2.7.4:9 AEFRRVBMERARRGIZ (016, 043, 044, 045 HERHF )

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)
Patients in population 356 356 120 120
with one or more adverse events 355 (99.7) 354 (99.4) 120 (100.0) 120 (100.0)
with no adverse events 1 0.3) 2 (0.6) 0 (0.0) 0 (0.0)
Blood and lymphatic system 110 (30.9) 109 (30.6) 45 (37.5) 45 (37.5)
disorders
Anaemia 72 (20.2) 72 (20.2) 25 (20.8) 25 (20.8)
Disseminated intravascular 0 (0.0) 0 (0.0) 1 (0.8) 1 (0.8)
coagulation
Eosinopenia 1 (0.3) 1 (0.3) 1 (0.8) 1 (0.8)
Eosinophilia 1 0.3) 1 (0.3) 1 (0.8) 1 (0.8)
Erythropenia 2 (0.6) 2 (0.6) 0 (0.0) 0 (0.0)
Febrile neutropenia 1 0.3) 0 (0.0) 0 (0.0) 0 0.0)
Haemolytic anaemia 4 (1.1) 4 (1.1) 2 1.7) 2 1.7
Hypochromasia 4 (1.1 4 (1.1) 2 1.7) 2 1.7)
Leukopenia 22 (6.2) 22 (6.2) 9 (7.5) 9 (7.5)
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8% 2.7.4:9 HEEERRUVEMERAREFIE (016, 043, 044, 045

HERGER) ()

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)

Blood and lymphatic system 110 (30.9) 109 (30.6) 45 (37.5) 45 (37.5)
disorders

Lymphopenia 1 (0.3) 1 (0.3) 1 (0.8) 1 (0.8)

Neutropenia 29 8.1) 29 8.1 13 (10.8) 13 (10.8)

Neutrophilia 1 (0.3) 1 0.3) 0 (0.0) 0 (0.0)

Pancytopenia 1 0.3) 1 (0.3) 0 (0.0) 0 (0.0)

Thrombocytopenia 14 3.9) 14 3.9) 4 (3.3) 4 3.3)
Cardiac disorders 15 4.2) 10 (2.8) 6 (5.0) 4 3.3)

Arrhythmia 1 (0.3) 1 (0.3) 1 (0.8) 1 (0.8)

Atrial fibrillation 3 (0.8) 3 (0.8) 0 (0.0) 0 (0.0)

Atrioventricular block first 2 (0.6) 2 (0.6) 0 (0.0) 0 (0.0)

degree

Bradycardia 1 0.3) 1 0.3) 0 (0.0) 0 0.0)

Extrasystoles 1 0.3) 1 0.3) 0 (0.0) 0 0.0)

Palpitations 6 1.7 3 (0.8) 2 1.7 2 (1.7)

Pericarditis 0 (0.0) 0 (0.0) 1 (0.8) 0 (0.0)
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8% 2.7.4:9 HEEERRUVEMERARBE G (016, 043, 044, 045 HERHE) (&)

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)
Cardiac disorders 15 4.2) 10 (2.8) 6 (5.0) 4 3.3)
Supraventricular extrasystoles 1 0.3) 0 (0.0) 1 (0.8) 0 0.0)
Ventricular extrasystoles 1 0.3) 0 (0.0) 1 (0.8) 1 (0.8)
Congenital, familial and genetic 1 (0.3) 0 (0.0) 0 (0.0) 0 (0.0)
disorders
Hypertrophic cardiomyopathy 1 0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Ear and labyrinth disorders 22 (6.2) 16 4.5) 12 (10.0) 9 (7.5)
Deafness 2 (0.6) 2 (0.6) 0 (0.0) 0 0.0)
Deafness neurosensory 0 (0.0) 0 (0.0) 2 1.7) 0 (0.0)
Ear discomfort 4 (1.1) 4 (1.1) 0 (0.0) 0 (0.0)
Endolymphatic hydrops 0 (0.0) 0 (0.0) 1 (0.8) 1 (0.8)
External ear pain 1 0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Meniere's disease 0 (0.0) 0 (0.0) 1 0.8) 1 (0.8)
Sudden hearing loss 0 (0.0) 0 (0.0) 2 1.7 2 1.7
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8% 2.7.4:9 HEEERRUVEMERARABZFIZ (016, 043, 044, 045 HERHE) (&)

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)
Ear and labyrinth disorders 22 (6.2) 16 4.5) 12 (10.0) 9 (7.5)
Tinnitus 9 2.5) 7 (2.0) 0 (0.0) 0 (0.0)
Vertigo 6 1.7) 4 (1.1) 5 “4.2) 4 (3.3)
Vertigo positional 2 (0.6) 1 (0.3) 1 (0.8) 1 (0.8)
Endocrine disorders 15 4.2) 15 4.2) 8 6.7) 8 6.7)
Autoimmune thyroiditis 3 (0.8) 3 (0.8) 1 (0.8) 1 (0.8)
Basedow's disease 1 0.3) 1 0.3) 0 (0.0) 0 0.0)
Hyperthyroidism 2 (0.6) 1 0.3) 3 2.5) 3 2.5)
Hypothyroidism 5 1.4) 5 (1.4) 3 2.5) 3 (2.5)
Inappropriate antidiuretic 1 (0.3) 1 (0.3) 0 (0.0) 0 (0.0)
hormone secretion
Thyroid disorder 2 (0.6) 2 (0.6) 0 (0.0) 0 (0.0)
Thyroid pain 1 0.3) 1 0.3) 0 (0.0) 0 0.0)
Thyroiditis 1 (0.3) 1 (0.3) 1 (0.8) 1 (0.8)
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8% 2.7.4:9 HEEERRUVEMERARABZFIZ (016, 043, 044, 045 HERHE) (&)

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)
Eye disorders 63 17.7) 45 (12.6) 36 (30.0) 26 (21.7)
Abnormal sensation in eye 1 0.3) 1 (0.3) 0 (0.0) 0 (0.0)
Accommodation disorder 1 0.3) 1 0.3) 0 (0.0) 0 (0.0)
Asthenopia 5 1.4 4 (1.1) 1 (0.8) 1 (0.8)
Blepharitis 3 (0.8) 2 (0.6) 3 2.5) 2 1.7
Cataract 3 (0.8) 0 (0.0) 2 1.7) 1 (0.8)
Chalazion 3 (0.8) 0 (0.0) 2 1.7 0 (0.0)
Conjunctival deposit 1 0.3) 0 0.0) 0 (0.0) 0 0.0)
Conjunctival haemorrhage 3 (0.8) 2 (0.6) 0 (0.0) 0 (0.0)
Conjunctival hyperaemia 1 (0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Conjunctivitis 5 1.4 2 (0.6) 4 3.3) 1 (0.8)
Conjunctivitis allergic 1 0.3) 0 (0.0) 3 2.5) 0 (0.0)
Corneal erosion 0 (0.0) 0 (0.0) 1 0.8) 0 0.0)
Dry eye 15 4.2) 9 (2.5) 2 1.7 1 (0.8)
Eye discharge 1 (0.3) 1 (0.3) 1 (0.8) 0 (0.0)
Eye pain 3 (0.8) 3 (0.8) 1 (0.8) 0 (0.0)
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8% 2.7.4:9 HEEERRUVEMERARABZFIZ (016, 043, 044, 045 HERHE) (&)

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)
Eye disorders 63 17.7) 45 (12.6) 36 (30.0) 26 (21.7)
Eye pruritus 2 (0.6) 1 0.3) 2 1.7) 2 1.7
Eyelid oedema 0 (0.0) 0 (0.0) 1 (0.8) 0 (0.0)
Glaucoma 1 0.3) 1 0.3) 0 (0.0) 0 (0.0)
Keratitis 0 (0.0) 0 (0.0) 1 (0.8) 0 (0.0)
Lacrimation increased 1 0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Ocular discomfort 2 (0.6) 1 0.3) 0 (0.0) 0 0.0)
Ocular hyperaemia 0 (0.0) 0 0.0) 1 0.8) 0 0.0)
Optic disc haemorrhage 1 0.3) 1 0.3) 0 (0.0) 0 (0.0)
Photophobia 1 0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Photopsia 2 (0.6) 1 (0.3) 0 (0.0) 0 (0.0)
Pingueculitis 1 0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Punctate keratitis 1 0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Retinal exudates 3 0.8) 3 0.8) 1 0.8) 1 0.8)
Retinal haemorrhage 2 (0.6) 2 (0.6) 6 (5.0 6 (5.0)
Retinal vascular disorder 1 (0.3) 1 (0.3) 0 (0.0) 0 (0.0)

2.7.4  FRREYZE 2
- 230 -

c Confidential



N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

8% 2.7.4:9 HEEERRUVEMERAREFIE (016, 043, 044, 045

HERGER) ()

MK-7009 b.i.d. + Peg-IFN + RBV

Placebo + Peg-IFN + RBV

Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)
Eye disorders 63 17.7) 45 (12.6) 36 (30.0) 26 (21.7)
Retinopathy 12 (3.4 12 3.4 12 (10.0) 12 (10.0)
Vision blurred 2 (0.6) 2 (0.6) 1 (0.8) 1 (0.8)
Visual acuity reduced 4 (1.1 3 (0.8) 0 (0.0) 0 (0.0)
Vitreous floaters 2 (0.6) 2 (0.6) 3 2.5) 2 (1.7)
Gastrointestinal disorders 273 (76.7) 251 (70.5) 84 (70.0) 75 (62.5)
Abdominal discomfort 55 (15.4) 53 (14.9) 12 (10.0) 11 9.2)
Abdominal distension 8 2.2) 7 (2.0) 3 2.5) 3 2.5)
Abdominal pain 8 2.2) 7 (2.0) 2 1.7) 1 (0.8)
Abdominal pain upper 38 (10.7) 31 8.7) 9 (7.5) 8 6.7)
Anal fissure 0 (0.0) 0 (0.0) 1 (0.8) 0 (0.0)
Anal fistula 0 (0.0) 0 (0.0) 1 (0.8) 0 (0.0)
Anal prolapse 1 0.3) 0 (0.0) 0 (0.0) 0 0.0)
Aphthous stomatitis 2 (0.6) 2 (0.6) 1 (0.8) 1 (0.8)
Aptyalism 1 (0.3) 1 (0.3) 1 (0.8) 1 (0.8)
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8% 2.7.4:9 HEEERRUVEMERARABZFIZ (016, 043, 044, 045 HERHE) (&)

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)
Gastrointestinal disorders 273 (76.7) 251 (70.5) 84 (70.0) 75 (62.5)
Cheilitis 21 (5.9) 19 (5.3) 4 (3.3) 1 (0.8)
Colitis 2 (0.6) 1 (0.3) 0 (0.0) 0 (0.0)
Constipation 38 (10.7) 24 6.7) 11 9.2) 7 (5.8)
Dental caries 11 3.1 1 0.3) 0 (0.0) 0 (0.0)
Dental discomfort 0 (0.0) 0 (0.0) 1 (0.8) 0 (0.0)
Diarthoea 90 (25.3) 71 (19.9) 25 (20.8) 21 (17.5)
Dry mouth 8 (2.2) 7 (2.0) 3 2.5) 3 2.5)
Dyspepsia 39 (11.0) 37 (10.4) 8 6.7) 8 6.7)
Enteritis 1 0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Enterocolitis 1 0.3) 0 (0.0) 1 (0.8) 0 (0.0)
Epigastric discomfort 10 (2.8) 10 (2.8) 4 3.3) 3 (2.5)
Eructation 1 0.3) 1 0.3) 0 (0.0) 0 0.0)
Faeces discoloured 0 (0.0) 0 (0.0) 2 1.7) 0 (0.0)
Faeces hard 2 (0.6) 2 (0.6) 0 (0.0) 0 (0.0)
Gastric polyps 1 (0.3) 0 (0.0) 0 (0.0) 0 (0.0)
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8% 2.7.4:9 HEEERRUVEMERARABZFIZ (016, 043, 044, 045 HERHE) (&)

MK-7009 b.i.d. + Peg-IFN + RBV

Placebo + Peg-IFN + RBV

Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)
Gastrointestinal disorders 273 (76.7) 251 (70.5) 84 (70.0) 75 (62.5)
Gastritis 9 2.5) 8 (2.2) 5 4.2) 5 4.2)
Gastritis erosive 1 (0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Gastrointestinal hypermotility 1 (0.3) 1 (0.3) 0 (0.0) 0 (0.0)
Gastrooesophageal reflux 4 (1.1) 4 (1.1) 3 2.5) 0 (0.0)
disease
Gingival bleeding 1 0.3) 1 0.3) 0 (0.0) 0 0.0)
Gingival pain 1 0.3) 1 0.3) 0 (0.0) 0 0.0)
Gingival swelling 1 (0.3) 1 (0.3) 2 1.7) 1 (0.8)
Glossitis 1 0.3) 1 (0.3) 1 (0.8) 1 (0.8)
Glossodynia 0 (0.0) 0 (0.0) 1 (0.8) 1 (0.8)
Haemorrhoidal haemorrhage 1 0.3) 1 (0.3) 1 (0.8) 0 (0.0)
Haemorrhoids 4 (1.1) 2 (0.6) 1 0.8) 1 (0.8)
Tleus 0 (0.0) 0 (0.0) 1 (0.8) 0 (0.0)
Inguinal hernia 1 (0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Large intestine polyp 1 (0.3) 1 (0.3) 0 (0.0) 0 (0.0)
Lip dry 1 (0.3) 0 (0.0) 1 (0.8) 0 (0.0)
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8% 2.7.4:9 HEEERRUVEMERARABZFIZ (016, 043, 044, 045 HERHE) (&)

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)
Gastrointestinal disorders 273 (76.7) 251 (70.5) 84 (70.0) 75 (62.5)
Mallory-Weiss syndrome 1 0.3) 0 (0.0) 0 (0.0) 0 0.0)
Mouth ulceration 1 (0.3) 1 (0.3) 1 (0.8) 1 (0.8)
Nausea 117 (32.9) 110 (30.9) 31 (25.8) 29 (24.2)
Oesophageal discomfort 1 (0.3) 1 (0.3) 0 (0.0) 0 (0.0)
Oral pain 1 0.3) 1 0.3) 0 (0.0) 0 (0.0)
Pancreatic cyst 1 0.3) 0 (0.0) 0 (0.0) 0 0.0)
Paraesthesia oral 1 0.3) 1 (0.3) 0 (0.0) 0 (0.0)
Periodontal disease 1 0.3) 1 0.3) 0 (0.0) 0 (0.0)
Radicular cyst 1 (0.3) 1 0.3) 0 (0.0) 0 (0.0)
Retching 2 (0.6) 2 (0.6) 1 (0.8) 1 (0.8)
Saliva altered 0 (0.0) 0 (0.0) 1 (0.8) 0 (0.0)
Stomatitis 60 (16.9) 57 (16.0) 23 (19.2) 22 (18.3)
Tooth disorder 0 (0.0) 0 0.0) 1 0.8) 0 0.0)
Tooth loss 1 (0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Toothache 3 (0.8) 1 (0.3) 2 1.7 0 (0.0)

2.7.4  FRREYZE 2
- 234 -

c Confidential



N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

8% 2.7.4:9 HEEERRUVEMERAREFIE (016, 043, 044, 045

HERGER) ()

MK-7009 b.i.d. + Peg-IFN + RBV

Placebo + Peg-IFN + RBV

Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)
Gastrointestinal disorders 273 (76.7) 251 (70.5) 84 (70.0) 75 (62.5)
Vomiting 80 (22.5) 70 19.7) 9 (7.5) 7 (5.8)
General disorders and 325 (91.3) 319 (89.6) 113 (94.2) 113 (94.2)
administration site conditions
Asthenia 2 (0.6) 2 (0.6) 0 (0.0) 0 (0.0)
Chest discomfort 6 (1.7) 3 (0.8) 0 (0.0) 0 (0.0)
Chest pain 6 1.7 4 (1.1) 2 1.7 1 (0.8)
Chills 12 (3.4 12 3.4) 2 1.7 2 (1.7)
Fatigue 83 (23.3) 82 (23.0) 24 (20.0) 24 (20.0)
Feeling abnormal 2 (0.6) 2 (0.6) 1 (0.8) 0 (0.0)
Feeling hot 5 1.4 4 (1.1) 2 1.7 2 1.7
Feeling jittery 1 0.3) 1 0.3) 0 (0.0) 0 (0.0)
Gait disturbance 1 0.3) 0 (0.0) 1 0.8) 1 (0.8)
Influenza like illness 29 8.1 29 8.1 15 (12.5) 15 (12.5)
Injection site anaesthesia 0 (0.0) 0 (0.0) 1 (0.8) 1 (0.8)
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8% 2.7.4:9 HEEERRUVEMERARABZFIZ (016, 043, 044, 045 HERHE) (&)

MK-7009 b.i.d. + Peg-IFN + RBV

Placebo + Peg-IFN + RBV

Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)
General disorders and 325 (91.3) 319 (89.6) 113 (94.2) 113 94.2)
administration site conditions
Injection site dermatitis 4 (1.1 4 (1.1) 3 2.5 3 2.5)
Injection site erythema 32 (9.0) 32 (9.0) 18 (15.0) 18 (15.0)
Injection site induration 1 (0.3) 1 (0.3) 1 (0.8) 1 (0.8)
Injection site inflammation 1 (0.3) 1 0.3) 0 (0.0) 0 (0.0)
Injection site pain 1 0.3) 1 0.3) 0 (0.0) 0 0.0)
Injection site pruritus 17 (4.8) 17 (4.8) 9 (7.5) 9 (7.5)
Injection site rash 2 (0.6) 2 (0.6) 4 3.3) 4 3.3)
Injection site reaction 75 (21.1) 75 (21.1) 29 (24.2) 29 (24.2)
Injection site swelling 4 (1.1) 4 (1.1) 2 (1.7) 2 (1.7)
Injection site warmth 2 (0.6) 2 (0.6) 1 (0.8) 1 (0.8)
Irritability 2 (0.6) 2 (0.6) 3 2.5) 3 (2.5)
Malaise 98 (27.5) 97 (27.2) 42 (35.0) 42 (35.0)
Oedema 2 (0.6) 2 (0.6) 1 (0.8) 1 (0.8)
Oedema peripheral 1 (0.3) 0 (0.0) 0 (0.0) 0 (0.0)
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8% 2.7.4:9 HEEERRUVEMERAREFIE (016, 043, 044, 045

HERGER) ()

MK-7009 b.i.d. + Peg-IFN + RBV

Placebo + Peg-IFN + RBV

Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)
General disorders and 325 (91.3) 319 (89.6) 113 (94.2) 113 94.2)
administration site conditions
Pain 3 (0.8) 1 (0.3) 0 (0.0) 0 (0.0)
Pseudopolyp 1 (0.3) (0.0) 0 (0.0) 0 (0.0)
Pyrexia 248 (69.7) 244 (68.5) 92 (76.7) 91 (75.8)
Sensation of foreign body 1 0.3) 1 (0.3) 0 (0.0) 0 (0.0)
Thirst 9 2.5) 7 (2.0) 1 (0.8) 0 (0.0)
Vessel puncture site pruritus 1 0.3) 0 0.0) 0 (0.0) 0 0.0)
Hepatobiliary disorders 19 (5.3) 15 4.2) 7 (5.8) 2 1.7)
Cholelithiasis 2 (0.6) 2 (0.6) 0 (0.0) 0 (0.0)
Gallbladder polyp 0 (0.0) 0 (0.0) 1 (0.8) 1 (0.8)
Hepatic function abnormal 14 3.9 10 (2.8) 4 3.3) 1 (0.8)
Hepatic steatosis 2 (0.6) 2 (0.6) 2 1.7) 0 0.0)
Hyperbilirubinaemia 1 0.3) 1 0.3) 0 (0.0) 0 (0.0)
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8% 2.7.4:9 HEEERRUVEMERAREFIE (016, 043, 044, 045

HERGER) ()

MK-7009 b.i.d. + Peg-IFN + RBV

Placebo + Peg-IFN + RBV

Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)
Immune system disorders 4 (1.1) 1 (0.3) 1 (0.8) 1 (0.8)
Seasonal allergy 4 (1.1) 1 0.3) 1 (0.8) 1 0.8)
Infections and infestations 128 (36.0) 57 (16.0) 51 (42.5) 17 (14.2)
Acute sinusitis 0 (0.0) 0 (0.0) 1 (0.8) 0 (0.0)
Adenoviral conjunctivitis 1 (0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Appendicitis 1 0.3) 1 0.3) 0 (0.0) 0 (0.0)
Bacterial infection 0 (0.0) 0 (0.0) 2 1.7) 2 1.7)
Bartholin's abscess 0 (0.0) 0 (0.0) 1 (0.8) 1 (0.8)
Bronchitis 5 1.4) 4 (1.1) 2 1.7) 0 (0.0)
Cellulitis 3 (0.8) 2 (0.6) 2 1.7 0 (0.0)
Cystitis 12 34 4 (1.1) 4 3.3) 0 (0.0)
Dermatophytosis 1 0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Diarrhoea infectious 1 0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Enterocolitis infectious 1 0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Eye infection 0 (0.0) 0 (0.0) 1 (0.8) 1 (0.8)
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8% 2.7.4:9 HEEERRUVEMERARABZFIZ (016, 043, 044, 045 HERHE) (&)

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)
Infections and infestations 128 (36.0) 57 (16.0) 51 (42.5) 17 (14.2)
Folliculitis 2 (0.6) 1 (0.3) 4 (3.3) 3 (2.5)
Gastroenteritis 5 1.4) 1 (0.3) 2 1.7) 1 (0.8)
Gingivitis 5 1.4 5 1.4) 1 (0.8) 0 (0.0)
Herpes simplex 1 (0.3) 1 (0.3) 0 (0.0) 0 (0.0)
Herpes zoster 1 0.3) 0 (0.0) 1 (0.8) 1 (0.8)
Hordeolum 3 (0.8) 2 (0.6) 0 (0.0) 0 0.0)
Impetigo 0 (0.0) 0 (0.0) 1 (0.8) 1 (0.8)
Infected dermal cyst 1 0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Infective spondylitis 1 (0.3) 1 (0.3) 0 (0.0) 0 (0.0)
Influenza 2 (0.6) 0 (0.0) 3 2.5) 0 (0.0)
Lip infection 0 (0.0) 0 (0.0) 1 (0.8) 1 (0.8)
Nasal vestibulitis 1 0.3) 1 (0.3) 1 (0.8) 0 (0.0)
Nasopharyngitis 77 (21.6) 25 (7.0) 32 (26.7) 7 (5.8)
Onychomycosis 0 (0.0) 0 (0.0) 3 2.5) 0 (0.0)
Oral candidiasis 1 (0.3) 0 (0.0) 0 (0.0) 0 (0.0)
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8% 2.7.4:9 HEEERRUVEMERARABZFIZ (016, 043, 044, 045 HERHE) (&)

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)
Infections and infestations 128 (36.0) 57 (16.0) 51 (42.5) 17 (14.2)
Oral herpes 1 0.3) 1 0.3) 3 2.5) 0 0.0)
Otitis externa 2 (0.6) 0 (0.0) 3 2.5) 2 1.7
Otitis media 2 (0.6) 1 0.3) 0 (0.0) 0 (0.0)
Paronychia 3 (0.8) 2 (0.6) 2 1.7 1 (0.8)
Pericoronitis 1 0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Periodontitis 9 2.5) 1 0.3) 1 (0.8) 0 0.0)
Pharyngitis 8 2.2) 3 (0.8) 4 (3.3) 3 (2.5)
Pneumonia 2 (0.6) 2 (0.6) 0 (0.0) 0 (0.0)
Pneumonia bacterial 1 (0.3) 1 (0.3) 0 (0.0) 0 (0.0)
Purulence 0 (0.0) 0 (0.0) 1 (0.8) 0 (0.0)
Rhinitis 1 (0.3) 0 (0.0) 2 1.7) 1 (0.8)
Sinusitis 3 (0.8) 1 (0.3) 0 (0.0) 0 (0.0)
Skin candida 1 (0.3) 1 (0.3) 0 (0.0) 0 (0.0)
Tinea cruris 1 (0.3) 1 (0.3) 0 (0.0) 0 (0.0)
Tinea infection 4 (1.1) 3 (0.8) 0 (0.0) 0 (0.0)
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8% 2.7.4:9 HEEERRUVEMERAREFIE (016, 043, 044, 045

HERGER) ()

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)

Infections and infestations 128 (36.0) 57 (16.0) 51 (42.5) 17 (14.2)

Tinea pedis 1 0.3) 0 (0.0) 1 (0.8) 0 0.0)

Tonsillitis 2 (0.6) 1 (0.3) 0 (0.0) 0 (0.0)

Tracheobronchitis 0 (0.0) 0 (0.0) 1 (0.8) 0 (0.0)

mycoplasmal

Upper respiratory tract 8 2.2) 1 (0.3) 2 (1.7) 0 (0.0)

infection

Urinary tract infection 1 0.3) 1 0.3) 0 (0.0) 0 0.0)

Urinary tract infection 0 (0.0) 0 (0.0) 1 (0.8) 1 (0.8)

bacterial

Vulvovaginal candidiasis 0 (0.0) 0 (0.0) 1 (0.8) 0 (0.0)
Injury, poisoning and procedural 33 9.3) 3 (0.8) 17 (14.2) 2 1.7)
complications

Accidental overdose 6 1.7) 0 0.0) 6 (5.0) 0 0.0)

Animal bite 0 (0.0) 0 (0.0) 1 (0.8) 0 (0.0)

Ankle fracture 1 0.3) 0 (0.0) 0 (0.0) 0 (0.0)

Arthropod bite 2 (0.6) 0 (0.0) 0 (0.0) 0 (0.0)

Arthropod sting 1 (0.3) 0 (0.0) 0 (0.0) 0 (0.0)
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8% 2.7.4:9 HEEERRUVEMERARABZFIZ (016, 043, 044, 045 HERHE) (&)

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)
Injury, poisoning and procedural 33 9.3) 3 (0.8) 17 (14.2) 2 1.7
complications
Cervical vertebral fracture 1 0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Contusion 8 (2.2) 0 (0.0) 1 (0.8) 0 (0.0)
Epicondylitis 0 (0.0) 0 (0.0) 1 (0.8) 0 (0.0)
Excoriation 3 (0.8) 2 (0.6) 1 (0.8) 0 (0.0)
Eye contusion 0 (0.0) 0 (0.0) 1 (0.8) 0 0.0)
Fall 1 (0.3) 0 (0.0) 1 (0.8) 0 0.0)
Hand fracture 1 (0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Heat stroke 1 (0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Laceration 3 (0.8) 0 (0.0) 1 (0.8) 0 (0.0)
Ligament injury 1 0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Ligament sprain 1 0.3) 0 (0.0) 1 0.8) 0 0.0)
Muscle strain 2 (0.6) 0 0.0) 1 0.8) 1 0.8)
Procedural pain 1 0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Rib fracture 2 (0.6) 0 (0.0) 0 (0.0) 0 (0.0)
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8% 2.7.4:9 HEEERRUVEMERARABZFIZ (016, 043, 044, 045 HERHE) (&)

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)

Injury, poisoning and procedural 33 9.3) 3 (0.8) 17 (14.2) 2 1.7
complications

Road traffic accident 1 0.3) 0 (0.0) 0 (0.0) 0 (0.0)

Spinal compression fracture 2 (0.6) 0 (0.0) 0 (0.0) 0 (0.0)

Sternal fracture 1 (0.3) 0 (0.0) 0 (0.0) 0 (0.0)

Sunburn 1 0.3) 0 (0.0) 0 (0.0) 0 (0.0)

Thermal burn 1 0.3) 0 (0.0) 3 2.5) 1 0.8)

Tongue injury 1 0.3) 1 0.3) 0 (0.0) 0 0.0)

Tooth fracture 1 (0.3) 0 (0.0) 0 (0.0) 0 (0.0)

Wound 0 (0.0) 0 (0.0) 1 (0.8) 0 (0.0)
Investigations 279 (78.4) 270 (75.8) 97 (80.8) 94 (78.3)

Alanine aminotransferase 16 4.5) 12 3.4) 7 (5.8) 6 (5.0)

increased

Amylase increased 0 (0.0) 0 0.0) 1 0.8) 1 0.8)

Aspartate aminotransferase 12 (3.4 10 (2.8) 7 (5.8) 6 (5.0)

increased
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8% 2.7.4:9 HEEERRUVEMERAREFIE (016, 043, 044, 045

HERGER) ()

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)
Investigations 279 (78.4) 270 (75.8) 97 (80.8) 94 (78.3)
Bilirubin conjugated increased 15 4.2) 13 3.7 3 2.5) 3 (2.5)
Blood albumin decreased 9 2.5 8 2.2) 1 (0.8) 1 (0.8)
Blood alkaline phosphatase 12 (3.4) 12 (3.4) 8 6.7) 8 6.7)
increased
Blood bilirubin decreased 1 0.3) 1 (0.3) 0 (0.0) 0 (0.0)
Blood bilirubin increased 25 (7.0) 23 (6.5) 8 6.7) 8 (6.7)
Blood calcium decreased 25 (7.0) 25 (7.0) 6 (5.0) 6 (5.0
Blood calcium increased 1 0.3) 1 0.3) 0 (0.0) 0 (0.0)
Blood chloride increased 1 (0.3) 1 (0.3) 0 (0.0) 0 (0.0)
Blood cholesterol decreased 1 0.3) 1 (0.3) 0 (0.0) 0 (0.0)
Blood cholesterol increased 1 0.3) 0 (0.0) 1 (0.8) 0 (0.0)
Blood creatinine decreased 2 (0.6) 2 (0.6) 0 (0.0) 0 0.0)
Blood creatinine increased 4 (1.1) 2 (0.6) 2 1.7) 1 (0.8)
Blood insulin increased 2 (0.6) 1 (0.3) 1 (0.8) 0 (0.0)
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8% 2.7.4:9 HEEERRUVEMERAREFIE (016, 043, 044, 045

AERBEE) (&)

MK-7009 b.i.d. + Peg-IFN + RBV

Placebo + Peg-IFN + RBV

Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)

Investigations 279 (78.4) 270 (75.8) 97 (80.8) 94 (78.3)

Blood lactate dehydrogenase 19 (5.3) 13 3.7 6 (5.0) 4 3.3)

increased

Blood phosphorus decreased 14 3.9 14 3.9 5 4.2) 5 4.2)

Blood phosphorus increased 1 (0.3) 1 (0.3) 1 (0.8) 1 (0.8)

Blood potassium decreased 8 2.2) 8 2.2) 1 (0.8) 1 (0.8)

Blood potassium increased 3 (0.8) 2 (0.6) 0 (0.0) 0 (0.0)

Blood pressure decreased 6 1.7) 5 (1.4) 0 (0.0) 0 (0.0)

Blood pressure increased 4 (1.1 2 (0.6) 0 (0.0) 0 (0.0)

Blood thyroid stimulating 0 (0.0) 0 (0.0) 1 (0.8) 1 (0.8)

hormone abnormal

Blood thyroid stimulating 3 (0.8) 3 (0.8) 2 (1.7) 2 1.7)

hormone decreased

Blood thyroid stimulating 9 2.5) 8 2.2) 12 (10.0) 10 8.3)

hormone increased

Blood triglycerides increased 4 (1.1) 2 (0.6) 2 (1.7) 2 (1.7)
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8% 2.7.4:9 HEEERRUVEMERAREFIE (016, 043, 044, 045

HERGER) ()

MK-7009 b.i.d. + Peg-IFN + RBV

Placebo + Peg-IFN + RBV

increased

Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)

Investigations 279 (78.4) 270 (75.8) 97 (80.8) 94 (78.3)

Blood urea increased 4 (1.1) 2 (0.6) 1 (0.8) 0 (0.0)

Blood uric acid decreased 2 (0.6) 1 0.3) 0 (0.0) 0 (0.0)

Blood uric acid increased 18 5.1) 13 (3.7 5 4.2) 2 (1.7)

Blood urine present 2 (0.6) 1 (0.3) 0 (0.0) 0 (0.0)

C-reactive protein increased 0 (0.0) 0 (0.0) 2 (1.7) 2 1.7)

Cell marker increased 4 (1.1) 4 (1.1) 2 1.7) 2 1.7

Electrocardiogram T wave 0 (0.0) 0 (0.0) 1 (0.8) 0 (0.0)

inversion

Eosinophil count decreased 9 2.5) 9 (2.5) 6 (5.0) 5 4.2)

Eosinophil count increased 1 0.3) 1 (0.3) 1 (0.8) 1 (0.8)

Gamma-glutamyltransferase 20 (5.6) 19 (5.3) 11 9.2) 10 (8.3)

increased

Glucose urine present 1 0.3) 1 0.3) 0 (0.0) 0 0.0)

Glycosylated haemoglobin 1 0.3) 1 0.3) 1 (0.8) 1 (0.8)

decreased

Glycosylated haemoglobin 1 0.3) 0 (0.0) 1 (0.8) 0 (0.0)
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8% 2.7.4:9 HEEERRUVEMERARABZFIZ (016, 043, 044, 045 HERHE) (&)

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)

Investigations 279 (78.4) 270 (75.8) 97 (80.8) 94 (78.3)

Haematocrit decreased 22 (6.2) 22 (6.2) 6 (5.0) 6 (5.0)

Haemoglobin decreased 122 (34.3) 121 (34.0) 50 41.7) 49 (40.8)

High density lipoprotein 2 (0.6) 2 (0.6) 1 (0.8) 1 (0.8)

decreased

Lipids abnormal 0 (0.0) 0 (0.0) 1 (0.8) 0 (0.0)

Low density lipoprotein 1 0.3) 1 0.3) 0 (0.0) 0 0.0)

decreased

Low density lipoprotein 1 0.3) 0 (0.0) 2 1.7) 0 (0.0)

increased

Lymphocyte count decreased 12 (3.4) 12 (3.4) 2 (1.7) 2 (1.7)

Lymphocyte count increased 2 (0.6) 2 (0.6) 0 (0.0) 0 (0.0)

Mean cell volume decreased 0 (0.0) 0 (0.0) 1 (0.8) 0 (0.0)

Monocyte count decreased 1 0.3) 1 (0.3) 0 (0.0) 0 (0.0)

Monocyte count increased 6 (1.7) 6 1.7) 0 (0.0) 0 (0.0)

Neutrophil count decreased 153 (43.0) 152 42.7) 50 41.7) 49 (40.8)

Platelet count decreased 120 (33.7) 120 (33.7) 45 (37.5) 45 (37.5)

Protein total decreased 6 (1.7) 5 (1.4) 3 2.5) 3 (2.5)

Protein total increased 2 (0.6) 1 (0.3) 0 (0.0) 0 (0.0)
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8% 2.7.4:9 HEEERRUVEMERAREFIE (016, 043, 044, 045

HERGER) ()

MK-7009 b.i.d. + Peg-IFN + RBV

Placebo + Peg-IFN + RBV

disorders

Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)
Investigations 279 (78.4) 270 (75.8) 97 (80.8) 94 (78.3)
Protein urine 1 0.3) 1 0.3) 0 (0.0) 0 0.0)
Protein urine present 2 (0.6) 1 0.3) 1 (0.8) 0 (0.0)
Red blood cell count decreased 18 5.1) 18 (5.1 8 6.7) 8 6.7)
Reticulocyte count decreased 5 (1.4) 5 (1.4) 0 (0.0) 0 (0.0)
Reticulocyte count increased 5 (1.4) 5 (1.4) 0 (0.0) 0 (0.0)
Reticulocyte percentage 1 0.3) 1 0.3) 0 (0.0) 0 0.0)
increased
Thyroid function test abnormal 1 0.3) 1 0.3) 2 1.7) 2 1.7)
Thyroxine free decreased 1 (0.3) 1 (0.3) 0 (0.0) 0 (0.0)
Tri-iodothyronine free 1 0.3) 1 (0.3) 0 (0.0) 0 (0.0)
increased
Tri-iodothyronine increased 1 0.3) 1 (0.3) 2 1.7) 2 1.7)
Weight decreased 34 9.6) 31 8.7) 9 (7.5) 9 (7.5)
White blood cell count 159 (44.7) 159 (44.7) 55 (45.8) 55 (45.8)
decreased
White blood cell count 2 (0.6) 2 (0.6) 0 (0.0) 0 (0.0)
increased
Metabolism and nutrition 114 (32.0) 109 (30.6) 46 (38.3) 44 (36.7)
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8% 2.7.4:9 HEEERRUVEMERAREFIE (016, 043, 044, 045

HERGER) ()

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)
Metabolism and nutrition 114 (32.0) 109 (30.6) 46 (38.3) 44 (36.7)
disorders
Decreased appetite 94 (26.4) 93 (26.1) 39 (32.5) 38 (31.7)
Dehydration 2 (0.6) 2 (0.6) 1 (0.8) 1 (0.8)
Diabetes mellitus 2 (0.6) 2 (0.6) 2 1.7) 2 1.7
Dyslipidaemia 1 0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Glucose tolerance impaired 1 0.3) 1 0.3) 0 (0.0) 0 0.0)
Hyperchloraemia 1 0.3) 1 0.3) 0 (0.0) 0 0.0)
Hypercholesterolaemia 1 0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Hyperglycaemia 0 (0.0) 0 (0.0) 1 (0.8) 0 (0.0)
Hyperlipidaemia 2 (0.6) 1 (0.3) 0 (0.0) 0 (0.0)
Hypernatraemia 1 0.3) 1 (0.3) 0 (0.0) 0 (0.0)
Hypertriglyceridaemia 2 (0.6) 2 (0.6) 1 0.8) 1 (0.8)
Hyperuricaemia 6 1.7) 5 14 4 3.3) 3 2.5)
Hypoalbuminaemia 3 (0.8) 3 (0.8) 1 (0.8) 1 (0.8)
Hypocalcaemia 6 (1.7) 6 (1.7) 1 (0.8) 1 (0.8)
Hypoglycaemia 1 (0.3) 0 (0.0) 0 (0.0) 0 (0.0)
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8% 2.7.4:9 HEEERRUVEMERARABZFIZ (016, 043, 044, 045 HERHE) (&)

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)

Metabolism and nutrition 114 (32.0) 109 (30.6) 46 (38.3) 44 (36.7)
disorders

Hypokalaemia 4 (1.1) 4 (1.1) 1 (0.8) 1 (0.8)

Hypophagia 1 (0.3) 1 0.3) 0 (0.0) 0 (0.0)

Hypophosphataemia 3 (0.8) 3 (0.8) 0 (0.0) 0 (0.0)

Hypoproteinaemia 1 0.3) 1 (0.3) 0 (0.0) 0 (0.0)

Type 2 diabetes mellitus 1 0.3) 0 (0.0) 0 (0.0) 0 0.0)
Musculoskeletal and connective 150 (42.1) 130 (36.5) 52 (43.3) 46 (38.3)
tissue disorders

Arthralgia 84 (23.6) 80 (22.5) 31 (25.8) 29 (24.2)

Arthritis 3 (0.8) 3 (0.8) 0 (0.0) 0 (0.0)

Back pain 43 (12.1) 31 8.7) 18 (15.0) 15 (12.5)

Bone pain 0 (0.0) 0 (0.0) 1 0.8) 0 0.0)

Bursitis 1 (0.3) 0 (0.0) 0 (0.0) 0 (0.0)

Chondrocalcinosis 1 0.3) 1 0.3) 0 (0.0) 0 (0.0)

pyrophosphate

Coccydynia 1 (0.3) 0 (0.0) 0 (0.0) 0 (0.0)
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8% 2.7.4:9 HEEERRUVEMERARABZFIZ (016, 043, 044, 045 HERHE) (&)

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)
Musculoskeletal and connective 150 (42.1) 130 (36.5) 52 (43.3) 46 (38.3)
tissue disorders
Intervertebral disc protrusion 0 (0.0) 0 (0.0) 1 (0.8) 0 (0.0)
Joint swelling 2 (0.6) 0 (0.0) 0 (0.0) 0 (0.0)
Limb discomfort 1 0.3) 1 0.3) 0 (0.0) 0 (0.0)
Muscle spasms 4 (1.1) 3 (0.8) 2 (1.7) 0 (0.0)
Muscular weakness 1 0.3) 1 (0.3) 2 1.7) 2 1.7)
Musculoskeletal chest pain 1 0.3) 0 0.0) 0 (0.0) 0 0.0)
Musculoskeletal discomfort 1 0.3) 1 0.3) 0 (0.0) 0 (0.0)
Musculoskeletal pain 6 (1.7) 3 (0.8) 2 (1.7) 0 (0.0)
Musculoskeletal stiffness 14 3.9 11 3.1 3 2.5) 2 (1.7)
Myalgia 39 (11.0) 34 (9.6) 12 (10.0) 10 (8.3)
Neck pain 2 (0.6) 2 (0.6) 1 (0.8) 1 (0.8)
Nodal osteoarthritis 1 0.3) 1 0.3) 0 (0.0) 0 0.0)
Osteoarthritis 2 (0.6) 1 (0.3) 1 (0.8) 0 (0.0)
Pain in extremity 3 (0.8) 2 (0.6) 0 (0.0) 0 (0.0)
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8% 2.7.4:9 HEEERRUVEMERARABZFIZ (016, 043, 044, 045 HERHE) (&)

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)

Musculoskeletal and connective 150 (42.1) 130 (36.5) 52 (43.3) 46 (38.3)
tissue disorders

Periarthritis 1 (0.3) 1 (0.3) 1 (0.8) 0 (0.0)

Sensation of heaviness 1 (0.3) 1 (0.3) 0 (0.0) 0 (0.0)

Soft tissue mass 1 0.3) 0 (0.0) 0 (0.0) 0 (0.0)

Spinal osteoarthritis 1 0.3) 0 (0.0) 1 (0.8) 0 (0.0)

Temporomandibular joint 1 0.3) 1 0.3) 0 (0.0) 0 0.0)

syndrome

Tenosynovitis 1 (0.3) 0 (0.0) 0 (0.0) 0 (0.0)

Trigger finger 0 (0.0) 0 (0.0) 1 (0.8) 0 (0.0)
Neoplasms benign, malignant and 6 (1.7) 1 (0.3) 3 2.5) 1 (0.8)
unspecified (incl cysts and polyps)

Diffuse large B-cell lymphoma 1 0.3) 0 (0.0) 0 (0.0) 0 0.0)

Endometrial cancer 1 0.3) 0 (0.0) 0 (0.0) 0 (0.0)

Gastric cancer 0 (0.0) 0 (0.0) 1 (0.8) 1 (0.8)
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8% 2.7.4:9 HEEERRUVEMERAREFIE (016, 043, 044, 045

HERGER) ()

MK-7009 b.i.d. + Peg-IFN + RBV

Placebo + Peg-IFN + RBV

Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)

Neoplasms benign, malignant and 6 1.7) 1 0.3) 3 2.5) 1 0.8)
unspecified (incl cysts and polyps)

Gastrointestinal submucosal 0 (0.0) 0 (0.0) 1 (0.8) 0 (0.0)

tumour

Haemangioma 1 0.3) 0 (0.0) 0 (0.0) 0 (0.0)

Hepatocellular carcinoma 1 0.3) 1 (0.3) 0 (0.0) 0 (0.0)

Pyogenic granuloma 1 0.3) 0 (0.0) 0 (0.0) 0 0.0)

Rectal cancer 1 0.3) 0 0.0) 0 (0.0) 0 0.0)

Uterine leiomyoma 0 (0.0) 0 (0.0) 1 (0.8) 0 (0.0)
Nervous system disorders 200 (56.2) 189 (53.1) 72 (60.0) 67 (55.8)

Ageusia 0 (0.0) 0 (0.0) 1 (0.8) 1 (0.8)

Cervicobrachial syndrome 1 0.3) 0 (0.0) 0 (0.0) 0 (0.0)

Cubital tunnel syndrome 1 0.3) 0 (0.0) 0 (0.0) 0 0.0)

Depressed level of 1 0.3) 1 0.3) 0 (0.0) 0 0.0)

consciousness

Dizziness 22 (6.2) 20 (5.6) 13 (10.8) 11 9.2)
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8% 2.7.4:9 HEEERRUVEMERARABZFIZ (016, 043, 044, 045 HERHE) (&)

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)
Nervous system disorders 200 (56.2) 189 (53.1) 72 (60.0) 67 (55.8)
Dizziness postural 7 (2.0) 7 (2.0) 1 (0.8) 0 0.0)
Dysaesthesia 1 (0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Dysgeusia 69 (19.4) 68 (19.1) 20 (16.7) 20 (16.7)
Facial nerve disorder 1 (0.3) 1 (0.3) 0 (0.0) 0 (0.0)
Head discomfort 0 (0.0) 0 (0.0) 3 2.5) 3 (2.5)
Headache 149 (41.9) 145 (40.7) 49 (40.8) 46 (38.3)
Hyperaesthesia 0 (0.0) 0 0.0) 1 0.8) 0 0.0)
Hypoaesthesia 6 1.7) 4 (1.1) 1 (0.8) 1 (0.8)
Hypogeusia 1 0.3) 1 (0.3) 0 (0.0) 0 (0.0)
Intercostal neuralgia 1 0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Loss of consciousness 2 (0.6) 1 (0.3) 1 (0.8) 1 (0.8)
Migraine 2 (0.6) 2 (0.6) 1 (0.8) 1 (0.8)
Muscle contractions 0 (0.0) 0 0.0) 1 0.8) 0 0.0)
involuntary
Neuralgia 1 0.3) 1 (0.3) 1 (0.8) 1 (0.8)
Neuropathy peripheral 1 (0.3) 1 (0.3) 0 (0.0) 0 (0.0)

2.7.4  FRREYZE 2
- 254 -

c Confidential



N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

8% 2.7.4:9 HEEERRUVEMERARABZFIZ (016, 043, 044, 045 HERHE) (&)

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)
Nervous system disorders 200 (56.2) 189 (53.1) 72 (60.0) 67 (55.8)
Occipital neuralgia 1 0.3) 0 (0.0) 0 (0.0) 0 0.0)
Paraesthesia 2 (0.6) 2 (0.6) 1 (0.8) 1 (0.8)
Parosmia 5 (1.4) 5 (1.4) 2 1.7) 2 1.7
Restless legs syndrome 0 (0.0) 0 (0.0) 1 (0.8) 0 (0.0)
Sensory disturbance 1 0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Somnolence 5 (1.4) 4 (1.1) 2 1.7) 1 0.8)
Subarachnoid haemorrhage 0 (0.0) 0 0.0) 1 0.8) 0 0.0)
Syncope 1 (0.3) 1 (0.3) 1 (0.8) 0 (0.0)
Tension headache 1 (0.3) 1 (0.3) 0 (0.0) 0 (0.0)
Tremor 2 (0.6) 1 0.3) 0 (0.0) 0 (0.0)
Visual field defect 0 (0.0) 0 (0.0) 1 (0.8) 1 (0.8)
Psychiatric disorders 74 (20.8) 64 (18.0) 29 (24.2) 27 (22.5)
Abulia 1 (0.3) 1 (0.3) 1 (0.8) 1 (0.8)
Affect lability 1 (0.3) 1 (0.3) 1 (0.8) 1 (0.8)
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MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)
Psychiatric disorders 74 (20.8) 64 (18.0) 29 (24.2) 27 (22.5)
Affective disorder 1 0.3) 1 (0.3) 0 (0.0) 0 (0.0)
Aggression 0 (0.0) 0 (0.0) 1 (0.8) 0 (0.0)
Agoraphobia 1 0.3) 1 0.3) 0 (0.0) 0 (0.0)
Anxiety 4 (1.1 4 (1.1) 3 2.5) 3 (2.5)
Anxiety disorder 1 0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Apathy 1 (0.3) 1 (0.3) 0 (0.0) 0 (0.0)
Boredom 3 (0.8) 3 (0.8) 2 1.7 2 (1.7)
Depressed mood 2 (0.6) 2 (0.6) 1 (0.8) 1 (0.8)
Depression 8 2.2) 8 2.2) 4 3.3) 4 3.3)
Dysthymic disorder 1 0.3) 1 (0.3) 1 (0.8) 1 (0.8)
Insomnia 56 (15.7) 46 (12.9) 21 (17.5) 19 (15.8)
Mental disorder 1 0.3) 1 0.3) 0 (0.0) 0 0.0)
Mood altered 1 0.3) 1 0.3) 0 (0.0) 0 0.0)
Mood swings 1 (0.3) 1 (0.3) 0 (0.0) 0 (0.0)
Nervousness 2 (0.6) 1 (0.3) 0 (0.0) 0 (0.0)
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MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)
Psychiatric disorders 74 (20.8) 64 (18.0) 29 (24.2) 27 (22.5)
Panic disorder 1 0.3) 1 (0.3) 0 (0.0) 0 (0.0)
Panic reaction 0 (0.0) 0 (0.0) 1 (0.8) 1 (0.8)
Sleep disorder 1 0.3) 1 0.3) 0 (0.0) 0 (0.0)
Taciturnity 1 0.3) 1 0.3) 0 (0.0) 0 (0.0)
Renal and urinary disorders 20 (5.6) 11 3.1 8 6.7) 8 6.7)
Calculus urinary 1 0.3) 0 (0.0) 0 (0.0) 0 0.0)
Dysuria 3 (0.8) 1 (0.3) 0 (0.0) 0 (0.0)
Glycosuria 1 (0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Hydronephrosis 1 (0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Hypertonic bladder 1 0.3) 1 (0.3) 0 (0.0) 0 (0.0)
Nephrolithiasis 3 (0.8) 3 (0.8) 1 (0.8) 1 (0.8)
Nocturia 2 (0.6) 0 (0.0) 2 1.7 2 (1.7)
Pollakiuria 6 1.7 4 (1.1) 3 2.5) 3 (2.5)
Proteinuria 2 (0.6) 2 (0.6) 1 (0.8) 1 (0.8)
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MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)

Renal and urinary disorders 20 (5.6) 11 3.1 8 6.7) 8 (6.7)

Renal cyst 0 (0.0) 0 (0.0) 1 (0.8) 0 0.0)

Renal failure acute 0 (0.0) 0 (0.0) 1 (0.8) 1 (0.8)

Renal impairment 1 (0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Reproductive system and breast 2 (0.6) 0 (0.0) 4 3.3) 3 (2.5)
disorders

Genital discharge 1 0.3) 0 (0.0) 0 (0.0) 0 0.0)

Genital haemorrhage 0 (0.0) 0 0.0) 1 0.8) 1 0.8)

Menstruation irregular 1 0.3) 0 (0.0) 2 1.7) 2 1.7)

Ovarian cyst 0 (0.0) 0 (0.0) 1 (0.8) 0 (0.0)

Vaginal inflammation 0 (0.0) 0 (0.0) 1 (0.8) 1 (0.8)
Respiratory, thoracic and 91 (25.6) 69 (19.4) 40 (33.3) 24 (20.0)
mediastinal disorders

Allergic bronchitis 0 (0.0) 0 (0.0) 1 (0.8) 0 (0.0)
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8% 2.7.4:9 HEEERRUVEMERAREFIE (016, 043, 044, 045

HERGER) ()

MK-7009 b.i.d. + Peg-IFN + RBV

Placebo + Peg-IFN + RBV

Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)
Respiratory, thoracic and 91 (25.6) 69 (19.4) 40 (33.3) 24 (20.0)
mediastinal disorders
Asthma 1 (0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Cough 35 9.8) 25 (7.0) 16 (13.3) 13 (10.8)
Dysphonia 4 (1.1) 3 (0.8) 0 (0.0) 0 (0.0)
Dyspnoea 14 3.9) 13 3.7 3 2.5) 2 1.7
Epistaxis 4 (1.1) 1 (0.3) 3 2.5) 1 (0.8)
Hyperventilation 1 0.3) 1 0.3) 1 0.8) 1 0.8)
Increased upper airway 1 0.3) 0 (0.0) 0 (0.0) 0 (0.0)
secretion
Interstitial lung disease 0 (0.0) 0 (0.0) 1 (0.8) 1 (0.8)
Laryngeal discomfort 1 0.3) 1 (0.3) 1 (0.8) 1 (0.8)
Laryngeal inflammation 1 0.3) 1 0.3) 0 (0.0) 0 0.0)
Oropharyngeal discomfort 9 2.5) 7 (2.0) 3 2.5) 2 1.7
Oropharyngeal pain 28 (7.9) 16 4.5) 10 8.3) 1 (0.8)
Pharyngeal erythema 1 (0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Pleural effusion 1 (0.3) 1 0.3) 0 (0.0) 0 (0.0)
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MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)

Respiratory, thoracic and 91 (25.6) 69 (19.4) 40 (33.3) 24 (20.0)
mediastinal disorders

Pneumonia aspiration 1 0.3) 0 (0.0) 0 (0.0) 0 (0.0)

Productive cough 1 (0.3) 1 0.3) 2 1.7) 2 1.7

Rhinitis allergic 1 (0.3) 1 0.3) 1 (0.8) 0 (0.0)

Rhinorrhoea 4 (1.1) 3 (0.8) 1 (0.8) 1 (0.8)

Sputum increased 2 (0.6) 2 (0.6) 0 (0.0) 0 0.0)

Upper respiratory tract 7 (2.0) 2 (0.6) 4 3.3) 2 1.7

inflammation

Vocal cord thickening 1 (0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Skin and subcutaneous tissue 248 (69.7) 236 (66.3) 92 (76.7) 90 (75.0)
disorders

Acne 1 (0.3) 0 (0.0) 0 (0.0) 0 (0.0)

Alopecia 92 (25.8) 92 (25.8) 33 (27.5) 33 (27.5)

Alopecia areata 1 0.3) 1 0.3) 0 (0.0) 0 (0.0)

Cold sweat 1 (0.3) 1 (0.3) 0 (0.0) 0 (0.0)
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8% 2.7.4:9 HEEERRUVEMERARABZFIZ (016, 043, 044, 045 HERHE) (&)

MK-7009 b.i.d. + Peg-IFN + RBV

Placebo + Peg-IFN + RBV

Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)
Skin and subcutaneous tissue 248 (69.7) 236 (66.3) 92 (76.7) 90 (75.0)
disorders
Dandruff 1 (0.3) 1 (0.3) 0 (0.0) 0 (0.0)
Dermatitis 4 (1.1 3 (0.8) 4 3.3) 2 1.7
Dermatitis allergic 3 (0.8) 1 (0.3) 1 (0.8) 1 (0.8)
Dermatitis atopic 2 (0.6) 2 (0.6) 0 (0.0) 0 (0.0)
Dermatitis contact 3 (0.8) 0 (0.0) 0 (0.0) 0 0.0)
Drug eruption 5 (1.4) 5 14 3 2.5) 3 2.5)
Dry skin 18 5.1 16 4.5) 5 “4.2) 4 (3.3)
Dyshidrotic eczema 1 (0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Eczema 22 6.2) 19 (5.3) 13 (10.8) 8 6.7)
Eczema asteatotic 3 (0.8) 2 (0.6) 0 (0.0) 0 (0.0)
Eczema nummular 1 0.3) 1 0.3) 1 0.8) 1 (0.8)
Erythema 13 (3.7 9 (2.5) 6 (5.0) 5 4.2)
Erythema annulare 0 (0.0) 0 (0.0) 1 (0.8) 0 (0.0)
Haemorrhage subcutaneous 1 (0.3) 0 (0.0) 0 (0.0) 0 (0.0)
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8% 2.7.4:9 HEEERRUVEMERARABZFIZ (016, 043, 044, 045 HERHE) (&)

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)
Skin and subcutaneous tissue 248 (69.7) 236 (66.3) 92 (76.7) 90 (75.0)
disorders
Hand dermatitis 1 (0.3) 0 (0.0) 0 (0.0) 0 (0.0)
Heat rash 1 0.3) 0 (0.0) 1 (0.8) 0 (0.0)
Hyperhidrosis 0 (0.0) 0 (0.0) 1 (0.8) 1 (0.8)
Hyperkeratosis 3 (0.8) 2 (0.6) 1 (0.8) 0 (0.0)
Ingrowing nail 0 (0.0) 0 (0.0) 1 (0.8) 0 0.0)
Lichen planus 1 0.3) 0 0.0) 0 (0.0) 0 0.0)
Onychoclasis 0 (0.0) 0 (0.0) 1 (0.8) 1 (0.8)
Onycholysis 1 0.3) 1 (0.3) 0 (0.0) 0 (0.0)
Pain of skin 1 0.3) 1 (0.3) 0 (0.0) 0 (0.0)
Palmoplantar keratoderma 1 0.3) 1 (0.3) 0 (0.0) 0 (0.0)
Pruritus 101 (28.4) 96 (27.0) 40 (33.3) 38 (31.7)
Pruritus generalised 5 (1.4) 5 14 3 2.5) 3 2.5)
Psoriasis 3 (0.8) 3 (0.8) 0 (0.0) 0 (0.0)
Rash 106 (29.8) 98 (27.5) 46 (38.3) 42 (35.0)
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8% 2.7.4:9 HEEERRUVEMERARABZFIZ (016, 043, 044, 045 HERHE) (&)

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Overall Drug Related’ Overall Drug Related'
n (%) n (%) n (%) n (%)

Skin and subcutaneous tissue 248 (69.7) 236 (66.3) 92 (76.7) 90 (75.0)
disorders

Rash generalised 1 0.3) 1 0.3) 2 1.7) 2 1.7)

Rash maculo-papular 1 (0.3) 1 (0.3) 0 (0.0) 0 (0.0)

Seborrhoeic dermatitis 4 (1.1) 3 (0.8) 3 2.5) 0 (0.0)

Skin disorder 1 (0.3) 1 0.3) 0 (0.0) 0 (0.0)

Skin erosion 1 0.3) 1 0.3) 0 (0.0) 0 0.0)

Skin exfoliation 1 0.3) 1 0.3) 0 (0.0) 0 0.0)

Skin fissures 3 (0.8) 2 (0.6) 1 (0.8) 1 (0.8)

Skin induration 0 (0.0) 0 (0.0) 1 (0.8) 0 (0.0)

Swelling face 1 0.3) 1 (0.3) 0 (0.0) 0 (0.0)

Toxic skin eruption 1 0.3) 1 (0.3) 0 (0.0) 0 (0.0)

Urticaria 6 1.7 3 (0.8) 0 (0.0) 0 (0.0)

Xeroderma 0 (0.0) 0 0.0) 1 0.8) 1 0.8)
Vascular disorders 16 4.5) 12 3.4 8 (6.7) 5 4.2)
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8% 2.7.4:9 HEEERRUVEMERAREFIE (016, 043, 044, 045

HERGER) ()

MK-7009 b.i.d. + Peg-IFN + RBV

Placebo + Peg-IFN + RBV

Overall Drug Related’ Overall Drug Related'

n (%) n (%) n (%) n (%)

Vascular disorders 16 4.5) 12 34 8 6.7) 5 4.2)
Arteriosclerosis 0 (0.0) 0 (0.0) 1 (0.8) 0 (0.0)
Hot flush 4 (1.1 4 (1.1) 1 (0.8) 1 (0.8)
Hypertension 11 3.1 6 1.7 3 2.5) 2 1.7
Hypotension 0 (0.0) 0 (0.0) 1 (0.8) 0 (0.0)
Orthostatic hypotension 0 (0.0) 0 (0.0) 1 (0.8) 1 (0.8)
Pallor 1 (0.3) 1 (0.3) 0 (0.0) 0 (0.0)
Peripheral coldness 1 0.3) 1 0.3) 1 (0.8) 1 (0.8)

report title, after rounding.

"Determined by the investigator to be related to the drug.
Every patient is counted a single time for each applicable row and column.
A system organ class or specific adverse event appears on this report only if its incidence in one or more of the "Overall" columns meets the incidence criterion in the

MK-7009 300 mg b.i.d. + Peg-IFN + RBV: Pooled data of the treatment groups, 12-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV / 12-wk PBO + Peg-IFN + RBV
and 24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBYV, in protocol 043, 044 and 045
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BREQOHILICESHEERND—E (043 FHER)

Rel Action Total
Day of Adverse Ser- Taken Daily
AN Epoch Onset Event Duration Intensity ious | Related MK ‘ P | R Outcome Therapy Dose
12-wk MK-7009 300 mg bid + Peg-IFN + RBV / 12-wk PBO + Peg-IFN + RBV
Study Number=7009-043, Site Number=0003, AN=015296, Gender=F, Race=ASIAN, Age=51 YEARS, Rel Day of Study Medication Discontinuance'=14
015296 | Treatment Up 14 Inappropriate antidiuretic | 4.29 WEEKS MODERATE Y YMEPRR | Discontinued | Discontinued | Discontinued | Resolved MK-7009 300.00
to 12 Weeks hormone secretion milligram
ribavirin 200.00
milligram
Study Number=7009-043, Site Number=0014, AN=015045, Gender=F, Race=ASIAN, Age=64 YEARS, Rel Day of Study Medication Discontinuance'=27
015045 | Treatment Up 1 Fatigue 3.94 MONTHS | MODERATE N YMEPR | Discontinued | Discontinued | Discontinued | Resolved MK-7009 600.00
to 12 Weeks milligram
peginterferon 80.00
alfa-2b microgram
ribavirin 600.00
milligram
2 Decreased appetite 3.91 MONTHS | MODERATE N YMEPR | Discontinued | Discontinued | Discontinued | Resolved MK-7009 600.00
milligram
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18 2.7.410 BEREOHILICES-HEFRO—E (043 HE) (W)

Rel Action Total
Day of Adverse Ser- Taken Daily
AN Epoch Onset Event Duration Intensity ious | Related MK ‘ P | R Outcome Therapy Dose
12-wk MK-7009 300 mg bid + Peg-IFN + RBV / 12-wk PBO + Peg-IFN + RBV
Study Number=7009-043, Site Number=0014, AN=015045, Gender=F, Race=ASIAN, Age=64 YEARS, Rel Day of Study Medication Discontinuance'=27
015045 | Treatment Up 2 Decreased appetite 3.91 MONTHS | MODERATE N YMEPRR | Discontinued | Discontinued | Discontinued | Resolved ribavirin 600.00
to 12 Weeks milligram
Study Number=7009-043, Site Number=0020, AN=015163, Gender=F, Race=ASIAN, Age=68 YEARS, Rel Day of Study Medication Discontinuance'=104
015163 | Treatment Up 2 Fatigue 8.21 MONTHS | MODERATE | N YMPR | Discontinued | Discontinued | Discontinued | Resolved MK-7009 600.00
to 12 Weeks milligram
ribavirin 600.00
milligram
Treatment from 92 Dizziness 5.26 MONTHS | MODERATE N YMEPRR - Discontinued | Discontinued | Discontinued | Resolved peginterferon 80.00
Weeks GT 12 alfa-2b microgram
to Weeks 24
placebo 0.00
(unspecified) milligram
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Rel Action Total
Day of Adverse Ser- Taken Daily
AN Epoch Onset Event Duration Intensity ious | Related MK ‘ P | R Outcome Therapy Dose
12-wk MK-7009 300 mg bid + Peg-IFN + RBV / 12-wk PBO + Peg-IFN + RBV
Study Number=7009-043, Site Number=0020, AN=015163, Gender=F, Race=ASIAN, Age=68 YEARS, Rel Day of Study Medication Discontinuance =104
015163 |Treatment from 92 Dizziness 5.26 MONTHS | MODERATE N yMKPR Discontinued | Discontinued | Discontinued | Resolved ribavirin 400.00
Weeks GT 12 milligram
to Weeks 24
Study Number=7009-043, Site Number=0027, AN=015332, Gender=F, Race=ASIAN, Age=70 YEARS, Rel Day of Study Medication Discontinuance’=119
015332 | Treatment Up 14 Haemoglobin decreased 1.59 YEARS MODERATE N YMEPR | Discontinued | Discontinued | Discontinued | Resolved MK-7009 600.00
to 12 Weeks milligram
peginterferon 80.00
alfa-2b microgram
ribavirin 600.00
milligram

Study Number=7009-043, Site Number=0037, AN=015081, Gender=F, Race=ASIAN, Age=25 YEARS, Rel Day of Study Medication Discontinuance'=47
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18 2.7.410 BEREOHILICES-HEFRO—E (043 HE) (W)

Rel Action Total
Day of Adverse Ser- Taken Daily
AN Epoch Onset Event Duration Intensity ious | Related MK ‘ P | R Outcome Therapy Dose

12-wk MK-7009 300 mg bid + Peg-IFN + RBV / 12-wk PBO + Peg-IFN + RBV

Study Number=7009-043, Site Number=0037, AN=015081, Gender=F, Race=ASIAN, Age=25 YEARS, Rel Day of Study Medication Discontinuance'=47

015081 | Treatment Up 1 Vomiting 1.77 MONTHS | MODERATE N yMKP Discontinued | Discontinued | Discontinued | Resolved MK-7009 600.00
to 12 Weeks milligram
peginterferon 80.00
alfa-2b microgram
ribavirin 600.00
milligram
Study Number=7009-043, Site Number=0038, AN=015368, Gender=F, Race=ASIAN, Age=69 YEARS, Rel Day of Study Medication Discontinuance’=57
015368 | Treatment Up 10 Decreased appetite 4.96 MONTHS | MODERATE Y YMEPRR - Discontinued | Discontinued | Discontinued | Resolved MK-7009 600.00
to 12 Weeks milligram
ribavirin 600.00
milligram

Study Number=7009-043, Site Number=0048, AN=014905, Gender=M, Race=ASIAN, Age=64 YEARS, Rel Day of Study Medication Discontinuance'=126
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BREOHRLEICES-FESFRO—E (04378 (E)
Rel Action Total
Day of Adverse Ser- Taken Daily
AN Epoch Onset Event Duration Intensity ious | Related MK ‘ P | R Outcome Therapy Dose
12-wk MK-7009 300 mg bid + Peg-IFN + RBV / 12-wk PBO + Peg-IFN + RBV
Study Number=7009-043, Site Number=0048, AN=014905, Gender=M, Race=ASIAN, Age=64 YEARS, Rel Day of Study Medication Discontinuance'=126
014905 | Treatment from 112 Diabetes mellitus 7.39 MONTHS | MODERATE Y YMEPRR | Discontinued | Discontinued | Discontinued | Resolved peginterferon 100.00
Weeks GT 12 alfa-2b microgram
to Weeks 24
placebo 0.00
(unspecified) milligram
ribavirin 800.00
milligram
24-wk MK-7009 300 mg bid + Peg-IFN + RBV
Study Number=7009-043, Site Number=0026, AN=015247, Gender=F, Race=ASIAN, Age=63 YEARS, Rel Day of Study Medication Discontinuance'=84
015247 | Treatment Up 57 Hepatic function 3.25 MONTHS MILD N YMPR | Discontinued | Discontinued | Discontinued | Resolved MK-7009 600.00
to 12 Weeks abnormal milligram
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18 2.7.410 BEREOHILICES-HEFRO—E (043 HE) (W)

Rel Action Total
Day of Adverse Ser- Taken Daily
AN Epoch Onset Event Duration Intensity ious | Related MK ‘ P | R Outcome Therapy Dose

24-wk MK-7009 300 mg bid + Peg-IFN + RBV

Study Number=7009-043, Site Number=0026, AN=015247, Gender=F, Race=ASIAN, Age=63 YEARS, Rel Day of Study Medication Discontinuance'=84

015247 | Treatment Up 57 Hepatic function 3.25 MONTHS MILD N YMEPRR | Discontinued | Discontinued | Discontinued | Resolved peginterferon 54.00
to 12 Weeks abnormal alfa-2b microgram

ribavirin 400.00
milligram

Study Number=7009-043, Site Number=0035, AN=014974, Gender=F, Race=ASIAN, Age=66 YEARS, Rel Day of Study Medication Discontinuance'=12

014974 | Treatment Up 10 Diarrhoea 1.14 WEEKS SEVERE N YMEPR | Discontinued | Discontinued | Discontinued | Resolved MK-7009 600.00
to 12 Weeks milligram

ribavirin 600.00
milligram

10 Vomiting 5 DAYS SEVERE N YMEFPR | Discontinued | Discontinued | Discontinued | Resolved MK-7009 600.00
milligram

ribavirin 600.00
milligram
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BREDOPLICE-HEAEEEFRND—E (043

AER) ()

Rel Action Total
Day of Adverse Ser- Taken Daily
AN Epoch Onset Event Duration Intensity ious | Related MK ‘ P | R Outcome Therapy Dose
24-wk MK-7009 300 mg bid + Peg-IFN + RBV
Study Number=7009-043, Site Number=0040, AN=014820, Gender=F, Race=ASIAN, Age=64 YEARS, Rel Day of Study Medication Discontinuance =85
014820 | Treatment Up 52 Neuropathy peripheral 5.72 MONTHS | MODERATE N YMEPRR | Discontinued | Discontinued | Discontinued | Resolved MK-7009 600.00
to 12 Weeks milligram
ribavirin 600.00
milligram
24-wk PBO + Peg-IFN + RBV / 24-wk Peg-IFN + RBV
Study Number=7009-043, Site Number=0004, AN=015242, Gender=M, Race=ASIAN, Age=49 YEARS, Rel Day of Study Medication Discontinuance'=134
015242 | Treatment Up 51 Blood alkaline 5.75 MONTHS | MODERATE N YMEPR | Discontinued | Discontinued | Discontinued | Resolved peginterferon 80.00
to 12 Weeks phosphatase increased alfa-2b microgram
placebo 0.00
(unspecified) milligram
ribavirin 600.00
milligram
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BREDOPLICE-HEAEEEFRND—E (043

AER) ()

Rel Action Total
Day of Adverse Ser- Taken Daily
AN Epoch Onset Event Duration Intensity ious | Related MK ‘ P | R Outcome Therapy Dose
24-wk PBO + Peg-IFN + RBV / 24-wk Peg-IFN + RBV
Study Number=7009-043, Site Number=0004, AN=015242, Gender=M, Race=ASIAN, Age=49 YEARS, Rel Day of Study Medication Discontinuance'=134
015242 | Treatment Up 51 Gamma- 5.75 MONTHS | MODERATE N YMEPRR | Discontinued | Discontinued | Discontinued | Resolved peginterferon 80.00
to 12 Weeks glutamyltransferase alfa-2b microgram
increased
placebo 0.00
(unspecified) milligram
ribavirin 600.00
milligram
Study Number=7009-043, Site Number=0006, AN=015199, Gender=M, Race=ASIAN, Age=60 YEARS, Rel Day of Study Medication Discontinuance’=140
015199 | Treatment from 127 Depressed mood 2.1 MONTHS MODERATE N YHR Discontinued | Discontinued | Discontinued | Resolved peginterferon 120.00
Weeks GT 12 alfa-2b microgram
to Weeks 24
placebo 0.00
(unspecified) milligram
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Rel Action Total
Day of Adverse Ser- Taken Daily
AN Epoch Onset Event Duration Intensity ious Related MK P | R Outcome Therapy Dose
24-wk PBO + Peg-IFN + RBV / 24-wk Peg-IFN + RBV
Study Number=7009-043, Site Number=0006, AN=015199, Gender=M, Race=ASIAN, Age=60 YEARS, Rel Day of Study Medication Discontinuance'=140
015199 | Treatment from 127 Depressed mood 2.1 MONTHS MODERATE N YPR Discontinued | Discontinued | Discontinued | Resolved ribavirin 800.00
Weeks GT 12 milligram
to Weeks 24
Study Number=7009-043, Site Number=0009, AN=014970, Gender=F, Race=ASIAN, Age=54 YEARS, Rel Day of Study Medication Discontinuance=296
014970 Peg-IFN + 253 Gastric cancer 3.09 MONTHS SEVERE Y YR None Discontinued | Discontinued | Resolved ribavirin 600.00
Ribavirin milligram
Study Number=7009-043, Site Number=0014, AN=014868, Gender=F, Race=ASIAN, Age=50 YEARS, Rel Day of Study Medication Discontinuance'=197
014868 Peg-IFN + 192 Sudden hearing loss Continuing MODERATE Y YPR None Discontinued | Discontinued | Resolving peginterferon 80.00
Ribavirin alfa-2b microgram
ribavirin 400.00
milligram
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Rel Action Total
Day of Adverse Ser- Taken Daily
AN Epoch Onset Event Duration Intensity ious | Related MK ‘ P R Outcome Therapy Dose
24-wk PBO + Peg-IFN + RBV / 24-wk Peg-IFN + RBV
Study Number=7009-043, Site Number=0014, AN=014975, Gender=M, Race=ASIAN, Age=51 YEARS, Rel Day of Study Medication Discontinuance'=163
014975 | Treatment from 92 Retinopathy 1.07 YEARS MODERATE N Y? Discontinued | Discontinued | Discontinued | Sequelae peginterferon 120.00
Weeks GT 12 alfa-2b microgram
to Weeks 24
placebo 0.00
(unspecified) milligram
ribavirin 600.00
milligram
Study Number=7009-043, Site Number=0014, AN=015316, Gender=M, Race=ASIAN, Age=69 YEARS, Rel Day of Study Medication Discontinuance’=119
015316 | Treatment Up 35 Anaemia 7.62 MONTHS MILD N YMEPR | Discontinued | Discontinued | Discontinued | Resolved peginterferon 100.00
to 12 Weeks alfa-2b microgram
placebo 0.00
(unspecified) milligram
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Rel Action Total

Day of Adverse Ser- Taken Daily

AN Epoch Onset Event Duration Intensity ious Related MK ‘ P | R Outcome Therapy Dose
24-wk PBO + Peg-IFN + RBV / 24-wk Peg-IFN + RBV

Study Number=7009-043, Site Number=0014, AN=015316, Gender=M, Race=ASIAN, Age=69 YEARS, Rel Day of Study Medication Discontinuance'=119

015316 | Treatment Up 35 Anaemia 7.62 MONTHS MILD N YMERR | Discontinued | Discontinued | Discontinued | Resolved ribavirin 800.00
to 12 Weeks milligram
Study Number=7009-043, Site Number=0015, AN=015363, Gender=M, Race=ASIAN, Age=61 YEARS, Rel Day of Study Medication Discontinuance'=176
015363 | Treatment from 169 Interstitial lung disease | 3.48 MONTHS MILD N Y? None Discontinued | Discontinued | Resolved peginterferon 120.00
Weeks GT 12 alfa-2b microgram
to Weeks 24
placebo 0.00
(unspecified) milligram
ribavirin 600.00
milligram

Study Number=7009-043, Site Number=0030, AN=014850, Gender=F, Race=ASIAN, Age=64 YEARS, Rel Day of Study Medication Discontinuance'=32
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Rel Action Total
Day of Adverse Ser- Taken Daily
AN Epoch Onset Event Duration Intensity ious | Related MK ‘ P | R Outcome Therapy Dose

24-wk PBO + Peg-IFN + RBV / 24-wk Peg-IFN + RBV

Study Number=7009-043, Site Number=0030, AN=014850, Gender=F, Race=ASIAN, Age=64 YEARS, Rel Day of Study Medication Discontinuance'=32

014850 | Treatment Up 30 Anxiety 2.07 MONTHS | MODERATE N YMEPRR | Discontinued | Discontinued | Discontinued | Resolved placebo 0.00
to 12 Weeks (unspecified) milligram
ribavirin 600.00
milligram
Study Number=7009-043, Site Number=0045, AN=015070, Gender=F, Race=ASIAN, Age=55 YEARS, Rel Day of Study Medication Discontinuance=266
015070 | Treatment Up 14 Anaemia 1.31 YEARS MILD N YMER None Discontinued | Discontinued | Resolved peginterferon 54.00
to 12 Weeks alfa-2b microgram
placebo 0.00
(unspecified) milligram
ribavirin 600.00
milligram

Study Number=7009-043, Site Number=0046, AN=014837, Gender=F, Race=ASIAN, Age=56 YEARS, Rel Day of Study Medication Discontinuance'=62
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BREDOPLICE-HEAEEEFRND—E (043

AER) ()

Rel Action Total
Day of Adverse Ser- Taken Daily
AN Epoch Onset Event Duration Intensity ious | Related MK ‘ P | R Outcome Therapy Dose
24-wk PBO + Peg-IFN + RBV / 24-wk Peg-IFN + RBV
Study Number=7009-043, Site Number=0046, AN=014837, Gender=F, Race=ASIAN, Age=56 YEARS, Rel Day of Study Medication Discontinuance'=62
014837 Follow-Up 63 Ileus 1.25 MONTHS SEVERE ‘ Y ‘ N Discontinued ‘ Discontinued | Discontinued | Resolved
Study Number=7009-043, Site Number=0050, AN=014932, Gender=F, Race=ASIAN, Age=49 YEARS, Rel Day of Study Medication Discontinuance’=19
014932 | Treatment Up 4 Gingival swelling 1.54 MONTHS | MODERATE N YMEPR | Discontinued | Discontinued | Discontinued | Resolved placebo 0.00
to 12 Weeks (unspecified) milligram
ribavirin 600.00
milligram
8 Nausea 1.02 MONTHS | MODERATE N YMEPR None Discontinued | Discontinued | Resolved peginterferon 80.00
alfa-2b microgram
placebo 0.00
(unspecified) milligram
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Rel Action Total
Day of Adverse Ser- Taken Daily
AN Epoch Onset Event Duration Intensity ious | Related MK ‘ P | R Outcome Therapy Dose

24-wk PBO + Peg-IFN + RBV / 24-wk Peg-IFN + RBV
Study Number=7009-043, Site Number=0050, AN=014932, Gender=F, Race=ASIAN, Age=49 YEARS, Rel Day of Study Medication Discontinuance'=19
014932 | Treatment Up 8 Nausea 1.02 MONTHS | MODERATE N YMKRR None Discontinued | Discontinued | Resolved ribavirin 600.00

to 12 Weeks milligram
Relative Day of Study Medication Discontinuance is defined as the day of the last recorded dose of study medication for the patient relative to the start of study medication.
Action Taken: None = DOSE NOT CHANGED, Reduced = DOSE REDUCED, Interrupted = DRUG INTERRUPTED, Discontinued = DRUG WITHDRAWN, Increased = DOSE INCREASED, N/A = NOT

APPLICABLE.
Outcome: Resolved = RECOVERED/RESOLVED, Resolving = RECOVERING/RESOLVING, Sequelaec = RECOVERED/RESOLVED WITH SEQUELAE, Not resolved = NOT RECOVERED/NOT RESOLVED.

Related: Investigator-assessed relationship of the adverse event to one or more study medications. N = not related to any study medication, YM* = related to MK-7009/PLACEBO, Y’ = related to PEG-IFN, Y® = related to
RIBAVIRIN.
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Rel Action Total
Day of Adverse Ser- Taken Daily
AN Epoch Onset Event Duration Intensity ious | Related MK P R Outcome Therapy Dose
12-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV / 12-wk Peg-IFN + RBV
Study Number=7009-044, Site Number=0011, AN=015513, Gender=F, Race=ASIAN, Age=30 YEARS, Rel Day of Study Medication Discontinuance=127
015513 Treatment 78 Depression Continuing MODERATE Y yMKPR None Discontinued | Discontinued |  Resolving MK-7009 600.00
milligram
peginterferon 60.00
alfa-2b microgram
ribavirin 600.00
milligram

Relative Day of Study Medication Discontinuance is defined as the day of the last recorded dose of study medication for the patient relative to the start of study medication.

Action Taken: None = DOSE NOT CHANGED, Reduced = DOSE REDUCED, Interrupted = DRUG INTERRUPTED, Discontinued = DRUG WITHDRAWN, Increased = DOSE INCREASED, N/A=NOT

APPLICABLE.
Outcome: Resolved = RECOVERED/RESOLVED, Resolving = RECOVERING/RESOLVING, Sequelac = RECOVERED/RESOLVED WITH SEQUELAE, Not resolved = NOT RECOVERED/NOT RESOLVED.

Related: Investigator-assessed relationship of the adverse event to one or more study medications. N = not related to any study medication, Y™ = related to MK-7009, Y" = related to PEG-IFN, Y® = related to RIBAVIRIN.
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Rel Action Total
Day of Adverse Ser- Taken Daily
AN Epoch Onset Event Duration Intensity ious | Related MK P | R Outcome Therapy Dose
24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV
Study Number=7009-045, Site Number=0006, AN=015408, Gender=M, Race=ASIAN, Age=51 YEARS, Rel Day of Study Medication Discontinuance'=57
015408 Treatment 49 Alanine aminotransferase | 1.22 MONTHS MILD N yMKPR Discontinued | Discontinued | Discontinued | Resolved MK-7009 600.00
increased milligram
ribavirin 800.00
milligram
49 Aspartate 1.22 MONTHS MILD N YMEPR | Discontinued | Discontinued | Discontinued | Resolved MK-7009 600.00
aminotransferase milligram
increased
ribavirin 800.00
milligram

Relative Day of Study Medication Discontinuance is defined as the day of the last recorded dose of study medication for the patient relative to the start of study medication.
Action Taken: None = DOSE NOT CHANGED, Reduced = DOSE REDUCED, Interrupted = DRUG INTERRUPTED, Discontinued = DRUG WITHDRAWN, Increased = DOSE INCREASED, N/A = NOT

APPLICABLE.
Outcome: Resolved = RECOVERED/RESOLVED, Resolving = RECOVERING/RESOLVING, Sequelae = RECOVERED/RESOLVED WITH SEQUELAE, Not resolved = NOT RECOVERED/NOT RESOLVED.

Related: Investigator-assessed relationship of the adverse event to one or more study medications. N = not related to any study medication, YM* = related to MK-7009, Y® = related to PEG-IFN, Y" = related to RIBAVIRIN.
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118k 2.7.413 BREOREBIZES-FEBROEBRGIZ (043 HER)
12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Patients in population 98 97 98 293
with one or more 54 (55.1) 48 (49.5) 63 (64.3) 165 (56.3)
adverse events
resulting in reduced
dose
with no adverse events 44 (44.9) 49 (50.5) 35 (35.7) 128 43.7)
resulting in reduced
dose
Blood and lymphatic 18 (18.4) 17 (17.5) 21 (21.4) 56 (19.1)
system disorders
Anaemia 11 (11.2) 15 (15.5) 15 (15.3) 41 (14.0)
Haemolytic 1 (1.0) 1 (1.0) 1 (1.0) 3 (1.0)
anaemia
Hypochromasia 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
Neutropenia 4 “4.1) 0 (0.0) 6 6.1) 10 3.4
Thrombocytopenia 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
Gastrointestinal 2 (2.0) 1 (1.0) 0 (0.0) 3 (1.0)
disorders
Nausea 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Vomiting 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
General disorders and 4 “4.1) 2 2.1 1 (1.0) 7 2.4
administration site
conditions
Fatigue 0 (0.0) 1 (1.0) 1 (1.0) 2 (0.7)
Malaise 4 “4.1) 1 (1.0) 0 (0.0) 5 1.7)
Investigations 35 (35.7) 33 (34.0) 41 (41.8) 109 (37.2)
Haemoglobin 18 (18.4) 13 (13.4) 25 (25.5) 56 (19.1)
decreased
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T8k 27413 BREOBEICESH-HEZROREFIHK (043K (&)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Investigations 35 (35.7) 33 (34.0) 41 (41.8) 109 37.2)
Neutrophil count 20 (20.4) 17 (17.5) 16 (16.3) 53 (18.1)
decreased
Platelet count 6 6.1) 9 9.3) 10 (10.2) 25 (8.5)
decreased
Weight decreased 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
White blood cell 2 (2.0) 1 (1.0) 1 (1.0) 4 (1.4)
count decreased
Metabolism and 2 (2.0) 2 2.1 0 (0.0) 4 (1.4)
nutrition disorders
Decreased appetite 2 (2.0) 2 2.1 0 (0.0) 4 (1.4)
Hypoalbuminaemia 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
Nervous system 0 (0.0) 0 (0.0) 2 (2.0) 2 (0.7)
disorders
Headache 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Loss of 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
consciousness
Renal and urinary 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
disorders
Nocturia 1 (1.0) 0 (0.0) 0 (0.0 1 (0.3)
Skin and subcutaneous 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
tissue disorders
Alopecia 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Rash 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
Every patient is counted a single time for each applicable row and column.
A system organ class or specific adverse event appears on this report only if its incidence in one or more of the
columns meets the incidence criterion in the report title, after rounding.
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1% 2.7.4:14 BREOREBIZES-AEEROERGIZK (044

AER)

12-wk MK-7009 300 mg | 24-wk MK-7009 300 mg Total
b.i.d. + Peg-IFN + RBV/ | b.i.d. + Peg-IFN + RBV
12-wk Peg-IFN + RBV
n (%) n (%) n (%)

Patients in population 25 26 51
with one or more adverse 12 (48.0) 10 (38.5) 22 (43.1)
events resulting in reduced
dose
with no adverse events 13 (52.0) 16 (61.5) 29 (56.9)
resulting in reduced dose
Blood and lymphatic system 5 (20.0) 2 7.7) 7 (13.7)
disorders

Anaemia 2 (8.0) 2 (7.7) 4 (7.8)

Hypochromasia 1 (4.0) 0 (0.0) 1 (2.0)

Leukopenia 1 (4.0) 0 (0.0) 1 (2.0)

Neutropenia 3 (12.0) 1 (3.9) 4 (7.8)
Investigations 9 (36.0) 9 (34.6) 18 (35.3)

Haemoglobin decreased 8 (32.0) 6 (23.1) 14 (27.5)

Neutrophil count 2 (8.0) 2 7.7) 4 (7.8)

decreased

Platelet count decreased 0 (0.0) 2 (7.7 2 (3.9
Every patient is counted a single time for each applicable row and column.
A system organ class or specific adverse event appears on this report only if its incidence in one or more of the
columns meets the incidence criterion in the report title, after rounding.

{18% 2.7.4:15 RREDBEICES-HEETRORBFIZ (045 5ER)
24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV
n (%)
Patients in population 42
with one or more adverse events resulting in reduced dose 20 (47.6)
with no adverse events resulting in reduced dose 22 (52.4)
Blood and lymphatic system disorders 9 (21.4)
Anaemia 6 (14.3)
Neutropenia 3 (7.1)
Investigations 15 (35.7)
Haemoglobin decreased 4 9.5)
Neutrophil count decreased 8 (19.0)
Platelet count decreased 7 (16.7)
White blood cell count decreased 1 2.4)
Every patient is counted a single time for each applicable row and column.
A system organ class or specific adverse event appears on this report only if its incidence in one or more of the
columns meets the incidence criterion in the report title, after rounding.
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18 2.7.4:16 BREQAKRIZE--HEEZROXIRMIE (043 FHER)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Patients in population 98 97 98 293
with one or more 16 (16.3) 16 (16.5) 15 (15.3) 47 (16.0)
adverse events
resulting in interrupted
medication
with no adverse events 82 (83.7) 81 (83.5) 83 (84.7) 246 (84.0)
resulting in interrupted
medication
Blood and lymphatic 1 (1.0) 1 (1.0) 2 (2.0) 4 (1.4)
system disorders
Anaemia 1 (1.0) 0 (0.0) 2 (2.0) 3 (1.0)
Neutropenia 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Cardiac disorders 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Atrial fibrillation 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Endocrine disorders 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
Thyroiditis 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
Gastrointestinal 4 4.1 2 2.1 1 (1.0) 7 2.4)
disorders
Abdominal pain 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
upper
Diarrhoea 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Nausea 3 3.1 1 (1.0) 0 (0.0) 4 1.4)
Vomiting 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
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{+8% 2.7.4:16

BREOARRICE--HEEROEEMIZ (043

AER) (Br2)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
General disorders and 1 (1.0) 1 (1.0) 2 (2.0) 4 (1.4)
administration site
conditions
Malaise 1 (1.0) 1 (1.0) 2 (2.0) 4 (1.4)
Hepatobiliary disorders 1 (1.0) 2.1 0 (0.0) 3 (1.0)
Hepatic function 1 (1.0) 2 2.1 0 (0.0) 3 (1.0)
abnormal
Infections and 1 (1.0) 1 (1.0) 1 (1.0) 3 (1.0)
infestations
Bacterial infection 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Pneumonia 1 (1.0) (0.0) 0 (0.0) 1 (0.3)
Upper respiratory 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
tract infection
Urinary tract 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
infection bacterial
Investigations 7 (7.1) 6 6.2) 6 6.1) 19 (6.5)
Blood bilirubin 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
increased
Haemoglobin 2 2.0) 1 (1.0) 5 5.1 8 2.7
decreased
Neutrophil count 4 4.1) 5 (5.2) 2 (2.0) 11 (3.8)
decreased
White blood cell 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
count decreased
Metabolism and 0 (0.0) 2 2.1 0 (0.0) 2 0.7)
nutrition disorders
Decreased appetite 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Dehydration 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
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{+8% 2.7.4:16

BREOARRICE--HEEROEEMIZ (043

AER) (Br2)

12-wk MK-7009 24-wk MK-7009 24-wk PBO + Total
300 mg bid + 300 mg bid + Peg-IFN + RBV /
Peg-IFN + RBV / Peg-IFN + RBV 24-wk Peg-IFN +
12-wk PBO + RBV
Peg-IFN + RBV
n (%) n (%) n (%) n (%)
Musculoskeletal and 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
connective tissue
disorders
Myalgia 0 (0.0) (0.0) 1 (1.0) 1 (0.3)
Nervous system 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
disorders
Dizziness 0 (0.0) 1 (1.0) (0.0) 1 (0.3)
Headache 0 (0.0) (0.0) 1 (1.0) 1 0.3)
Respiratory, thoracic 1 (1.0) 2 2.1 0 (0.0) 3 (1.0)
and mediastinal
disorders
Oropharyngeal pain 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
Pleural effusion 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
Upper respiratory 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
tract inflammation
Skin and subcutaneous 2 (2.0) 2 2.1 3 3.D 7 2.4)
tissue disorders
Dermatitis allergic 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
Drug eruption 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
Rash 0 (0.0) 2 2.1 2 (2.0) 4 (1.4)
Rash generalised 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Every patient is counted a single time for each applicable row and column.
A system organ class or specific adverse event appears on this report only if its incidence in one or more of the
columns meets the incidence criterion in the report title, after rounding.
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f18% 2.7.417 BREOKRZEIZE--FEZROHXBEFIZ (044 HER)
12-wk MK-7009 300 mg | 24-wk MK-7009 300 mg Total
b.i.d. + Peg-IFN + RBV/ | b.i.d. + Peg-IFN + RBV
12-wk Peg-IFN + RBV
n (%) n (%) n (%)

Patients in population 25 26 51
with one or more adverse 1 (4.0) 3 (11.5) 4 (7.8)
events resulting in interrupted
medication
with no adverse events 24 (96.0) 23 (88.5) 47 92.2)
resulting in interrupted
medication
Blood and lymphatic system 0 (0.0) 1 (3.8) 1 (2.0)
disorders

Anaemia 0 (0.0) 1 (3.8) 1 (2.0)
Gastrointestinal disorders 0 (0.0) 1 (3.8) 1 (2.0)

Nausea 0 (0.0) 1 (3.8) 1 (2.0)
General disorders and 0 (0.0) 1 (3.9) 1 (2.0)
administration site conditions

Influenza like illness 0 (0.0) 1 (3.8) 1 (2.0)
Hepatobiliary disorders 0 (0.0) 1 (3.8) 1 (2.0)

Hepatic function 0 (0.0) 1 (3.8) 1 (2.0)

abnormal
Infections and infestations 1 (4.0) 0 (0.0) 1 (2.0)

Appendicitis 4.0) 0 (0.0) 1 2.0)
Metabolism and nutrition 0 (0.0) 1 (3.8) 1 (2.0)
disorders

Decreased appetite (0.0) 1 (3.8) 1 (2.0)
Respiratory, thoracic and 1 (4.0) (0.0) 1 (2.0)
mediastinal disorders

Pneumonia aspiration 1 (4.0) 0 (0.0) 1 (2.0)
Every patient is counted a single time for each applicable row and column.
A system organ class or specific adverse event appears on this report only if its incidence in one or more of the
columns meets the incidence criterion in the report title, after rounding.
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18 2.7.4:18 BREDAKRRIZE--HEZROXIRMIE (045 FHER)

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV
n (%)
Patients in population 42
with one or more adverse events resulting in interrupted 3 (7.1)
medication
with no adverse events resulting in interrupted medication 39 (92.9)
Blood and lymphatic system disorders 2 (4.8)
Anaemia 1 2.4)
Neutropenia 1 2.4)
Hepatobiliary disorders 1 2.4)
Hepatic function abnormal 1 2.4)
Infections and infestations 1 (2.4)
Pneumonia 1 (2.4)
Every patient is counted a single time for each applicable row and column.
A system organ class or specific adverse event appears on this report only if its incidence in one or more of the
columns meets the incidence criterion in the report title, after rounding.

274 FRIRHZE 2N

288

C confidential



N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

8% 2.7.4:19

N BILY A 2 (016 EKER)
ARE%% (beats/min)

Baseline Value Visit Time Point Change from Baseline
Value
Treatment Group N Mean (SD) Mean (SD) Mean (SD) Median | Range

Day 3

Placebo + Peg-IFN + Ribavirin 22 69.32 (9.73) 76.23 (11.43) 6.91 (7.68) 7.00 -8.00 to 24.00
MK-7009 100 mg bid + Peg-IFN + Ribavirin| 22 67.64 (13.64) 75.68 (11.50) 8.05 (10.49) 9.50 -18.00 to 28.00
MK-7009 300 mg bid + Peg-IFN + Ribavirin| 22 69.77 (9.65) 72.86 (10.30) 3.09 (8.44) 3.50 -16.00 to 24.00
MK-7009 600 mg bid + Peg-IFN + Ribavirin| 23 66.61 (9.72) 70.96 (12.69) 4.35 (8.04) 6.00 -12.00 to 16.00
Day 7

Placebo + Peg-IFN + Ribavirin 22 69.32 (9.73) 73.09 (12.46) 3.77 (10.30) 2.00 -16.00 to 31.00
MK-7009 100 mg bid + Peg-IFN + Ribavirin| 23 68.09 (13.50) 72.61 (10.33) 4.52(12.38) 5.00 -30.00 to 21.00
MK-7009 300 mg bid + Peg-IFN + Ribavirin| 22 69.77 (9.65) 68.36 (7.92) -1.41 (5.79) -3.00 -12.00 to 9.00
MK-7009 600 mg bid + Peg-IFN + Ribavirin| 23 66.61 (9.72) 67.87 (9.41) 1.26 (9.45) 0.00 -16.00 to 26.00
Day 14

Placebo + Peg-IFN + Ribavirin 22 69.32 (9.73) 77.18 (9.78) 7.86 (10.30) 7.00 -11.00 to 28.00
MK-7009 100 mg bid + Peg-IFN + Ribavirin| 23 68.09 (13.50) 76.00 (14.17) 7.91 (10.70) 6.00 -12.00 to 34.00
MK-7009 300 mg bid + Peg-IFN + Ribavirin| 22 69.77 (9.65) 69.50 (7.76) -0.27 (8.11) 0.00 -18.00 to 16.00
MK-7009 600 mg bid + Peg-IFN + Ribavirin| 23 66.61 (9.72) 69.96 (9.24) 3.35 (6.70) 5.00 -11.00 to 13.00
Day 21

Placebo + Peg-IFN + Ribavirin 21 68.19 (8.37) 76.38 (12.56) 8.19 (10.93) 7.00 -7.00 to 36.00
MK-7009 100 mg bid + Peg-IFN + Ribavirin| 23 68.09 (13.50) 75.13 (11.75) 7.04 (10.81) 8.00 -16.00 to 32.00
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8% 2.7.4:19

NAZLYA 2 (016

ARE%% (beats/min)

AER) ()

Baseline Value Visit Time Point Change from Baseline
Value
Treatment Group N Mean (SD) Mean (SD) Mean (SD) Median Range
MK-7009 300 mg bid + Peg-IFN + Ribavirin| 21 69.90 (9.87) 71.48 (9.62) 1.57 (6.34) 2.00 -20.00 to 11.00
MK-7009 600 mg bid + Peg-IFN + Ribavirin| 23 66.61 (9.72) 69.83 (9.29) 3.22(9.42) 5.00 -14.00 to 23.00
Day 28 (PREDOSE)
Placebo + Peg-IFN + Ribavirin 21 69.71 (9.79) 71.86 (11.14) 2.14 (7.59) 2.00 -11.00 to 16.00
MK-7009 100 mg bid + Peg-IFN + Ribavirin| 23 68.09 (13.50) 72.83 (13.11) 4.74 (11.48) 3.00 -24.00 to 34.00
MK-7009 300 mg bid + Peg-IFN + Ribavirin| 22 69.77 (9.65) 67.68 (8.85) -2.09 (7.78) -3.50 -14.00 to 14.00
MK-7009 600 mg bid + Peg-IFN + Ribavirin| 23 66.61 (9.72) 69.96 (8.81) 3.35(7.73) 3.00 -9.00 to 21.00
Day 42
Placebo + Peg-IFN + Ribavirin 22 69.32 (9.73) 78.00 (10.14) 8.68 (7.31) 8.00 -4.00 to 24.00
MK-7009 100 mg bid + Peg-IFN + Ribavirin| 23 68.09 (13.50) 75.65 (14.19) 7.57 (16.12) 5.00 -32.00 to 48.00
MK-7009 300 mg bid + Peg-IFN + Ribavirin| 22 69.77 (9.65) 72.23 (9.33) 2.45 (8.73) 1.00 -12.00 to 24.00
MK-7009 600 mg bid + Peg-IFN + Ribavirin| 23 66.61 (9.72) 76.65 (9.57) 10.04 (10.25) 10.00 -10.00 to 28.00
N = Number of patients who have baseline values and post-baseline values in the respective treatment group.
The baseline value is value from the latest sample between Days -75 and Day 1 (predose).
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fT#% 2.7.4119 N4 2B (016 HER) (FEF)

PEEBAME (mmHg)

Baseline Value Visit Time Point Change from Baseline
Value
Treatment Group N Mean (SD) Mean (SD) Mean (SD) Median | Range

Day 3

Placebo + Peg-IFN + Ribavirin 22 72.55 (11.62) 74.59 (10.49) 2.05(10.71) 2.50 -18.00 to 27.00
MK-7009 100 mg bid + Peg-IFN + Ribavirin| 22 72.55(9.61) 73.64 (11.05) 1.09 (9.71) 4.00 -17.00 to 18.00
MK-7009 300 mg bid + Peg-IFN + Ribavirin| 22 78.73 (12.38) 81.00 (8.84) 2.27 (10.10) -1.00 -10.00 to 25.00
MK-7009 600 mg bid + Peg-IFN + Ribavirin| 23 74.13 (9.44) 75.13 (12.10) 1.00 (8.29) -1.00 -14.00 to 20.00
Day 7

Placebo + Peg-IFN + Ribavirin 22 72.55 (11.62) 71.45(10.31) -1.09 (11.57) 1.00 -28.00 to 16.00
MK-7009 100 mg bid + Peg-IFN + Ribavirin| 23 72.74 (9.43) 70.91 (12.87) -1.83 (12.08) -3.00 -19.00 to 22.00
MK-7009 300 mg bid + Peg-IFN + Ribavirin| 22 78.73 (12.38) 76.64 (11.93) -2.09 (9.58) -1.50 -24.00 to 13.00
MK-7009 600 mg bid + Peg-IFN + Ribavirin| 23 74.13 (9.44) 74.22 (10.01) 0.09 (8.54) -2.00 -14.00 to 18.00
Day 14

Placebo + Peg-IFN + Ribavirin 22 72.55 (11.62) 72.41 (9.74) -0.14 (8.89) 1.00 -16.00 to 17.00
MK-7009 100 mg bid + Peg-IFN + Ribavirin| 23 72.74 (9.43) 74.96 (7.58) 2.22 (7.89) 3.00 -16.00 to 19.00
MK-7009 300 mg bid + Peg-IFN + Ribavirin| 22 78.73 (12.38) 76.59 (10.20) 2.14 (9.25) -1.50 -26.00 to 12.00
MK-7009 600 mg bid + Peg-IFN + Ribavirin| 23 74.13 (9.44) 73.61 (11.93) -0.52 (8.74) -2.00 -14.00 to 15.00
Day 21

Placebo + Peg-IFN + Ribavirin 21 72.24 (11.82) 67.95 (9.16) -4.29 (10.40) -3.00 -22.00 to 12.00
MK-7009 100 mg bid + Peg-IFN + Ribavirin| 23 72.74 (9.43) 75.83 (9.01) 3.09 (9.69) 4.00 -17.00 to 17.00
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fT#% 2.7.4119 N4 2B (016 HER) (FEF)

PEEBAME (mmHg)

Baseline Value Visit Time Point Change from Baseline
Value
Treatment Group N Mean (SD) Mean (SD) Mean (SD) Median Range
MK-7009 300 mg bid + Peg-IFN + Ribavirin| 21 78.52 (12.65) 75.33 (9.93) -3.19 (10.65) -6.00 -23.00 to 15.00
MK-7009 600 mg bid + Peg-IFN + Ribavirin| 23 74.13 (9.44) 71.30 (12.99) -2.83 (8.89) -2.00 -19.00 to 18.00
Day 28 (PREDOSE)
Placebo + Peg-IFN + Ribavirin 21 73.81 (10.25) 71.48 (9.39) -2.33(10.85) -1.00 -28.00 to 16.00
MK-7009 100 mg bid + Peg-IFN + Ribavirin| 23 72.74 (9.43) 73.17 (12.48) 0.43 (10.05) 0.00 -17.00 to 25.00
MK-7009 300 mg bid + Peg-IFN + Ribavirin| 22 78.73 (12.38) 77.14 (10.21) -1.59 (9.58) -3.00 -22.00 to 15.00
MK-7009 600 mg bid + Peg-IFN + Ribavirin| 23 74.13 (9.44) 73.13 (9.79) -1.00 (10.36) -1.00 -21.00 to 25.00
Day 42
Placebo + Peg-IFN + Ribavirin 22 72.55 (11.62) 71.00 (9.13) -1.55(12.84) -1.50 -28.00 to 23.00
MK-7009 100 mg bid + Peg-IFN + Ribavirin| 23 72.74 (9.43) 76.61 (8.81) 3.87(7.97) 4.00 -13.00 to 19.00
MK-7009 300 mg bid + Peg-IFN + Ribavirin| 22 78.73 (12.38) 78.68 (9.63) -0.05 (10.58) 0.00 -20.00 to 17.00
MK-7009 600 mg bid + Peg-IFN + Ribavirin| 23 74.13 (9.44) 74.30 (10.20) 0.17 (10.50) 0.00 -22.00 to 25.00
N = Number of patients who have baseline values and post-baseline values in the respective treatment group.
The baseline value is value from the latest sample between Days -75 and Day 1 (predose).
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8% 2.7.4:19

INA BT A > (016
InfEEAmE (mmHg)

AER) ()

Baseline Value

Visit Time Point

Change from Baseline

Value
Treatment Group N Mean (SD) Mean (SD) Mean (SD) Median | Range

Day 3

Placebo + Peg-IFN + Ribavirin 22 121.27 (15.11) 122.82 (16.16) 1.55 (11.24) 1.00 -17.00 to 23.00
MK-7009 100 mg bid + Peg-IFN + Ribavirin| 22 120.05 (12.10) 119.82 (16.18) -0.23 (15.32) 3.00 -29.00 to 21.00
MK-7009 300 mg bid + Peg-IFN + Ribavirin| 22 126.23 (18.87) 130.23 (18.45) 4.00 (13.82) 5.00 -28.00 to 31.00
MK-7009 600 mg bid + Peg-IFN + Ribavirin| 23 125.65 (15.11) 121.87 (17.05) -3.78 (11.11) -2.00 -27.00 to 14.00
Day 7

Placebo + Peg-IFN + Ribavirin 22 121.27 (15.11) 120.50 (14.55) -0.77 (11.49) 0.50 -25.00 to 19.00
MK-7009 100 mg bid + Peg-IFN + Ribavirin| 23 119.57 (12.05) 118.65 (17.17) -0.91 (16.51) 2.00 -54.00 to 18.00
MK-7009 300 mg bid + Peg-IFN + Ribavirin| 22 126.23 (18.87) 120.86 (15.27) -5.36 (9.90) -8.00 -19.00 to 14.00
MK-7009 600 mg bid + Peg-IFN + Ribavirin| 23 125.65 (15.11) 120.22 (15.29) -5.43 (15.95) -5.00 -42.00 to 27.00
Day 14

Placebo + Peg-IFN + Ribavirin 22 121.27 (15.11) 119.27 (17.66) -2.00 (13.43) -5.00 -26.00 to 25.00
MK-7009 100 mg bid + Peg-IFN + Ribavirin| 23 119.57 (12.05) 122.96 (14.53) 3.39 (14.70) 6.00 -37.00 to 33.00
MK-7009 300 mg bid + Peg-IFN + Ribavirin| 22 126.23 (18.87) 121.59 (16.19) -4.64 (14.01) -3.00 -34.00 to 30.00
MK-7009 600 mg bid + Peg-IFN + Ribavirin| 23 125.65 (15.11) 119.87 (13.33) -5.78 (12.67) -6.00 -30.00 to 21.00
Day 21

Placebo + Peg-IFN + Ribavirin 21 120.71 (15.25) 117.67 (16.16) -3.05 (13.34) -2.00 -24.00 to 24.00
MK-7009 100 mg bid + Peg-IFN + Ribavirin| 23 119.57 (12.05) 121.09 (15.15) 1.52 (15.80) 7.00 -37.00 to 26.00
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8% 2.7.4:19

INA BT A > (016
InfEEAmE (mmHg)

AER) ()

Baseline Value

Visit Time Point

Change from Baseline

Value
Treatment Group N Mean (SD) Mean (SD) Mean (SD) Median Range

MK-7009 300 mg bid + Peg-IFN + Ribavirin| 21 126.43 (19.31) 123.86 (15.06) -2.57 (12.25) -5.00 -21.00 to 24.00
MK-7009 600 mg bid + Peg-IFN + Ribavirin| 23 125.65 (15.11) 115.83 (16.73) -9.83 (12.60) -11.00 -42.00 to 10.00
Day 28 (PREDOSE)

Placebo + Peg-IFN + Ribavirin 21 123.05 (12.92) 119.29 (15.18) -3.76 (13.86) -4.00 -37.00 to 19.00
MK-7009 100 mg bid + Peg-IFN + Ribavirin| 23 119.57 (12.05) 119.43 (16.87) -0.13 (14.35) -1.00 -24.00 to 38.00
MK-7009 300 mg bid + Peg-IFN + Ribavirin| 22 126.23 (18.87) 120.68 (16.32) -5.55 (11.34) -7.00 -30.00 to 20.00
MK-7009 600 mg bid + Peg-IFN + Ribavirin| 23 125.65 (15.11) 119.30 (11.40) -6.35 (12.87) -7.00 -31.00 to 20.00
Day 42

Placebo + Peg-IFN + Ribavirin 22 121.27 (15.11) 118.23 (12.08) -3.05 (14.42) -5.00 -27.00 to 32.00
MK-7009 100 mg bid + Peg-IFN + Ribavirin| 23 119.57 (12.05) 123.74 (12.72) 4.17 (10.90) 3.00 -17.00 to 30.00
MK-7009 300 mg bid + Peg-IFN + Ribavirin| 22 126.23 (18.87) 124.77 (14.50) -1.45 (15.20) -2.50 -21.00 to 38.00
MK-7009 600 mg bid + Peg-IFN + Ribavirin| 23 125.65 (15.11) 124.30 (13.65) -1.35 (13.99) -1.00 -29.00 to 25.00

N = Number of patients who have baseline values and post-baseline values in the respective treatment group.
The baseline value is value from the latest sample between Days -75 and Day 1 (predose).
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fT#% 2.7.4119 N4 2B (016 HER) (FEF)

®E (°C)
Baseline Value Visit Time Point Change from Baseline
Value
Treatment Group N Mean (SD) Mean (SD) Mean (SD) ‘ Median | Range

Day 3

Placebo + Peg-IFN + Ribavirin 22 36.22 (0.40) 36.45 (0.57) 0.23 (0.62) 0.25 -1.80 t0 0.90
MK-7009 100 mg bid + Peg-IFN + Ribavirin| 22 36.30 (0.53) 36.51 (0.38) 0.21 (0.57) 0.25 -1.10 to 1.40
MK-7009 300 mg bid + Peg-IFN + Ribavirin| 22 36.26 (0.33) 36.44 (0.48) 0.18 (0.53) 0.10 -0.90 to 1.20
MK-7009 600 mg bid + Peg-IFN + Ribavirin| 23 36.11 (0.55) 36.36 (0.43) 0.25 (0.56) 0.30 -0.80 to 1.40
Day 7

Placebo + Peg-IFN + Ribavirin 22 36.22 (0.40) 36.31 (0.50) 0.09 (0.41) 0.05 -0.90 to 0.70
MK-7009 100 mg bid + Peg-IFN + Ribavirin| 23 36.29 (0.52) 36.36 (0.34) 0.07 (0.61) -0.10 -1.40 to 1.40
MK-7009 300 mg bid + Peg-IFN + Ribavirin| 22 36.26 (0.33) 36.47 (0.32) 0.21 (0.45) 0.10 -0.40 to 1.30
MK-7009 600 mg bid + Peg-IFN + Ribavirin| 23 36.11 (0.55) 36.34 (0.31) 0.23 (0.49) 0.20 -0.60 to 1.40
Day 14

Placebo + Peg-IFN + Ribavirin 22 36.22 (0.40) 36.27 (0.33) 0.05 (0.38) 0.00 -0.60 to 0.90
MK-7009 100 mg bid + Peg-IFN + Ribavirin| 23 36.29 (0.52) 36.37 (0.37) 0.08 (0.54) 0.20 -1.30t0 0.80
MK-7009 300 mg bid + Peg-IFN + Ribavirin| 22 36.26 (0.33) 36.41 (0.40) 0.15 (0.46) 0.20 -0.60 to 1.20
MK-7009 600 mg bid + Peg-IFN + Ribavirin| 23 36.11 (0.55) 36.47 (0.36) 0.36 (0.55) 0.40 -0.50 to 1.50
Day 21

Placebo + Peg-IFN + Ribavirin 21 36.20 (0.39) 36.30 (0.55) 0.10 (0.48) 0.20 -1.00 to 0.90
MK-7009 100 mg bid + Peg-IFN + Ribavirin| 23 36.29 (0.52) 36.40 (0.47) 0.12 (0.63) 0.10 -1.00 to 1.30
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fT#% 2.7.4119 N4 2B (016 HER) (FEF)

ixg (°C)
Baseline Value Visit Time Point Change from Baseline
Value
Treatment Group N Mean (SD) Mean (SD) Mean (SD) Median Range

MK-7009 300 mg bid + Peg-IFN + Ribavirin| 21 36.24 (0.33) 36.50 (0.35) 0.26 (0.40) 0.30 -0.70 to 1.00
MK-7009 600 mg bid + Peg-IFN + Ribavirin| 23 36.11 (0.55) 36.37 (0.41) 0.27 (0.72) 0.20 -1.50 to 1.80
Day 28 (PREDOSE)
Placebo + Peg-IFN + Ribavirin 21 36.23 (0.41) 36.30 (0.56) 0.07 (0.52) 0.10 -1.30 to 1.00
MK-7009 100 mg bid + Peg-IFN + Ribavirin| 23 36.29 (0.52) 36.35 (0.38) 0.06 (0.51) 0.10 -1.20 to 1.00
MK-7009 300 mg bid + Peg-IFN + Ribavirin| 22 36.26 (0.33) 36.37 (0.54) 0.11 (0.63) 0.15 -1.20 to 1.10
MK-7009 600 mg bid + Peg-IFN + Ribavirin| 23 36.11 (0.55) 36.46 (0.40) 0.35 (0.64) 0.40 -1.00 to 1.80
Day 42
Placebo + Peg-IFN + Ribavirin 22 36.22 (0.40) 36.37 (0.40) 0.15(0.36) 0.20 -0.60 to 0.70
MK-7009 100 mg bid + Peg-IFN + Ribavirin| 23 36.29 (0.52) 36.48 (0.31) 0.19 (0.55) 0.10 -1.10 to 1.40
MK-7009 300 mg bid + Peg-IFN + Ribavirin| 22 36.26 (0.33) 36.55 (0.43) 0.30 (0.46) 0.30 -0.80 to 1.00
MK-7009 600 mg bid + Peg-IFN + Ribavirin| 23 36.11 (0.55) 36.32 (0.42) 0.21 (0.62) 0.20 -0.80 to 1.30
N = Number of patients who have baseline values and post-baseline values in the respective treatment group.
The baseline value is value from the latest sample between Days -75 and Day 1 (predose).
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Day 28 (PREDOSE)
Placebo + Peg-IFN + Ribavirin 21 61.29 (12.71) 60.23 (12.33) -1.06 (0.93) -1.10 -2.60 t0 0.60
MK-7009 100 mg bid + Peg-IFN + Ribavirin| 23 63.62 (10.08) 63.45 (9.91) -0.17 (1.16) -0.40 -2.10 to 1.80
MK-7009 300 mg bid + Peg-IFN + Ribavirin| 22 66.58 (12.55) 66.29 (12.17) -0.29 (1.42) -0.10 -4.50 to 2.40
MK-7009 600 mg bid + Peg-IFN + Ribavirin| 23 63.64 (15.95) 62.35 (15.39) -1.29 (1.42) -1.50 -4.40 to 1.10
Day 42
Placebo + Peg-IFN + Ribavirin 22 61.23 (12.41) 60.12 (11.99) -1.11 (1.51) -0.90 -4.75t0 1.50
MK-7009 100 mg bid + Peg-IFN + Ribavirin| 23 63.62 (10.08) 63.32 (9.54) -0.30 (1.52) -0.20 -2.90 to 2.30
MK-7009 300 mg bid + Peg-IFN + Ribavirin| 22 66.58 (12.55) 65.99 (12.20) -0.59 (1.78) -0.50 -5.50 to 3.10
MK-7009 600 mg bid + Peg-IFN + Ribavirin| 23 63.64 (15.95) 62.45 (15.65) -1.19 (1.53) -1.00 -5.10 to 1.50

N = Number of patients who have baseline values and post-baseline values in the respective treatment group.
The baseline value is value from the latest sample between Days -75 and Day 1 (predose).
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Week 1
12-wk MK-7009 300 mg bid + Peg-IFN + 98 70.40  (10.60) 68.57 (8.49) -1.83(10.15) -1.00 -32.00 to  20.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 97 71.44  (11.39) 69.84 (10.58) -1.61(10.45) -2.00 -30.00 to  30.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 98 69.98 (8.96) 72.28 (10.07) 2.30(9.05) 2.50 -24.00 to  33.00
Peg-IFN + RBV
Week 2
12-wk MK-7009 300 mg bid + Peg-IFN + 98 70.40  (10.60) 73.14  (10.03) 2.74(11.41) 1.75 -28.00 to  39.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 96 71.25  (11.28) 74.82  (10.75) 3.57(11.00) 4.00 -26.00 to  26.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 98 69.98 (8.96) 76.66 (11.66) 6.68(11.77) 7.00 -22.00 to  41.00
Peg-IFN + RBV
Week 3
12-wk MK-7009 300 mg bid + Peg-IFN + 94 70.62 (10.72) 74.87 (9.78) 4.25(10.50) 4.50 -25.00 to  30.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 96 71.25  (11.28) 75.82  (10.64) 4.57(11.86) 4.00 -20.00 to  38.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 97 69.95 (9.01) 78.36  (11.00) 8.41(9.92) 9.00 -16.00 to  42.00
Peg-IFN + RBV
Week 4
12-wk MK-7009 300 mg bid + Peg-IFN + 96 70.57 (10.62) 7522 (9.94) 4.65(11.42) 3.50 -22.00 to  35.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 95 7132 (11.33) 76.38  (10.66) 5.06(11.25) 4.00 2000 to  35.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 97 69.95 (9.01) 79.26  (11.66) 9.31(10.49) 8.00 -27.00 to  35.00
Peg-IFN + RBV
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Week 5
12-wk MK-7009 300 mg bid + Peg-IFN + 96 70.57 (10.62) 76.23  (8.73) 5.66(11.68) 5.00 -20.00 to  37.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 95 7132 (11.33) 77.35 (10.40) 6.03(11.53) 6.00 -26.00 to  32.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 96 69.70 (8.71) 79.04 (10.82) 9.34(9.58) 8.50 -15.00 to  33.00
Peg-IFN + RBV
Week 6
12-wk MK-7009 300 mg bid + Peg-IFN + 96 70.57 (10.62) 75.84  (8.64) 5.28(12.01) 5.00 -24.00 to  32.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 95 71.36  (11.29) 77.87 (11.36) 6.52(12.81) 6.00 -22.00 to  49.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 96 69.70 (8.71) 79.92 (11.07) 10.22(11.08) 10.50 -24.00 to 51.00
Peg-IFN + RBV
Week 7
12-wk MK-7009 300 mg bid + Peg-IFN + 96 70.57 (10.62) 76.36  (10.16) 5.80(11.20) 4.50 -20.00 to  42.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 95 71.36  (11.29) 78.92  (10.20) 7.56(11.68) 8.00 -30.00 to  34.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 96 69.70  (8.71) 80.39 (10.63) 10.69(10.02) 11.00 -19.00 to  43.00
Peg-IFN + RBV
Week 8
12-wk MK-7009 300 mg bid + Peg-IFN + 95 70.59 (10.67) 77.84  (9.86) 7.25(10.40) 8.00 -17.00 to  28.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 95 71.36  (11.29) 80.61 (11.57) 9.25(11.35) 9.00 -15.00 to 45.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 96 69.70  (8.71) 80.47 (10.86) 10.77(10.86) 10.00 -17.00 to  55.00

Peg-IFN + RBV
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Week 9
12-wk MK-7009 300 mg bid + Peg-IFN + 94 70.65 (10.71) 7722  (10.11) 6.57(11.77) 8.00 -24.00 to  30.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 95 71.36  (11.29) 78.62  (10.78) 7.26(11.95) 7.00 -32.00 to  36.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 95 69.75 (8.74) 81.15 (11.13) 11.40(12.15) 11.00 -28.00 to  48.00
Peg-IFN + RBV
Week 10
12-wk MK-7009 300 mg bid + Peg-IFN + 94 70.65 (10.71) 76.77 (8.42) 6.11(10.90) 7.00 -20.00 to  34.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 94 71.23  (11.29) 78.96 (10.16) 7.72(10.98) 7.50 -20.00 to  30.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 95 69.75 (8.74) 81.21 (9.89) 11.46(10.54) 10.00 -19.00 to  41.00
Peg-IFN + RBV
Week 11
12-wk MK-7009 300 mg bid + Peg-IFN + 94 70.65 (10.71) 78.66  (9.03) 8.01(11.16) 8.50 -15.00 to  44.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 94 7144 (11.33) 80.07  (10.50) 8.64(11.20) 8.00 2000 to  37.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 95 69.75 (8.74) 81.39 (10.22) 11.64(10.05) 11.00 -15.00 to  44.00
Peg-IFN + RBV
Week 12
12-wk MK-7009 300 mg bid + Peg-IFN + 94 70.65 (10.71) 79.05 (10.39) 8.40(11.96) 8.00 -29.00 to  43.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 94 71.14  (11.15) 79.34  (10.39) 8.20(12.26) 7.50 2200 to  47.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 94 69.70  (8.78) 79.90 (10.11) 10.20(10.20) 10.00 -17.00 to  41.00
Peg-IFN + RBV
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Week 16
12-wk MK-7009 300 mg bid + Peg-IFN + 92 70.48 (10.63) 82.49 (10.34) 12.01(12.29) 13.00 -26.00 to  59.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 92 71.08 (11.26) 79.85  (9.85) 8.77(10.02) 8.00 -16.00 to  30.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 93 69.69 (8.82) 80.63 (10.05) 10.95(10.23) 10.00 -17.00 to  41.00
Peg-IFN + RBV
Week 20
12-wk MK-7009 300 mg bid + Peg-IFN + 90 70.25 (10.45) 80.80 (10.43) 10.55(11.88) 9.00 -36.00 to  42.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 92 71.08 (11.26) 79.37  (9.35) 8.29(11.24) 7.50 -23.00 to  33.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 90 69.61 (8.94) 80.32  (10.04) 10.71(9.85) 9.00 -7.00 to 48.00
Peg-IFN + RBV
Week 24
12-wk MK-7009 300 mg bid + Peg-IFN + 90 70.25 (10.45) 78.44  (9.78) 8.19(11.43) 7.00 -20.00 to  40.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 92 71.08 (11.26) 79.02  (9.92) 7.95(11.62) 6.00 -18.00 to  44.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 90 69.61 (8.94) 79.83  (11.25) 10.22(11.22) 10.00 -14.00 to 47.00
Peg-IFN + RBV
Week 28
24-wk PBO + Peg-IFN + RBV / 24-wk 81 70.19  (9.12) 80.57 (8.89) 10.38(9.94) 10.00 -14.00 to  32.00
Peg-IFN + RBV
Week 32
24-wk PBO + Peg-IFN + RBV / 24-wk 80 70.30  (9.15) 81.54 (10.87) 11.24(12.58) 10.00 -25.00 to  40.00
Peg-IFN + RBV
Week 36
24-wk PBO + Peg-IFN + RBV / 24-wk 79 70.28 (9.21) 80.37 (11.39) 10.09(12.35) 10.00 -19.00 to 47.00
Peg-IFN + RBV
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Week 40
24-wk PBO + Peg-IFN + RBV / 24-wk 67 69.82  (9.37) 80.12 (10.49) 10.30(9.10) 9.00 -11.00 to  34.00
Peg-IFN + RBV
Week 44
24-wk PBO + Peg-IFN + RBV / 24-wk 66 69.71  (9.40) 81.17 (10.16) 11.45(10.31) 11.00 -17.00 to 36.00
Peg-IFN + RBV
Week 48
24-wk PBO + Peg-IFN + RBV / 24-wk 66 69.71  (9.40) 79.15  (10.19) 9.44(10.04) 9.00 -19.00 to  31.00
Peg-IFN + RBV
FU 4
12-wk MK-7009 300 mg bid + Peg-IFN + 38 69.93 (10.49) 79.17  (9.53) 9.24(12.54) 9.00 -36.00 to  33.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 92 70.97 (11.19) 80.46 (11.24) 9.49(11.17) 9.00 1400 to  38.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 84 70.11  (9.38) 81.85 (11.70) 11.74(11.66) 12.00 -13.00 to  47.00
Peg-IFN + RBV
FU 12
12-wk MK-7009 300 mg bid + Peg-IFN + 90 69.86 (10.46) 7448 (10.44) 4.62(13.07) 5.00 -41.00 to  35.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 91 70.87  (10.94) 74.10 (10.86) 3.23(10.43) 3.00 -18.00 to  33.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 68 70.43  (9.58) 77.19  (10.17) 6.76(9.74) 6.00 -19.00 to  26.00
Peg-IFN + RBV
FU 20
12-wk MK-7009 300 mg bid + Peg-IFN + 90 69.86 (10.46) 73.53  (8.90) 3.68(11.75) 5.00 -25.00 to  36.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 90 71.41 (10.87) 7632  (9.92) 4.91(10.89) 4.00 -29.00 to  30.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 69 70.46 (9.45) 75.77 (10.47) 5.30(10.25) 5.00 -17.00 to  33.00
Peg-IFN + RBV
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FU 24

12-wk MK-7009 300 mg bid + Peg-IFN + 90 69.86 (10.46) 71.80 (9.67) 1.94(11.35) 1.00 -33.00 to 31.00
RBV /12-wk PBO + Peg-IFN + RBV

24-wk MK-7009 300 mg bid + Peg-IFN + 91 70.81  (10.96) 72.80 (9.54) 1.99(10.19) 2.00 -25.00 to  29.00
RBV

24-wk PBO + Peg-IFN + RBV / 24-wk 69 70.46  (9.45) 7422 (10.54) 3.75(10.87) 3.00 -17.00 to  27.00

Peg-IFN + RBV

N = Number of patients who have baseline values and post-baseline values in the respective treatment group.
The baseline value is value from the latest sample between Days -75 and Day 1 (predose).
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Week 1
12-wk MK-7009 300 mg bid + Peg-IFN + 98 75.61 (12.36) 74.80 (11.55) -0.81 (9.06) -0.50 -23.00 to  25.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 97 76.75  (11.40) 75.11  (10.67) -1.64 (11.04) -2.00 -25.00 to  24.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 98 74.89 (11.15) 74.53  (12.80) -0.36 (11.54) -0.50 -29.00 to  42.00
Peg-IFN + RBV
Week 2
12-wk MK-7009 300 mg bid + Peg-IFN + 98 75.61 (12.36) 72.43  (10.13) -3.18 (10.59) -4.50 -29.00 to  21.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 96 76.67 (11.43) 73.83 (11.57) -2.83 (11.09) -3.00 -31.00 to  25.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 98 74.89 (11.15) 75.64 (10.79) 0.76 (10.72) 0.50 -22.00 to  35.00
Peg-IFN + RBV
Week 3
12-wk MK-7009 300 mg bid + Peg-IFN + 94 75.59 (12.60) 74.55  (9.59) -1.04 (10.37) -2.00 -27.00 to  24.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 96 76.67 (11.43) 75.48 (10.18) -1.19 (11.01) -1.00 -28.00 to  22.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 97 74.95 (11.19) 75.19  (9.85) 0.24 (10.96) 0.00 -23.00 to  39.00
Peg-IFN + RBV
Week 4
12-wk MK-7009 300 mg bid + Peg-IFN + 96 75.40 (12.31) 73.88  (10.50) -1.53 (10.56) -3.50 -25.00 to  27.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 95 76.73  (11.48) 73.46 (10.69) -3.26 (11.22) -3.00 -37.00 to  25.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 97 74.95 (11.19) 75.96 (10.46) 1.01 (10.68) 2.00 -23.00 to  41.00
Peg-IFN + RBV
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Week 5
12-wk MK-7009 300 mg bid + Peg-IFN + 96 75.40 (12.31) 74.73  (10.66) -0.67 (11.03) -1.00 -30.00 to  23.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 95 76.73  (11.43) 74.47  (9.81) -2.25 (9.92) -2.00 -22.00 to  20.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 96 74.75  (11.08) 74.66  (9.68) -0.09 (9.94) 0.00 -22.00 to  35.00
Peg-IFN + RBV
Week 6
12-wk MK-7009 300 mg bid + Peg-IFN + 96 75.40 (12.31) 7543 (9.59) 0.03 (10.26) 0.00 -26.00 to  28.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 95 76.61 (11.48) 73.80 (11.63) -2.81 (10.53) -3.00 -25.00 to  22.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 96 74.75  (11.08) 75.39  (10.19) 0.64 (10.29) 1.00 -24.00 to  30.00
Peg-IFN + RBV
Week 7
12-wk MK-7009 300 mg bid + Peg-IFN + 96 75.40 (12.31) 74.99 (10.38) -0.41 (11.60) -1.00 -40.00 to  34.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 95 76.61 (11.48) 73.64 (10.76) -2.97 (11.58) -2.00 -33.00 to  23.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 96 74.75  (11.08) 7473 (10.34) -0.02 (10.54) 0.00 -26.00 to  25.00
Peg-IFN + RBV
Week 8
12-wk MK-7009 300 mg bid + Peg-IFN + 95 75.57 (12.26) 74.97 (10.33) -0.61 (9.91) -1.00 -25.00 to  25.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 95 76.61 (11.48) 74.25 (10.00) -2.36 (11.73) -3.00 -28.00 to  24.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 96 74.75  (11.08) 74.52  (10.64) -0.23 (10.78) 0.00 -40.00 to  24.00
Peg-IFN + RBV
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Week 9
12-wk MK-7009 300 mg bid + Peg-IFN + 94 75.55 (12.32) 74.44  (9.40) -1.11 (10.92) -2.00 -31.00 to  29.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 95 76.61 (11.43) 73.83  (9.69) -2.78 (10.29) -2.00 -27.00 to  21.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 95 74.78  (11.13) 75.18  (10.05) 0.40 (9.39) 0.00 -29.00 to  22.00
Peg-IFN + RBV
Week 10
12-wk MK-7009 300 mg bid + Peg-IFN + 94 75.55 (12.32) 73.97 (10.33) -1.58 (11.45) -2.00 -40.00 to  29.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 94 76.71  (11.50) 74.47 (10.40) -2.24 (11.16) -2.00 -29.00 to  30.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 95 74.78  (11.13) 76.27  (10.96) 1.49 (11.08) 1.00 -29.00 to  28.00
Peg-IFN + RBV
Week 11
12-wk MK-7009 300 mg bid + Peg-IFN + 94 75.55 (12.32) 7434 (9.14) -1.21 (11.41) -2.00 -48.00 to  22.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 94 76.67 (11.53) 73.51  (10.24) -3.16 (10.83) -3.00 -27.00 to  19.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 95 74.78  (11.13) 75.19  (9.75) 0.41 (9.99) 0.00 -20.00 to  24.00
Peg-IFN + RBV
Week 12
12-wk MK-7009 300 mg bid + Peg-IFN + 94 75.55 (12.32) 75.97  (9.59) 0.42 (11.19) 0.00 -39.00 to  27.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 94 76.65 (11.53) 74.79  (10.73) -1.86 (11.28) -3.00 -24.00 to  29.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 94 74.97 (11.04) 76.04 (10.45) 1.07 (9.36) 1.50 -19.00 to  20.00
Peg-IFN + RBV
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Week 16
12-wk MK-7009 300 mg bid + Peg-IFN + 92 75.56 (12.42) 74.99  (9.99) -0.57 (12.70) -1.00 -43.00 to  25.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 92 76.86 (11.57) 74.89  (9.96) -1.97 (11.65) -2.00 -22.00 to  23.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 93 74.94 (11.09) 74.81 (11.29) -0.13 (11.80) 2.00 -31.00 to  24.00
Peg-IFN + RBV
Week 20
12-wk MK-7009 300 mg bid + Peg-IFN + 90 75.45 (12.54) 7477 (9.77) -0.68 (13.56) 0.00 -36.00 to  30.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 92 76.86 (11.57) 74.70  (10.61) -2.16 (10.56) -2.00 -28.00 to  25.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 90 75.27 (11.04) 75.21  (10.39) -0.06 (10.62) 0.50 -28.00 to  29.00
Peg-IFN + RBV
Week 24
12-wk MK-7009 300 mg bid + Peg-IFN + 90 75.45 (12.54) 7579  (9.43) 0.34 (11.14) 0.50 -27.00 to  37.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 92 76.86 (11.57) 76.29  (9.25) -0.57 (10.98) 0.00 -23.00 to  30.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 90 7527 (11.04) 76.39  (10.59) 1.12 (10.20) 1.50 -24.00 to  29.00
Peg-IFN + RBV
Week 28
24-wk PBO + Peg-IFN + RBV / 24-wk 81 74.63  (10.78) 73.84 (10.76) -0.79 (11.06) 0.00 -38.00 to  28.00
Peg-IFN + RBV
Week 32
24-wk PBO + Peg-IFN + RBV / 24-wk 80 74.96 (10.97) 74.40  (9.75) -0.56 (10.87) 0.00 -24.00 to  22.00
Peg-IFN + RBV
Week 36
24-wk PBO + Peg-IFN + RBV / 24-wk 79 74.92  (11.03) 73.49 (10.80) -1.43 (11.55) -3.00 -27.00 to  32.00
Peg-IFN + RBV
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Week 40
24-wk PBO + Peg-IFN + RBV / 24-wk 67 7524 (11.45) 73.15  (11.00) -2.09 (12.40) -2.00 -36.00 to  36.00
Peg-IFN + RBV
Week 44
24-wk PBO + Peg-IFN + RBV / 24-wk 66 74.82  (11.00) 73.88  (10.86) -0.94 (11.75) 2.00 -30.00 to  32.00
Peg-IFN + RBV
Week 48
24-wk PBO + Peg-IFN + RBV / 24-wk 66 74.82  (11.00) 75.44  (9.86) 0.62 (10.79) 2.00 -26.00 to  30.00
Peg-IFN + RBV
FU 4
12-wk MK-7009 300 mg bid + Peg-IFN + 38 75.03 (12.76) 74.83  (10.58) -0.20 (12.34) -1.00 -25.00 to  26.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 92 76.87 (11.56) 76.29 (11.09) -0.58 (11.82) 0.00 -31.00 to  29.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 84 75.46  (11.38) 76.60  (10.62) 1.13 (9.74) 1.00 -22.00 to  22.00
Peg-IFN + RBV
FU 12
12-wk MK-7009 300 mg bid + Peg-IFN + 90 75.11  (12.64) 75.53  (11.28) 0.42 (11.33) 0.50 -33.00 to  27.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 91 77.08 (11.42) 75.89  (10.04) -1.19 (10.80) -1.00 -27.00 to  27.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 68 76.26  (11.69) 77.74  (10.25) 1.47 (9.92) 1.50 -30.00 to  22.00
Peg-IFN + RBV
FU 20
12-wk MK-7009 300 mg bid + Peg-IFN + 90 75.11  (12.64) 76.01  (9.81) 0.90 (11.13) 0.50 -26.00 to  26.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 90 77.23  (11.55) 75.34  (10.80) -1.89 (10.90) -2.00 -30.00 to  24.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 69 75.77 (11.67) 76.09 (11.17) 0.32 (10.76) -1.00 -27.00 to  25.00
Peg-IFN + RBV
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FU 24
12-wk MK-7009 300 mg bid + Peg-IFN + 90 75.11  (12.64) 76.52  (12.32) 1.41 (11.28) 2.00 -27.00 to  29.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 91 76.85 (11.65) 77.22  (10.78) 0.37 (12.02) 0.00 -29.00 to  31.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 69 75.77 (11.67) 75.80  (9.80) 0.03 (10.39) -1.00 -20.00 to  27.00
Peg-IFN + RBV

N = Number of patients who have baseline values and post-baseline values in the respective treatment group.
The baseline value is value from the latest sample between Days -75 and Day 1 (predose).
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Week 1
12-wk MK-7009 300 mg bid + Peg-IFN + 98 122.36 (16.78) 120.57 (15.43) -1.79 (12.79) 0.00 -32.00 to  26.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 97 123.84 (16.39) 122.25 (15.08) -1.59 (15.03) -1.00 -39.00 to  41.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 98 122.33 (15.65) 118.77 (15.07) -3.56 (15.66) -3.00 -38.00 to  40.00
Peg-IFN + RBV
Week 2
12-wk MK-7009 300 mg bid + Peg-IFN + 98 122.36 (16.78) 119.71 (14.43) -2.64 (12.83) -1.00 -34.00 to  32.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 96 123.56 (16.25) 121.27 (15.18) -2.29 (14.30) -3.00 -38.00 to  34.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 98 122.33 (15.65) 121.89 (14.63) -0.44 (14.61) -1.00 -45.00 to  39.00
Peg-IFN + RBV
Week 3
12-wk MK-7009 300 mg bid + Peg-IFN + 94 122.32 (16.99) 122.66 (15.08) 0.34 (13.41) 0.00 -28.00 to  28.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 96 123.56 (16.25) 123.98 (14.43) 0.42 (14.41) 2.00 -35.00 to  34.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 97 122.25 (15.71) 122.82 (13.08) 0.58 (14.22) 1.00 -41.00 to  52.00
Peg-IFN + RBV
Week 4
12-wk MK-7009 300 mg bid + Peg-IFN + 96 122.22 (16.75) 121.44 (14.95) -0.78 (13.93) -1.50 -39.00 to  31.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 95 123.40 (16.26) 120.79 (13.77) -2.61 (14.94) -2.00 -39.00 to  37.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 97 122.25 (15.71) 123.33 (13.87) 1.08 (13.61) 1.00 -43.00 to  45.00
Peg-IFN + RBV

2.7.4  FRREYZE 2

310

c Confidential




N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

8% 27420 NAA2)ILYA 2 (043 RER) (&)
IRMEEAMLE (mmHg)
Baseline Visit Time Point Change from Baseline
Value Value
N Mean (SD) Mean (SD) Mean (SD) |  Median | Range
Week 5
12-wk MK-7009 300 mg bid + Peg-IFN + 96 122.22 (16.75) 121.79 (16.39) -0.43 (13.41) -2.00 -32.00 to  30.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 95 123.40 (16.26) 123.53 (12.76) 0.13 (13.63) 3.00 -37.00 to  27.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 96 121.90 (15.40) 121.10 (13.36) -0.79 (13.80) -1.00 -34.00 to  31.00
Peg-IFN + RBV
Week 6
12-wk MK-7009 300 mg bid + Peg-IFN + 96 122.22 (16.75) 122.28 (15.30) 0.06 (13.13) 0.00 -36.00 to  33.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 95 123.37 (16.22) 121.99 (14.74) -1.38 (14.75) -2.00 -36.00 to  43.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 96 121.90 (15.40) 123.88 (13.50) 1.98 (13.83) 2.50 -28.00 to  36.00
Peg-IFN + RBV
Week 7
12-wk MK-7009 300 mg bid + Peg-IFN + 96 122.22 (16.75) 123.06 (15.29) 0.84 (14.87) 1.00 -61.00 to  31.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 95 123.37 (16.22) 122.78 (15.10) -0.59 (15.99) 0.00 -47.00 to  41.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 96 121.90 (15.40) 122.41 (14.18) 0.51 (13.56) 0.00 -34.00 to  36.00
Peg-IFN + RBV
Week 8
12-wk MK-7009 300 mg bid + Peg-IFN + 95 122.55 (16.52) 122.56 (15.26) 0.01 (14.22) -1.00 -46.00 to  42.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 95 123.37 (16.22) 122.22 (13.94) -1.15 (16.20) -1.00 -36.00 to  44.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 96 121.90 (15.40) 123.20 (13.80) 1.30 (14.18) 2.00 -46.00 to  47.00
Peg-IFN + RBV
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Week 9
12-wk MK-7009 300 mg bid + Peg-IFN + 94 122.51 (16.61) 121.54 (13.41) -0.97 (14.30) -1.00 -54.00 to  41.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 95 123.37 (16.22) 123.20 (14.20) -0.17 (15.66) 0.00 -43.00 to  50.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 95 121.62 (15.25) 123.94 (13.16) 2.32(12.93) 4.00 -39.00 to  26.00
Peg-IFN + RBV
Week 10
12-wk MK-7009 300 mg bid + Peg-IFN + 94 122.51 (16.61) 121.49 (13.78) -1.02 (15.83) -2.00 -54.00 to  47.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 94 123.65 (16.08) 122.39 (13.67) -1.26 (14.54) -1.50 -41.00 to  38.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 95 121.62 (15.25) 123.53 (13.54) 1.91 (15.66) 2.00 -42.00 to  45.00
Peg-IFN + RBV
Week 11
12-wk MK-7009 300 mg bid + Peg-IFN + 94 122.51 (16.61) 121.67 (14.93) -0.84 (14.73) -1.00 -67.00 to  34.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 94 123.27 (16.28) 121.87 (14.18) -1.39 (15.64) -3.00 -34.00 to  38.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 95 121.62 (15.25) 124.40 (12.31) 2.78 (14.18) 2.00 -37.00 to  33.00
Peg-IFN + RBV
Week 12
12-wk MK-7009 300 mg bid + Peg-IFN + 94 122.51 (16.61) 122.83 (13.73) 0.32 (14.53) 1.50 -55.00 to  40.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 94 123.61 (16.14) 124.17 (14.19) 0.56 (14.43) 1.50 -35.00 to  48.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 94 121.64 (15.33) 122.66 (13.10) 1.02 (14.47) 2.00 -36.00 to  31.00
Peg-IFN + RBV
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Week 16
12-wk MK-7009 300 mg bid + Peg-IFN + 92 122.59 (16.77) 122.59 (14.34) 0.00 (14.68) -0.50 -50.00 to  33.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 92 123.74 (16.22) 123.01 (13.89) -0.73 (17.12) -1.50 -50.00 to  32.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 93 121.60 (15.41) 122.01 (14.43) 0.41 (15.26) 1.00 -33.00 to  35.00
Peg-IFN + RBV
Week 20
12-wk MK-7009 300 mg bid + Peg-IFN + 90 122.43 (16.92) 122.02 (13.23) -0.41 (17.07) 1.00 -51.00 to  47.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 92 123.74 (16.22) 121.77 (12.66) -1.97 (15.51) -0.50 -39.00 to  32.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 90 121.87 (15.26) 121.82 (13.47) -0.04 (14.69) 0.00 -50.00 to  33.00
Peg-IFN + RBV
Week 24
12-wk MK-7009 300 mg bid + Peg-IFN + 90 122.43 (16.92) 121.29 (14.28) -1.14 (15.58) 1.00 -45.00 to  41.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 92 123.74 (16.22) 122.99 (13.77) -0.75 (16.21) -3.00 -35.00 to  39.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 90 121.87 (15.26) 122.27 (13.06) 0.40 (14.35) 0.00 -50.00 to  39.00
Peg-IFN + RBV
Week 28
24-wk PBO + Peg-IFN + RBV / 24-wk 81 121.26 (15.64) 121.44 (14.14) 0.19 (14.62) 1.00 -38.00 to  35.00
Peg-IFN + RBV
Week 32
24-wk PBO + Peg-IFN + RBV / 24-wk 80 121.35 (15.43) 120.39 (13.19) -0.96 (14.68) -1.50 -46.00 to  38.00
Peg-IFN + RBV
Week 36
24-wk PBO + Peg-IFN + RBV / 24-wk 79 121.14 (15.41) 119.49 (13.39) -1.65 (14.01) -1.00 -35.00 to  27.00
Peg-IFN + RBV
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Week 40
24-wk PBO + Peg-IFN + RBV / 24-wk 67 121.64 (15.77) 117.75 (12.55) -3.90 (16.14) -5.00 -38.00 to  39.00
Peg-IFN + RBV
Week 44
24-wk PBO + Peg-IFN + RBV / 24-wk 66 121.17 (15.40) 119.00 (13.34) -2.17 (16.17) 1.00 -43.00 to  30.00
Peg-IFN + RBV
Week 48
24-wk PBO + Peg-IFN + RBV / 24-wk 66 121.17 (15.40) 120.59 (12.41) -0.58 (14.22) -1.50 -33.00 to  32.00
Peg-IFN + RBV
FU 4
12-wk MK-7009 300 mg bid + Peg-IFN + 38 121.98 (17.35) 122.52 (15.13) 0.55 (15.23) 1.00 -45.00 to  32.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 92 124.08 (15.98) 124.37 (14.40) 0.29 (16.32) -0.50 -41.00 to  31.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 84 122.85 (15.86) 123.55 (13.52) 0.70 (14.18) 0.50 -37.00 to  32.00
Peg-IFN + RBV
FU 12
12-wk MK-7009 300 mg bid + Peg-IFN + 90 122.02 (17.21) 120.53 (16.82) -1.49 (14.85) 0.00 -47.00 to  33.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 91 124.05 (16.20) 123.02 (14.24) -1.03 (13.73) -1.00 -42.00 to  33.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 68 123.69 (16.15) 125.38 (13.88) 1.69 (13.35) 1.00 -31.00 to  29.00
Peg-IFN + RBV
FU 20
12-wk MK-7009 300 mg bid + Peg-IFN + 90 122.02 (17.21) 122.80 (14.94) 0.78 (15.01) 1.00 -38.00 to  46.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 90 124.67 (16.21) 122.11 (13.68) -2.56 (13.84) -3.00 -57.00 to  25.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 69 123.62 (16.33) 126.01 (16.36) 2.39 (15.74) 2.00 -39.00 to  42.00
Peg-IFN + RBV
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FU 24
12-wk MK-7009 300 mg bid + Peg-IFN + 90 122.02 (17.21) 122.89 (16.53) 0.87 (12.77) 0.00 -41.00 to  28.00
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 91 123.90 (16.22) 124.32 (14.90) 0.42 (14.81) 2.00 -54.00 to  30.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 69 123.62 (16.33) 124.19 (16.06) 0.57 (14.00) 1.00 -32.00 to  44.00
Peg-IFN + RBV

N = Number of patients who have baseline values and post-baseline values in the respective treatment group.
The baseline value is value from the latest sample between Days -75 and Day 1 (predose).
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Week 1
12-wk MK-7009 300 mg bid + Peg-IFN + 98 3634  (0.41) 3631  (0.42) -0.03 (0.55) 0.00 -1.70 to 1.10
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 97 3630 (0.44) 36.28 (0.41) -0.02 (0.52) 0.00 -1.40 to 1.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 98 3630 (0.41) 3632 (0.48) 0.02 (0.52) 0.10 -1.50 to 1.00
Peg-IFN + RBV
Week 2
12-wk MK-7009 300 mg bid + Peg-IFN + 98 36.34  (0.41) 36.41 (0.38) 0.07 (0.50) 0.10 -1.50 to 1.70
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 96 36.30  (0.44) 36.36  (0.48) 0.06 (0.63) 0.00 -1.70 to 2.40
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 98 3630 (0.41) 36.41 (0.38) 0.12 (0.49) 0.20 -1.50 to 1.40
Peg-IFN + RBV
Week 3
12-wk MK-7009 300 mg bid + Peg-IFN + 94 36.34  (0.42) 36.43  (0.42) 0.10 (0.50) 0.10 -1.40 to 1.90
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 96 36.30  (0.44) 3641 (0.42) 0.11 (0.46) 0.10 130 o 1.30
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 97 3630 (0.41) 36.45 (0.37) 0.16 (0.48) 0.20 -1.15 to 1.10
Peg-IFN + RBV
Week 4
12-wk MK-7009 300 mg bid + Peg-IFN + 96 36.35 (0.40) 36.45 (0.41) 0.09 (0.49) 0.20 -1.45 to 1.30
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 95 36.30  (0.44) 3642 (0.44) 0.12 (0.53) 0.10 130 o 2.00
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 97 3630 (0.41) 36.41 (0.46) 0.12 (0.54) 0.20 -2.30 to 1.30
Peg-IFN + RBV
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Week 5
12-wk MK-7009 300 mg bid + Peg-IFN + 96 36.35  (0.40) 36.40 (0.38) 0.05 (0.52) 0.10 -1.60 to 1.50
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 95 3630 (0.44) 36.40 (0.44) 0.09 (0.50) 0.10 -2.00 to 1.60
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 96 3630 (0.41) 36.39  (0.48) 0.10 (0.55) 0.20 -1.90 to 1.20
Peg-IFN + RBV
Week 6
12-wk MK-7009 300 mg bid + Peg-IFN + 96 36.35  (0.40) 36.43  (0.39) 0.08 (0.48) 0.10 -1.40 to 1.20
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 95 36.30  (0.44) 36.40  (0.46) 0.11 (0.51) 0.10 140 to  1.80
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 96 3630 (0.41) 36.43  (0.43) 0.13 (0.54) 0.20 -1.10 to 1.40
Peg-IFN + RBV
Week 7
12-wk MK-7009 300 mg bid + Peg-IFN + 96 36.35  (0.40) 36.44 (0.38) 0.09 (0.50) 0.00 -1.60 to 1.40
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 95 36.30  (0.44) 36.47  (0.44) 0.17 (0.52) 0.10 140 o 2.10
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 96 3630 (0.41) 36.41 (0.41) 0.11 (0.52) 0.20 -1.20 to 1.10
Peg-IFN + RBV
Week 8
12-wk MK-7009 300 mg bid + Peg-IFN + 95 36.35 (0.40) 36.43  (0.43) 0.08 (0.52) 0.10 -1.40 to 1.60
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 95 36.30  (0.44) 3643 (0.47) 0.13 (0.50) 0.10 -1.00 o 1.70
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 96 3630 (0.41) 36.44 (0.43) 0.14 (0.54) 0.20 -2.00 to 1.40
Peg-IFN + RBV

2.7.4  FRREYZE 2

317 -

c Confidential




N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

{+8% 2.7.4:20

INA BJILY A2 (043

AER) ()

®E (°C)
Baseline Visit Time Point Change from Baseline
Value Value
N Mean (SD) Mean (SD) Mean (SD) |  Median | Range
Week 9
12-wk MK-7009 300 mg bid + Peg-IFN + 94 36.36  (0.39) 36.41 (0.42) 0.04 (0.54) 0.00 -1.60 to 1.60
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 95 3630 (0.44) 36.45 (0.41) 0.15(0.51) 0.10 -1.80 to 1.60
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 95 3630 (0.41) 36.41 (0.49) 0.11 (0.59) 0.10 -2.00 to 1.40
Peg-IFN + RBV
Week 10
12-wk MK-7009 300 mg bid + Peg-IFN + 94 36.36  (0.39) 36.37 (0.41) 0.00 (0.52) 0.00 -1.80 to 1.40
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 94 36.29  (0.44) 36.45  (0.40) 0.16 (0.53) 0.10 180 to  1.50
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 95 3630 (0.41) 36.35 (0.43) 0.05 (0.54) 0.10 -1.40 to 1.40
Peg-IFN + RBV
Week 11
12-wk MK-7009 300 mg bid + Peg-IFN + 94 36.36  (0.39) 36.44 (0.41) 0.08 (0.51) 0.10 -1.50 to 1.60
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 94 36.29  (0.44) 36.40  (0.43) 0.11 (0.52) 0.15 140 o 1.10
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 95 3630 (0.41) 3635 (0.44) 0.05 (0.55) 0.10 -2.00 to 1.00
Peg-IFN + RBV
Week 12
12-wk MK-7009 300 mg bid + Peg-IFN + 94 36.36  (0.39) 36.42  (0.44) 0.06 (0.49) 0.00 -1.20 to 1.40
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 94 36.29  (0.44) 36.46  (0.37) 0.17 (0.46) 0.20 1200 1.30
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 94 3630 (0.41) 3631  (0.46) 0.01 (0.53) 0.00 -2.00 to 1.20
Peg-IFN + RBV

2.7.4  FRREYZE 2

318

c Confidential




N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

{+8% 2.7.4:20

INA B ILY A2 (043

AER) ()

®E (°C)
Baseline Visit Time Point Change from Baseline
Value Value
N Mean (SD) Mean (SD) Mean (SD) |  Median | Range
Week 16
12-wk MK-7009 300 mg bid + Peg-IFN + 92 36.36  (0.39) 36.47 (0.43) 0.10 (0.52) 0.05 -1.60 to 1.40
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 92 36.28 (0.44) 36.46 (0.34) 0.18 (0.47) 0.20 -1.20 to 1.50
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 93 3630 (0.41) 36.40 (0.48) 0.11 (0.57) 0.20 -2.40 to 1.30
Peg-IFN + RBV
Week 20
12-wk MK-7009 300 mg bid + Peg-IFN + 90 36.36  (0.40) 36.47 (0.40) 0.11 (0.51) 0.10 -1.80 to 1.50
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 92 36.28  (0.44) 36.47  (0.40) 0.19 (0.53) 0.20 -1.90 to  1.40
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 90 36.29 (0.41) 36.40 (0.44) 0.11 (0.58) 0.13 -2.00 to 1.30
Peg-IFN + RBV
Week 24
12-wk MK-7009 300 mg bid + Peg-IFN + 90 36.36  (0.40) 36.40 (0.43) 0.03 (0.48) 0.10 -1.30 to 1.30
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 92 36.28  (0.44) 3642 (0.38) 0.14 (0.53) 0.20 -1.70 to 1.40
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 90 36.29 (0.41) 36.34  (0.40) 0.06 (0.56) 0.10 -1.80 to 1.30
Peg-IFN + RBV
Week 28
24-wk PBO + Peg-IFN + RBV / 24-wk 81 3631  (0.41) 36.37  (0.37) 0.06 (0.53) 0.10 -1.70 to 1.10
Peg-IFN + RBV
Week 32
24-wk PBO + Peg-IFN + RBV / 24-wk 80 36.29 (0.41) 36.39  (0.34) 0.10 (0.55) 0.10 -1.70 to 1.50
Peg-IFN + RBV
Week 36
24-wk PBO + Peg-IFN + RBV / 24-wk 79 36.28  (0.41) 36.39  (0.42) 0.10 (0.58) 0.20 2.00 to  1.40
Peg-IFN + RBV
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Week 40
24-wk PBO + Peg-IFN + RBV / 24-wk 67 36.29 (0.41) 3633 (0.47) 0.04 (0.65) 0.10 -2.00 to 1.70
Peg-IFN + RBV
Week 44
24-wk PBO + Peg-IFN + RBV / 24-wk 66 36.29 (0.41) 36.28 (0.41) -0.01 (0.53) 0.00 -1.40 to 1.20
Peg-IFN + RBV
Week 48
24-wk PBO + Peg-IFN + RBV / 24-wk 66 36.29  (0.41) 36.36  (0.41) 0.07 (0.60) 0.10 -2.00 to 1.20
Peg-IFN + RBV
FU 4
12-wk MK-7009 300 mg bid + Peg-IFN + 38 36.34  (0.41) 36.39  (0.40) 0.06 (0.49) 0.05 -1.10 to 1.30
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 92 36.28  (0.44) 36.46  (0.32) 0.17 (0.47) 0.20 150 to 1.60
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 84 36.30  (0.41) 36.35 (0.40) 0.05 (0.53) 0.10 -1.30 to 1.00
Peg-IFN + RBV
FU 12
12-wk MK-7009 300 mg bid + Peg-IFN + 90 3634  (0.41) 36.40 (0.33) 0.06 (0.44) 0.10 -1.05 to 1.30
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 91 36.29 (0.45) 36.41 (0.43) 0.12 (0.50) 0.10 -1.50 to 1.30
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 68 36.29 (0.42) 36.28 (0.37) -0.00 (0.54) 0.00 -1.50 to 0.90
Peg-IFN + RBV
FU 20
12-wk MK-7009 300 mg bid + Peg-IFN + 90 3634  (0.41) 36.38  (0.39) 0.03 (0.44) 0.10 -1.40 to 1.10
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 90 36.29 (0.44) 36.42  (0.38) 0.13 (0.48) 0.10 -1.40 to 1.40
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 69 36.29  (0.42) 36.31  (0.39) 0.02 (0.57) 0.10 200t  1.20
Peg-IFN + RBV

2.7.4  FRREYZE 2

320 -

c Confidential




N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

{18% 2.7.4:20 NAF2)LHY A2 (043 HBR) (FF)
®E (°C)
Baseline Visit Time Point Change from Baseline
Value Value
N Mean (SD) Mean (SD) Mean (SD) |  Median | Range
FU 24
12-wk MK-7009 300 mg bid + Peg-IFN + 90 3634  (0.41) 36.27 (0.41) -0.07 (0.49) 0.00 -1.40 to 1.30
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 91 36.29 (0.44) 36.28 (0.38) -0.01 (0.47) 0.00 -1.70 to 1.20
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 69 36.29 (0.42) 36.27 (0.38) -0.02 (0.48) 0.00 -1.30 to 1.20
Peg-IFN + RBV

N = Number of patients who have baseline values and post-baseline values in the respective treatment group.
The baseline value is value from the latest sample between Days -75 and Day 1 (predose).
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Week 4
12-wk MK-7009 300 mg bid + Peg-IFN + 96 59.36  (11.41) 58.51 (11.22) -0.84 (1.31) -0.65 -5.80 to 2.60
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 95 60.80 (12.20) 60.02 (12.08) -0.78 (1.46) -0.60 -4.50 to 2.10
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 97 60.05 (11.82) 59.46 (11.68) -0.58 (1.19) -0.50 -3.20 to 2.60
Peg-IFN + RBV
Week 8
12-wk MK-7009 300 mg bid + Peg-IFN + 95 59.49 (11.38) 58.01 (11.19) -1.49 (1.93) -1.40 -9.00 to 4.40
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 95 60.61  (12.26) 59.42  (12.08) -1.19 (1.77) -1.10 630 to  3.10
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 95 60.13 (11.92) 59.22  (11.49) -0.91 (1.67) -0.80 -6.20 to 3.60
Peg-IFN + RBV
Week 12
12-wk MK-7009 300 mg bid + Peg-IFN + 94 59.61 (11.39) 57.55 (10.96) -2.05 (2.35) -1.75 -11.70 to 4.40
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 94 60.74  (12.26) 58.88  (11.94) -1.86 (2.16) -1.55 730 to  3.80
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 94 60.40 (11.81) 59.18 (11.35) -1.22 (2.05) -1.10 -6.00 to 3.70
Peg-IFN + RBV
Week 24
12-wk MK-7009 300 mg bid + Peg-IFN + 90 59.73  (11.47) 56.46 (10.80) -3.26 (3.30) -3.15 -16.70 to 6.40
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 92 60.82  (12.38) 57.50  (11.94) -3.32 (3.16) -3.00 1240 to 590
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 90 60.41 (11.80) 57.93 (10.90) -2.48 (2.64) -2.50 -10.10 to 2.90
Peg-IFN + RBV
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Week 32
24-wk PBO + Peg-IFN + RBV / 24-wk 80 60.10 (11.85) 57.31 (10.63) -2.78 (3.10) -2.55 -13.30 to 3.30
Peg-IFN + RBV
Week 40
24-wk PBO + Peg-IFN + RBV / 24-wk 67 60.08 (11.60) 56.88 (10.32) -3.19 (3.15) -3.00 -12.20 to 3.00
Peg-IFN + RBV
Week 48
24-wk PBO + Peg-IFN + RBV / 24-wk 66 60.20 (11.64) 56.22  (10.23) -3.98 (3.55) -3.95 -12.90 to 4.00
Peg-IFN + RBV
FU 24
12-wk MK-7009 300 mg bid + Peg-IFN + 90 59.49 (11.39) 58.00 (11.02) -1.48 (3.40) -1.25 -13.50 to  10.40
RBV /12-wk PBO + Peg-IFN + RBV
24-wk MK-7009 300 mg bid + Peg-IFN + 91 60.56 (12.37) 58.96 (12.26) -1.60 (3.25) -1.10 -11.30 to 8.80
RBV
24-wk PBO + Peg-IFN + RBV / 24-wk 69 59.77 (11.34) 58.96 (10.65) -0.81 (3.27) -0.40 -8.50 to 7.50
Peg-IFN + RBV

N = Number of patients who have baseline values and post-baseline values in the respective treatment group.
The baseline value is value from the latest sample between Days -75 and Day 1 (predose).

2.7.4  FRREYZE 2

323 -

c Confidential




N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

8% 2.7.4:21

INA B ILY A2 (044

ARE%% (beats/min)

AER)

Baseline Visit Time Point Change from Baseline
Value Value
N Mean (SD) Mean (SD) Mean (SD) |  Median | Range

Week 1

12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 69.36  (8.09) 67.92 (8.67) -1.44 (8.15) 0.00 -21.00 to  12.00
+RBV / 12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 7481  (9.74) 70.46  (8.95) -4.35 (8.36) -5.00 -19.00 to  11.00
+ RBV

Week 2

12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 69.36  (8.09) 73.80 (10.24) 4.44 (8.23) 3.00 -14.00 to  18.00
+RBV / 12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 7481 (9.74) 73.27  (9.65) -1.54 (7.74) -1.00 -20.00 to  15.00
+ RBV

Week 3

12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 69.36  (8.09) 75.68 (11.48) 6.32 (12.61) 1.00 -15.00 to  38.00
+ RBV / 12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 74.81  (9.74) 74.42  (8.94) -0.38 (10.73) 0.00 -20.00 to  18.00
+ RBV

Week 4

12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 69.36  (8.09) 74.48 (11.29) 5.12 (10.74) 3.00 -16.00 to  23.00
+ RBV / 12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 74.81  (9.74) 76.54  (9.98) 1.73 (8.87) 2.50 -15.00 to  21.00
+ RBV

Week 5

12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 69.36  (8.09) 73.24  (12.60) 3.88 (12.60) 1.00 -18.00 to  30.00
+RBV / 12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 7481  (9.74) 78.38 (8.67) 3.58 (8.68) 4.00 -12.00 to  19.00
+ RBV

Week 6

12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 69.36  (8.09) 7476  (11.09) 5.40 (10.28) 4.00 -13.00 to  33.00
+RBV / 12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 7481 (9.74) 76.50  (9.73) 1.69 (11.42) 1.50 220.00 to  36.00
+ RBV
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Week 7
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 69.36  (8.09) 76.12  (11.69) 6.76 (9.45) 7.00 -10.00 to  26.00
+ RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 74.81  (9.74) 76.15  (7.93) 1.35(8.76) 1.50 -14.00 to  18.00
+ RBV
Week 8
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 69.36  (8.09) 77.44  (11.26) 8.08 (9.57) 6.00 -15.00 to  27.00
+ RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 7481 (9.74) 77.62  (8.09) 2.81(10.24) 2.00 -17.00 to  25.00
+ RBV
Week 9
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 69.36  (8.09) 75.16  (8.55) 5.80 (8.14) 6.00 -16.00 to  21.00
+ RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 74.81  (9.74) 79.12  (8.80) 431 (11.18) 2.00 -20.00 to  27.00
+ RBV
Week 10
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 69.36  (8.09) 77.24  (8.68) 7.88 (7.69) 8.00 -12.00 to  23.00
+ RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 7481 (9.74) 76.15  (9.61) 1.35 (11.23) 3.00 220.00 to  23.00
+ RBV
Week 11
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 69.36  (8.09) 77.64  (8.99) 8.28 (10.06) 7.00 -7.00 to  29.00
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 7481  (9.74) 77.88 (7.25) 3.08 (8.52) 3.50 -12.00 to  20.00
+ RBV
Week 12
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 69.36  (8.09) 78.80  (9.98) 9.44 (10.35) 9.00 -8.00 to  28.00
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 74.81  (9.74) 78.12  (7.18) 3.31(9.85) 6.50 -18.00 to  19.00

+ RBV
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Week 16
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 69.36  (8.09) 77.28 (10.57) 7.92 (9.05) 10.00 -17.00 to  20.00
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 7481  (9.74) 77.23  (9.52) 2.42 (10.09) 2.00 -19.00 to  25.00
+ RBV
Week 20
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 24 69.13  (8.17) 77.75  (10.66) 8.63 (10.26) 9.50 -8.00 to  29.00
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 7481 (9.74) 79.00 (9.24) 4.19 (10.95) 3.50 -14.00 to  29.00
+ RBV
Week 24
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 24 69.13 (8.17) 78.25 (10.82) 9.13 (9.31) 8.00 -7.00 to  27.00
+ RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 74.81  (9.74) 79.00 (10.81) 4.19 (10.86) 1.00 -14.00 to  29.00
+ RBV
FU 4
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 24 69.08 (8.14) 80.42 (11.39) 11.33 (10.09) 11.50 -11.00 to  32.00
+ RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 74.81  (9.74) 79.81  (9.47) 5.00 (10.06) 7.00 220.00 to  23.00
+ RBV
FU 12
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 24 69.08 (8.14) 76.33  (12.02) 7.25 (10.02) 6.50 -12.00 to  28.00
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 74.76  (9.94) 75.16  (9.47) 0.40 (10.64) 3.00 -21.00 to  22.00
+ RBV
FU 20
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 69.36  (8.09) 75.76  (10.03) 6.40 (10.36) 6.00 -13.00 to  34.00
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 7476  (9.94) 73.80  (9.30) -0.96 (8.55) -1.00 21.00 to  20.00
+ RBV
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FU 24
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 69.36  (8.09) 75.32  (12.49) 5.96 (10.72) 5.00 -14.00 to  34.00
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 7481  (9.74) 78.50 (12.12) 3.69 (10.83) 2.50 -15.00 to  24.00

+RBV

N = Number of patients who have baseline values and post-baseline values in the respective treatment group.
The baseline value is value from the latest sample between Days -75 and Day 1 (predose).
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Baseline Visit Time Point Change from Baseline
Value Value
N Mean (SD) Mean (SD) Mean (SD) |  Median | Range

Week 1

12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 76.12  (12.07) 74.68 (10.40) -1.44 (9.59) -2.00 -19.00 to  18.00
+RBV / 12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 75.35  (12.66) 71.65 (11.59) -3.69 (11.07) -5.50 -24.00 to  18.00
+ RBV

Week 2

12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 76.12  (12.07) 78.12  (10.89) 2.00 (9.66) 1.00 -24.00 to  22.00
+RBV / 12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 75.35  (12.66) 75.62 (11.57) 0.27 (10.88) 0.00 -27.00 to  19.00
+ RBV

Week 3

12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 76.12  (12.07) 77.56  (12.08) 1.44 (11.27) 3.00 -19.00 to  27.00
+ RBV / 12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 75.35  (12.66) 75.12  (11.55) -0.23 (9.76) 1.50 -19.00 to  21.00
+ RBV

Week 4

12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 76.12  (12.07) 76.40 (11.25) 0.28 (10.41) -1.00 -19.00 to  21.00
+ RBV / 12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 75.35  (12.66) 73.69 (12.99) -1.65 (11.10) -3.00 -27.00 to  19.00
+ RBV

Week 5

12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 76.12  (12.07) 76.68 (11.42) 0.56 (10.88) 2.00 -17.00 to  23.00
+RBV / 12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 75.35  (12.66) 74.15  (12.40) -1.19 (10.34) -1.00 -20.00 to  16.00
+ RBV

Week 6

12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 76.12  (12.07) 75.60 (11.01) -0.52 (10.19) 2.00 -27.00 to  14.00
+RBV / 12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 75.35  (12.66) 72.35 (13.43) -3.00 (13.01) -3.50 -25.00 to  20.00
+ RBV
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Week 7
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 76.12  (12.07) 75.84  (8.38) -0.28 (10.06) 0.00 -17.00 to  22.00
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 75.35  (12.66) 7427 (11.83) -1.08 (10.19) 1.50 -24.00 to  16.00
+ RBV
Week 8
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 76.12  (12.07) 74.56  (9.70) -1.56 (11.42) -1.00 -22.00 to  24.00
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 75.35  (12.66) 75.19  (12.91) -0.15 (9.41) -2.50 -18.00 to  22.00
+ RBV
Week 9
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 76.12  (12.07) 74.48 (11.86) -1.64 (10.47) 2.00 -18.00 to  22.00
+ RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 75.35  (12.66) 72.38  (13.36) -2.96 (10.74) -4.50 -20.00 to  16.00
+ RBV
Week 10
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 76.12  (12.07) 74.64  (9.65) -1.48 (9.87) 0.00 -22.00 to  17.00
+ RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 75.35  (12.66) 71.85 (11.35) -3.50 (11.62) -4.00 -29.00 to  21.00
+ RBV
Week 11
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 76.12  (12.07) 75.12  (10.55) -1.00 (10.25) -1.00 -17.00 to  21.00
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 75.35  (12.66) 73.23  (14.64) -2.12 (11.38) -3.50 -22.00 to  20.00
+ RBV
Week 12
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 76.12  (12.07) 75.76  (9.80) -0.36 (11.81) 0.00 -22.00 to  29.00
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 75.35  (12.66) 70.58 (11.31) -4.77 (10.68) -7.50 -23.00 to  21.00
+ RBV
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N Mean (SD) Mean (SD) Mean (SD) |  Median | Range
Week 16
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 76.12  (12.07) 73.52  (10.60) -2.60 (13.51) 2.00 -37.00 to  21.00
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 75.35  (12.66) 71.69  (14.58) -3.65 (13.14) -5.50 -42.00 to  25.00
+ RBV
Week 20
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 24 76.83 (11.78) 75.38  (9.32) -1.46 (11.99) -2.00 -22.00 to  24.00
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 75.35  (12.66) 71.04 (11.03) -4.31 (10.22) -2.50 -22.00 to  19.00
+ RBV
Week 24
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 24 76.83 (11.78) 76.46  (9.28) -0.38 (14.08) -2.50 -26.00 to  24.00
+ RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 75.35  (12.66) 73.38  (12.30) -1.96 (11.61) -2.00 -35.00 to  25.00
+ RBV
FU 4
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 24 76.25 (12.31) 77.29  (9.30) 1.04 (10.90) 1.00 -16.00 to  22.00
+ RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 75.35  (12.66) 74.42  (10.90) -0.92 (12.52) -3.50 -18.00 to  30.00
+ RBV
FU 12
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 24 76.25 (12.31) 78.33  (10.28) 2.08 (11.70) 0.50 -24.00 to  19.00
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 7596 (12.52) 75.88 (11.24) -0.08 (13.35) 1.00 -33.00 to  31.00
+ RBV
FU 20
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 76.12  (12.07) 80.36  (11.62) 4.24 (12.00) 4.00 -23.00 to  33.00
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 75.96 (12.52) 75.56  (12.69) -0.40 (9.09) -2.00 -19.00 to  14.00
+ RBV
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FU 24
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 76.12  (12.07) 80.72 (12.89) 4.60 (11.33) 4.00 -19.00 to  23.00
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 75.35  (12.66) 77.96  (13.06) 2.62 (10.40) 2.00 -12.00 to  26.00

+RBV

N = Number of patients who have baseline values and post-baseline values in the respective treatment group.
The baseline value is value from the latest sample between Days -75 and Day 1 (predose).
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8% 27421 NAZILY A2 (044 HER) (HiE)
IRfEEAmE (mmHg)
Baseline Visit Time Point Change from Baseline
Value Value
N Mean (SD) Mean (SD) Mean (SD) |  Median | Range

Week 1

12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 124.08 (15.81) 122.92 (16.47) -1.16 (13.45) 0.00 -23.00 to  28.00
+RBV / 12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 126.50 (20.72) 122.73 (15.83) -3.77 (17.42) -3.50 -41.00 to  35.00
+ RBV

Week 2

12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 124.08 (15.81) 129.88 (16.39) 5.80 (15.46) 3.00 -22.00 to  36.00
+RBV / 12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 126.50 (20.72) 126.31 (15.11) -0.19 (19.58) 1.50 -56.00 to  40.00
+ RBV

Week 3

12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 124.08 (15.81) 129.72 (15.78) 5.64 (15.99) 5.00 -16.00 to  38.00
+ RBV / 12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 126.50 (20.72) 12531 (14.93) -1.19 (18.36) -1.00 -49.00 to  33.00
+ RBV

Week 4

12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 124.08 (15.81) 126.44 (15.26) 2.36 (18.11) 0.00 -29.00 to  42.00
+ RBV / 12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 126.50 (20.72) 125.04 (21.46) -1.46 (17.84) -2.50 -35.00 to  36.00
+ RBV

Week 5

12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 124.08 (15.81) 126.76 (17.64) 2.68 (18.24) -1.00 -25.00 to  38.00
+RBV / 12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 126.50 (20.72) 122.65 (17.38) -3.85 (18.44) -6.50 -55.00 to  37.00
+ RBV

Week 6

12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 124.08 (15.81) 125.16 (15.25) 1.08 (15.45) 0.00 -24.00 to  34.00
+RBV / 12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 126.50 (20.72) 124.92 (15.34) -1.58 (19.45) -1.00 -54.00 to  37.00
+ RBV
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Value Value
N Mean (SD) Mean (SD) Mean (SD) |  Median | Range
Week 7
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 124.08 (15.81) 126.72 (13.22) 2.64 (15.51) -1.00 -26.00 to  34.00
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 126.50 (20.72) 122.27 (15.21) -4.23 (18.17) -4.50 -57.00 to  37.00
+ RBV
Week 8
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 124.08 (15.81) 129.00 (13.45) 4.92 (15.48) 5.00 -22.00 to  36.00
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 126.50 (20.72) 122.00 (15.87) -4.50 (16.27) -3.50 -39.00 to  33.00
+ RBV
Week 9
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 124.08 (15.81) 123.00 (16.31) -1.08 (15.25) -3.00 -27.00 to  27.00
+ RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 126.50 (20.72) 122.08 (14.20) -4.42 (18.35) -5.00 -51.00 to  33.00
+ RBV
Week 10
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 124.08 (15.81) 123.36 (16.18) -0.72 (15.82) -2.00 -27.00 to  28.00
+ RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 126.50 (20.72) 122.96 (14.26) -3.54 (21.35) -3.00 -47.00 to  38.00
+ RBV
Week 11
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 124.08 (15.81) 126.60 (15.10) 2.52 (14.84) -1.00 -25.00 to  35.00
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 126.50 (20.72) 122.65 (16.32) -3.85 (19.31) -1.50 -67.00 to  31.00
+ RBV
Week 12
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 124.08 (15.81) 125.32 (12.67) 1.24 (15.27) 0.00 -26.00 to  38.00
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 126.50 (20.72) 120.31 (17.93) -6.19 (21.05) -4.00 -64.00 to  45.00
+ RBV
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Value Value
N Mean (SD) Mean (SD) Mean (SD) |  Median | Range
Week 16
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 124.08 (15.81) 127.36 (17.93) 3.28 (16.48) 3.00 -41.00 to  34.00
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 126.50 (20.72) 122.81 (16.29) -3.69 (19.43) -2.50 -47.00 to  41.00
+ RBV
Week 20
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 24 125.21 (15.09) 122.25 (13.86) -2.96 (14.76) -2.00 -26.00 to  29.00
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 126.50 (20.72) 121.50 (13.25) -5.00 (17.05) -5.00 -44.00 to  30.00
+ RBV
Week 24
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 24 12521 (15.09) 127.38 (15.10) 2.17 (21.19) -3.00 -35.00 to  60.00
+ RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 126.50 (20.72) 121.12 (13.96) -5.38 (20.96) -8.50 -68.00 to  38.00
+ RBV
FU 4
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 24 124.04 (16.15) 126.00 (12.72) 1.96 (18.50) 0.00 -28.00 to  39.00
+ RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 126.50 (20.72) 125.96 (14.75) -0.54 (19.11) -6.50 -28.00 to  49.00
+ RBV
FU 12
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 24 124.04 (16.15) 125.38 (12.12) 1.33 (17.08) -3.00 -23.00 to  40.00
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 127.36 (20.66) 124.76 (11.60) -2.60 (19.35) -6.00 -49.00 to  47.00
+ RBV
FU 20
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 124.08 (15.81) 128.44 (12.92) 4.36 (18.07) 1.00 -30.00 to  48.00
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 127.36 (20.66) 126.00 (13.49) -1.36 (18.47) -2.00 -51.00 to  41.00
+ RBV
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Value Value
N Mean (SD) Mean (SD) Mean (SD) |  Median | Range
FU 24
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 124.08 (15.81) 129.16 (14.78) 5.08 (17.43) 3.00 -35.00 to  34.00
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 126.50 (20.72) 130.15 (11.67) 3.65 (18.47) 4.00 -28.00 to  46.00

+RBV

N = Number of patients who have baseline values and post-baseline values in the respective treatment group.
The baseline value is value from the latest sample between Days -75 and Day 1 (predose).
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®E (°C)
Baseline Visit Time Point Change from Baseline
Value Value
N Mean (SD) Mean (SD) Mean (SD) |  Median | Range

Week 1

12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 36.22  (0.55) 36.36  (0.40) 0.14 (0.48) 0.20 -1.15 to 0.90
+RBV / 12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 36.03 (0.58) 36.28 (0.33) 0.25 (0.55) 0.20 -0.90 to 1.50
+ RBV

Week 2

12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 36.22  (0.55) 36.34  (0.51) 0.12 (0.68) 0.20 -1.70 to 1.40
+RBV / 12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 36.03 (0.58) 3633 (0.41) 0.30 (0.57) 0.30 -1.20 to 1.50
+ RBV

Week 3

12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 36.22  (0.55) 3643 (0.31) 0.21 (0.52) 0.10 115t 1.20
+ RBV / 12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 36.03 (0.58) 36.39  (0.32) 0.35(0.52) 0.40 -0.80 to 1.30
+ RBV

Week 4

12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 36.22  (0.55) 36.52  (0.35) 0.30 (0.58) 0.40 -1.15 to 1.50
+ RBV / 12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 36.03 (0.58) 36.28 (0.52) 0.25 (0.61) 0.30 -1.50 to 1.90
+ RBV

Week 5

12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 36.22  (0.55) 36.42  (0.49) 0.20 (0.57) 0.10 -1.15 to 1.40
+RBV / 12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 36.03 (0.58) 36.35  (0.49) 0.32 (0.68) 0.15 -0.60 to 2.40
+ RBV

Week 6

12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 36.22  (0.55) 36.40 (0.36) 0.17 (0.63) 0.20 -1.45 to 1.30
+RBV / 12-wk Peg-IFN + RBV

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 36.03  (0.58) 36.35  (0.54) 0.32 (0.59) 0.30 -1.10 o 1.60
+ RBV
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Baseline Visit Time Point Change from Baseline
Value Value
N Mean (SD) Mean (SD) Mean (SD) |  Median | Range
Week 7
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 36.22  (0.55) 36.46 (0.34) 0.24 (0.61) 0.30 -1.25 to 1.20
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 36.03 (0.58) 36.44  (0.39) 0.40 (0.63) 0.35 -0.80 to 1.90
+ RBV
Week 8
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 36.22  (0.55) 36.52  (0.41) 0.30 (0.59) 0.30 -1.05 to 1.40
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 36.03 (0.58) 36.25  (0.53) 0.22 (0.68) 0.20 -1.40 to 1.70
+ RBV
Week 9
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 36.22  (0.55) 36.38  (0.45) 0.16 (0.67) 0.30 -1.70 o 1.30
+ RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 36.03 (0.58) 36.33  (0.36) 0.30 (0.57) 0.35 -1.00 to 1.50
+ RBV
Week 10
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 36.22  (0.55) 36.38  (0.49) 0.16 (0.63) 0.00 -1.05 to 1.50
+ RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 36.03  (0.58) 3642 (0.41) 0.38 (0.62) 0.30 0.60 to  2.00
+ RBV
Week 11
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 36.22  (0.55) 36.37 (0.53) 0.15(0.78) 0.20 -1.70 to 1.50
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 36.03 (0.58) 36.46 (0.40) 0.43 (0.51) 0.40 -0.50 to 1.50
+ RBV
Week 12
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 36.22  (0.55) 3636 (0.43) 0.14 (0.68) 0.20 -1.50 to 1.30
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 36.03  (0.58) 36.37  (0.44) 0.33 (0.62) 0.25 0.80 to  2.00
+ RBV
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Baseline Visit Time Point Change from Baseline
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N Mean (SD) Mean (SD) Mean (SD) |  Median | Range
Week 16
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 36.22  (0.55) 36.50 (0.51) 0.27 (0.70) 0.30 -1.30 to 1.60
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 36.03 (0.58) 36.43  (0.40) 0.40 (0.59) 0.30 -0.70 to 2.10
+ RBV
Week 20
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 24 36.21  (0.56) 36.51  (0.57) 0.29 (0.73) 0.30 -0.95 to 1.60
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 36.03 (0.58) 36.47 (0.36) 0.43 (0.55) 0.40 -0.80 to 1.80
+ RBV
Week 24
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 24 36.21  (0.56) 36.47  (0.40) 0.26 (0.64) 0.25 140 to  1.40
+ RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 36.03 (0.58) 36.43  (0.45) 0.39 (0.70) 0.45 -0.90 to 2.30
+ RBV
FU 4
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 24 36.21  (0.56) 36.32  (0.46) 0.11 (0.63) 0.05 -1.15 to 1.20
+ RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 36.03  (0.58) 36.38  (0.32) 0.35 (0.51) 0.25 040 to  1.80
+ RBV
FU 12
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 24 36.21  (0.56) 36.39  (0.44) 0.18 (0.64) 0.15 -0.95 to 1.60
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 36.09 (0.51) 36.36  (0.39) 0.27 (0.45) 0.30 -0.50 to 1.60
+ RBV
FU 20
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 36.22  (0.55) 36.38  (0.46) 0.15(0.48) 0.20 -1.10 to 0.90
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 36.09  (0.51) 36.30  (0.32) 0.21 (0.57) 0.10 080 to  1.70
+ RBV
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FU 24
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 36.22  (0.55) 3636 (0.42) 0.13 (0.48) 0.10 -1.15 to 1.00
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 36.03 (0.58) 36.12  (0.39) 0.08 (0.54) 0.00 -0.90 to 1.60
+ RBV

N = Number of patients who have baseline values and post-baseline values in the respective treatment group.
The baseline value is value from the latest sample between Days -75 and Day 1 (predose).
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Baseline Visit Time Point Change from Baseline
Value Value
N Mean (SD) Mean (SD) Mean (SD) |  Median | Range
Week 4
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 61.89 (11.98) 6091 (11.62) -0.98 (1.24) -1.00 -3.00 to 1.50
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 61.26 (10.01) 60.50 (10.08) -0.76 (1.21) -0.65 -3.00 to 2.10
+ RBV
Week 8
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 61.89 (11.98) 60.39 (11.17) -1.50 (1.68) -1.50 -5.20 to 1.00
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 61.26 (10.01) 60.20 (10.05) -1.05 (1.49) -0.85 -4.50 to 1.60
+ RBV
Week 12
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 61.89 (11.98) 59.70  (11.29) -2.19 (1.94) -2.00 -6.00 to 1.70
+ RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 61.26 (10.01) 59.56 (10.43) -1.70 (2.21) -1.35 -6.40 to 2.10
+ RBV
Week 24
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 24 62.72  (11.43) 59.03  (9.98) -3.69 (2.91) -3.85 -11.40 to 1.00
+ RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 61.26  (10.01) 57.57  (10.98) -3.69 (3.08) -3.05 -1020 to  2.00
+ RBV
FU 24
12-wk MK-7009 300 mg b.i.d. + Peg-IFN 25 61.89 (11.98) 61.25 (10.54) -0.64 (3.22) -0.50 -8.30 to 7.20
+RBV / 12-wk Peg-IFN + RBV
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 26 61.26 (10.01) 59.80 (10.86) -1.46 (2.40) -1.50 -7.00 to 5.80
+ RBV

N = Number of patients who have baseline values and post-baseline values in the respective treatment group.
The baseline value is value from the latest sample between Days -75 and Day 1 (predose).
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Value

Visit Time Point
Value

Change from Baseline

Mean (SD)

Mean (SD)

Mean (SD)

| Median |

Range

Week 1

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+RBV

D)

7224 (12.10)

69.00 (9.55)

-3.24 (10.50)

-2.00

-29.00 to

17.00

Week 2

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

42

7224 (12.10)

72.81 (11.32)

0.57 (9.85)

1.50

-23.00 to

23.00

Week 3

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

42

7224 (12.10)

73.12  (10.17)

0.88 (10.84)

1.50

-21.00 to

22.00

Week 4

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

42

7224 (12.10)

7640 (11.25)

4.17 (12.29)

3.50

-20.00 to

27.00

Week 5

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+RBV

42

7224 (12.10)

77.50  (9.77)

5.26 (11.42)

4.00

-18.00 to

29.00

Week 6

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

4

7224 (12.10)

75.00 (9.42)

2.76 (12.53)

4.00

-28.00 to

29.00

Week 7

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

42

7224 (12.10)

76.43  (10.76)

4.19 (11.54)

6.00

-21.00 to

28.00

Week 8

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

42

7224 (12.10)

76.26  (9.84)

4.02 (11.76)

4.50

-25.00 to

26.00

Week 9

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+RBV

41

7229 (12.25)

76.54  (8.56)

4.24 (12.02)

4.00

-26.00 to

29.00

Week 10

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

41

7229 (12.25)

76.02  (11.07)

3.73 (13.04)

3.00

-22.00 to

30.00
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Baseline

Value

Visit Time Point
Value

Change from Baseline

Mean (SD)

Mean (SD)

Mean (SD)

| Median |

Range

Week 11

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+RBV

41

72.29

(12.25)

76.37

(9.72)

4.07 (12.34)

5.00

-22.00 to

24.00

Week 12

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

41

72.29

(12.25)

78.85

(9.15)

6.56 (11.25)

8.00

-28.00 to

32.00

Week 16

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

40

72.23

(12.39)

78.65

(10.33)

6.43 (11.37)

6.00

-20.00 to

34.00

Week 20

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

39

72.62

(12.30)

79.717

(9.11)

7.15 (12.91)

7.00

-19.00 to

36.00

Week 24

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+RBV

39

72.62

(12.30)

77.79

(11.36)

5.18 (10.17)

5.00

-15.00 to

23.00

FU 4

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

4

72.24

(12.10)

80.71

(9.90)

8.48 (11.04)

9.00

-18.00 to

35.00

FU 12

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

41

72.15

(12.24)

74.24

(9.10)

2.10 (11.39)

4.00

-30.00 to

26.00

FU 20

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

40

72.40

(12.28)

74.30

(10.84)

1.90 (10.89)

3.00

-29.00 to

19.00

FU 24

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+RBV

41

72.15

(12.24)

73.05

(10.55)

0.90 (12.84)

3.00

-38.00 to

26.00

N = Number of patients who have baseline values and post-baseline values in the respective treatment group.
The baseline value is value from the latest sample between Days -75 and Day 1 (predose).
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INA B ILY A2 (045

PEEBAME (mmHg)

AER) (L)

Baseline
Value

Visit Time Point
Value

Change from Baseline

Mean (SD)

Mean (SD)

Mean (SD)

| Median

Range

Week 1

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+RBV

D)

7621 (9.96)

75.00  (10.05)

-1.21 (9.52)

-3.00

-24.00 to

20.00

Week 2

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

42

7621 (9.96)

7429 (9.31)

-1.93 (9.26)

-2.00

-19.00 to

22.00

Week 3

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

42

7621 (9.96)

7436 (9.73)

-1.86 (7.89)

0.00

-22.00 to

12.00

Week 4

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

42

7621 (9.96)

7531 (9.30)

-0.90 (8.83)

0.00

-22.00 to

16.00

Week 5

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+RBV

42

7621 (9.96)

7448 (10.34)

-1.74 (9.15)

-2.00

-24.00 to

20.00

Week 6

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

4

7621 (9.96)

7298  (10.38)

-3.24 (10.15)

-3.50

-24.00 to

25.00

Week 7

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

42

7621 (9.96)

7331 (11.43)

-2.90 (9.58)

-3.00

-28.00 to

27.00

Week 8

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

42

7621 (9.96)

7336  (9.47)

-2.86 (9.61)

0.50

-24.00 to

15.00

Week 9

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+RBV

41

76.32  (10.07)

76.15  (11.46)

-0.17 (10.31)

0.00

-33.00 to

23.00

Week 10

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

41

76.32  (10.07)

7407 (10.57)

224 (8.62)

-3.00

-22.00 to

16.00
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INA ZILHA 2 (045 HER) (K &)

PEEBAME (mmHg)

Baseline
Value

Visit Time Point
Value

Change from Baseline

Mean (SD)

Mean (SD)

Mean (SD)

| Median

Range

Week 11

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+RBV

41

76.32  (10.07)

7490 (10.37)

141 (9.48)

0.00

-22.00 to

20.00

Week 12

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

41

76.32  (10.07)

75.85  (11.04)

-0.46 (8.76)

1.00

-16.00 to

20.00

Week 16

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

40

76.60  (10.03)

73.70  (10.12)

-2.90 (9.28)

-3.00

-22.00 to

13.00

Week 20

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

39

76.51  (10.14)

74.08  (9.87)

-2.44 (10.10)

-2.00

-28.00 to

20.00

Week 24

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+RBV

39

76.51  (10.14)

7482 (8.89)

-1.69 (8.42)

-1.00

-18.00 to

21.00

FU 4

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

4

7621 (9.96)

76.55  (11.44)

0.33 (10.77)

1.00

-20.00 to

20.00

FU 12

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

41

76.41  (10.00)

7520 (11.33)

-1.22 (10.27)

-3.00

-18.00 to

30.00

FU 20

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

40

76.53  (10.10)

7638 (9.52)

-0.15 (9.00)

0.50

-21.00 to

21.00

FU 24

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+RBV

41

7641 (10.00)

78.46  (11.01)

2.05 (10.71)

2.00

-22.00 to

27.00

N = Number of patients who have baseline values and post-baseline values in the respective treatment group.
The baseline value is value from the latest sample between Days -75 and Day 1 (predose).
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8% 2.7.4:22 A Z)LY A2 (045 HER) (Fe)
IRMEEAMLE (mmHg)
Baseline Visit Time Point Change from Baseline
Value Value
N Mean (SD) Mean (SD) Mean (SD) |  Median | Range

Week 1

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 42 123.00 (14.77) 122.67 (13.64) -0.33 (12.78) -2.50 -26.00 to  26.00
+ RBV

Week 2

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 42 123.00 (14.77) 121.69 (13.98) -1.31 (14.13) 1.50 -26.00 to  36.00
+ RBV

Week 3

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 42 123.00 (14.77) 124.10 (14.60) 1.10 (14.09) 2.50 -28.00 to  29.00
+ RBV

Week 4

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 42 123.00 (14.77) 124.12 (14.19) 1.12 (12.76) -0.50 -24.00 to  25.00
+ RBV

Week 5

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 42 123.00 (14.77) 124.05 (15.19) 1.05 (14.31) 0.50 -21.00 to  34.00
+ RBV

Week 6

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 42 123.00 (14.77) 119.95 (15.56) -3.05 (14.16) 0.00 -32.00 to  22.00
+ RBV

Week 7

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 42 123.00 (14.77) 123.07 (14.48) 0.07 (13.29) -1.00 -26.00 to  29.00
+ RBV

Week 8

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 42 123.00 (14.77) 120.10 (12.90) -2.90 (12.81) -2.00 -28.00 to  22.00
+ RBV

Week 9

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 41 123.54 (14.53) 126.29 (13.87) 2.76 (13.62) 4.00 -30.00 to  28.00
+ RBV

Week 10

24-wk MK-7009 300 mg b.i.d. + Peg-IFN 41 123.54 (14.53) 125.51 (14.58) 1.98 (13.97) 3.00 -29.00 to  27.00
+ RBV
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IRFEEAME (mmHg)
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Baseline
Value

Visit Time Point

Value

Change from Baseline

Mean (SD)

Mean (SD)

Mean (SD)

| Median |

Range

Week 11

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+RBV

41

123.54

(14.53)

125.95 (15.00)

2.41 (12.84)

2.00

-22.00 to

31.00

Week 12

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

41

123.54

(14.53)

125.56

(12.50)

2.02 (12.99)

3.00

-29.00 to

26.00

Week 16

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

40

123.30

(14.64)

121.70

(14.17)

-1.60 (13.05)

-0.50

-33.00 to

21.00

Week 20

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

39

123.44

(14.80)

121.38

(14.31)

-2.05 (15.20)

3.00

-34.00 to

21.00

Week 24

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+RBV

39

123.44

(14.80)

122.08

(13.54)

-1.36 (13.47)

1.00

-38.00 to

29.00

FU 4

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

4

123.00

(14.77)

126.86

(15.47)

3.86 (18.03)

8.00

-46.00 to

48.00

FU 12

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

41

122.71

(14.83)

124.61

(14.68)

1.90 (10.92)

0.00

-24.00 to

22.00

FU 20

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

40

122.43

(14.90)

126.65

(12.82)

423 (11.63)

4.00

-21.00 to

26.00

FU 24

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+RBV

41

122.71

(14.83)

126.27

(15.16)

3.56 (14.23)

2.00

-30.00 to

32.00

N = Number of patients who have baseline values and post-baseline values in the respective treatment group.
The baseline value is value from the latest sample between Days -75 and Day 1 (predose).
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{+8% 2.7.4:22

INA B ILY A2 (045
AR (°C)

AER) (L)

Baseline

Value

Visit Time Point
Value

Change from Baseline

Mean (SD)

Mean (SD)

Mean (SD)

| Median |

Range

Week 1

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+RBV

D)

36.23

(0.45)

36.18

(0.43)

-0.05 (0.43)

-0.05

-1.30 to

0.90

Week 2

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

42

36.23

(0.45)

36.24

(0.48)

0.01 (0.41)

0.00

-1.10 to

0.90

Week 3

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

42

36.23

(0.45)

36.34

(0.43)

0.11 (0.52)

0.20

-1.00 to

1.00

Week 4

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

42

36.23

(0.45)

36.37

(0.45)

0.14 (0.52)

0.25

-1.50 to

1.20

Week 5

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+RBV

42

36.23

(0.45)

36.42

(0.44)

0.20 (0.51)

0.20

-1.00 to

1.40

Week 6

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

4

36.23

(0.45)

36.36

(0.53)

0.14 (0.49)

0.15

-1.30 to

0.90

Week 7

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

42

36.23

(0.45)

36.40

(0.58)

0.17 (0.48)

0.25

-0.90 to

1.20

Week 8

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

42

36.23

(0.45)

36.36

(0.51)

0.14 (0.49)

0.20

-1.00 to

1.00

Week 9

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+RBV

41

36.22

(0.45)

36.39

(0.48)

0.17 (0.50)

0.20

-1.10 to

1.30

Week 10

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

41

36.22

(0.45)

36.38

(0.45)

0.17 (0.47)

0.20

-1.10 to

1.00
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{+8% 2.7.4:22

INA B ILY A2 (045
AR (°C)

AER) (L)

Baseline

Value

Visit Time Point
Value

Change from Baseline

Mean (SD)

Mean (SD)

Mean (SD)

| Median |

Range

Week 11

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+RBV

41

36.22

(0.45)

36.34

(0.44)

0.12 (0.44)

0.20

-1.00 to

1.00

Week 12

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

41

36.22

(0.45)

36.35

(0.46)

0.13 (0.45)

0.10

-1.10 to

1.00

Week 16

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

40

36.23

(0.46)

36.44

(0.50)

0.21 (0.48)

0.30

-0.90 to

1.20

Week 20

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

39

36.23

(0.46)

36.38

(0.47)

0.15 (0.52)

0.10

-0.90 to

1.50

Week 24

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+RBV

39

36.23

(0.46)

36.33

(0.43)

0.10 (0.49)

0.10

-1.00 to

1.30

FU 4

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

4

36.23

(0.45)

36.45

(0.34)

0.22 (0.51)

0.10

-1.40 to

1.30

FU 12

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

41

36.22

(0.45)

36.35

(0.39)

0.13 (0.43)

0.30

-1.00 to

0.80

FU 20

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+ RBV

40

36.22

(0.46)

36.33

(0.50)

0.11 (0.48)

0.10

-1.40 to

1.00

FU 24

24-wk MK-7009 300 mg b.i.d. + Peg-IFN
+RBV

41

36.22

(0.45)

36.23

(0.46)

0.01 (0.54)

0.00

-1.20 to

1.50

N = Number of patients who have baseline values and post-baseline values in the respective treatment group.
The baseline value is value from the latest sample between Days -75 and Day 1 (predose).
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{+8% 2.7.4:22

INA B ILY A2 (045

AER) (L)

KE (kg)
Baseline Visit Time Point Change from Baseline
Value Value
N Mean (SD) Mean (SD) Mean (SD) |  Median | Range
Week 4
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 42 61.75 (10.88) 61.19 (11.06) -0.57 (1.39) -0.65 -3.30 to 4.40
+ RBV
Week 8
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 42 61.75 (10.88) 60.72  (10.84) -1.04 (1.68) -0.80 -5.00 to 2.00
+ RBV
Week 12
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 41 61.70 (11.01) 60.17 (10.71) -1.54 (2.27) -1.50 -6.90 to 3.20
+ RBV
Week 24
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 39 61.74 (10.97) 57.92  (10.39) -3.82 (3.19) -3.90 -12.10 to 2.10
+ RBV
FU 24
24-wk MK-7009 300 mg b.i.d. + Peg-IFN 41 62.15 (10.71) 61.07 (10.22) -1.09 (2.96) -0.50 -13.80 to 2.90
+ RBV

N = Number of patients who have baseline values and post-baseline values in the respective treatment group.

The baseline value is value from the latest sample between Days -75 and Day 1 (predose).
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8% 2.7.4:23 MHRHOEEERFEGIER (043, 044, 045 HERHE) (WTHAHLDET 10%LL)

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Male Female Male Female
n (%) n (%) n (%) n (%)

Patients in population 139 149 46 52
with one or more adverse events 138 (99.3) 149 (100.0) 46 (100.0) 52 (100.0)
with no adverse events 1 0.7) 0 (0.0) 0 (0.0) 0 (0.0)
Blood and lymphatic system 32 (23.0) 53 (35.6) 14 (30.4) 16 (30.8)
disorders

Anaemia 25 (18.0) 38 (25.5) 9 (19.6) 13 (25.0)
Ear and labyrinth disorders 8 (5.8) 10 (6.7) 4 8.7) 7 (13.5)
Endocrine disorders 5 3.6) 10 (6.7) 1 2.2) 7 (13.5)
Eye disorders 27 (19.4) 34 (22.8) 15 (32.6) 20 (38.5)

Retinopathy 9 6.5) 3 (2.0) 6 (13.0) 6 (11.5)
Gastrointestinal disorders 99 (71.2) 134 (89.9) 31 (67.4) 43 (82.7)
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f18% 2.7.4:23 HADOEEERHIGIE (043, 044, 045 HBRHFE) (LWITHADRBT10%LLE) (FEE)

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Male Female Male Female
n (%) n (%) n (%) n (%)

Gastrointestinal disorders 99 (71.2) 134 (89.9) 31 (67.4) 43 (82.7)

Abdominal discomfort 20 (14.4) 29 (19.5) 3 6.5) 7 (13.5)

Abdominal pain upper 12 (8.6) 23 (15.4) 2 4.3) 6 (11.5)

Constipation 13 94 20 (13.4) 4 8.7 7 (13.5)

Diarrhoea 31 (22.3) 44 (29.5) 12 (26.1) 10 (19.2)

Dyspepsia 17 (12.2) 14 94 3 6.5) 3 (5.8)

Nausea 27 (19.4) 74 (49.7) 9 (19.6) 18 (34.6)

Stomatitis 23 (16.5) 35 (23.5) 7 (15.2) 15 (28.8)

Vomiting 18 (12.9) 56 (37.6) 3 (6.5) 6 (11.5)
General disorders and 131 (94.2) 143 (96.0) 46 (100.0) 49 (94.2)
administration site conditions

Fatigue 34 (24.5) 34 (22.8) 10 (21.7) 10 (19.2)

Influenza like illness 17 (12.2) 10 (6.7) 4 8.7) 8 (15.4)

Injection site erythema 20 (14.4) 11 74 10 (21.7) 6 (11.5)

Injection site pruritus 7 (5.0) 8 5.4 5 (10.9) 4 (7.7
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f18% 2.7.4:23 HADOEEERHIGIE (043, 044, 045 HBRHFE) (LWITHADRBT10%LLE) (FEE)

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Male Female Male Female
n (%) n (%) n (%) n (%)

General disorders and 131 (94.2) 143 (96.0) 46 (100.0) 49 94.2)
administration site conditions

Injection site reaction 34 (24.5) 38 (25.5) 7 (15.2) 21 (40.4)

Malaise 41 (29.5) 51 (34.2) 20 (43.5) 17 (32.7)

Pyrexia 108 77.7) 104 (69.8) 40 (87.0) 40 (76.9)
Hepatobiliary disorders 7 (5.0) 11 (7.4) 5 (10.9) 2 (3.8)
Infections and infestations 56 (40.3) 62 (41.6) 18 (39.1) 28 (53.8)

Nasopharyngitis 36 (25.9) 37 (24.8) 14 (30.4) 17 (32.7)
Injury, poisoning and procedural 17 (12.2) 14 9.4 8 17.4) 9 (17.3)
complications
Investigations 112 (80.6) 113 (75.8) 38 (82.6) 42 (80.8)
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{+8% 2.7.4:23

MR DEEERFELGIZ (043, 044, 045 HERHFE) (WITIADET10%ULE) HEE)

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Male Female Male Female
n (%) n (%) n (%) n (%)

Investigations 112 (80.6) 113 (75.8) 38 (82.6) 42 (80.8)

Blood alkaline phosphatase 4 2.9) 6 (4.0) 5 (10.9) 3 (5.8)

increased

Blood bilirubin increased 15 (10.8) 10 (6.7) 3 (6.5) 4 (7.7)

Blood thyroid stimulating 2 (1.4) 7 4.7 6 (13.0) 5 9.6)

hormone increased

Blood uric acid increased 16 (11.5) 2 (1.3) 5 (10.9) 0 0.0)

Gamma-glutamyltransferase 6 4.3) 14 9.4) 6 (13.0) 5 9.6)

increased

Haemoglobin decreased 45 (32.4) 50 (33.6) 19 (41.3) 23 (44.2)

Neutrophil count decreased 58 41.7) 68 (45.6) 22 (47.8) 21 (40.4)

Platelet count decreased 51 (36.7) 37 (24.8) 21 (45.7) 15 (28.8)

Red blood cell count decreased 12 (8.6) 6 (4.0) 5 (10.9) 2 (3.9)

Weight decreased 19 (13.7) 14 9.4) 5 (10.9) 4 7.7)

White blood cell count 55 (39.6) 59 (39.6) 25 (54.3) 20 (38.5)

decreased
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f18% 2.7.4:23 HADOEEERHIGIE (043, 044, 045 HBRHFE) (LWITHADRBT10%LLE) (FEE)

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Male Female Male Female
n (%) n (%) n (%) n (%)

Metabolism and nutrition 43 (30.9) 58 (38.9) 23 (50.0) 19 (36.5)
disorders

Decreased appetite 30 (21.6) 53 (35.6) 19 (41.3) 16 (30.8)
Musculoskeletal and connective 62 (44.6) 69 (46.3) 27 (58.7) 22 (42.3)
tissue disorders

Arthralgia 36 (25.9) 37 (24.8) 15 (32.6) 14 (26.9)

Back pain 15 (10.8) 23 (15.4) 13 (28.3) 5 (9.6)

Myalgia 16 (11.5) 17 (11.4) 7 (15.2) 5 9.6)
Nervous system disorders 78 (56.1) 97 (65.1) 30 (65.2) 38 (73.1)

Dizziness 6 4.3) 13 8.7 5 (10.9) 8 (15.4)

Dysgeusia 29 (20.9) 35 (23.5) 10 (21.7) 9 (17.3)

Headache 51 (36.7) 79 (53.0) 21 (45.7) 25 (48.1)
Psychiatric disorders 33 (23.7) 35 (23.5) 13 (28.3) 14 (26.9)

Insomnia 26 (18.7) 25 (16.8) 10 21.7) 10 (19.2)
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f18% 2.7.4:23 HADOEEERHIGIE (043, 044, 045 HBRHFE) (LWITHADRBT10%LLE) (FEE)

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
Male Female Male Female
n (%) n (%) n (%) n (%)

Respiratory, thoracic and 33 (23.7) 44 (29.5) 15 (32.6) 21 (40.4)
mediastinal disorders

Cough 11 (7.9) 16 (10.7) 4 8.7 10 (19.2)

Oropharyngeal pain 12 (8.6) 14 9.4) 5 (10.9) 5 9.6)
Skin and subcutaneous tissue 108 (77.7) 118 (79.2) 39 (84.8) 47 (90.4)
disorders

Alopecia 32 (23.0) 59 (39.6) 9 (19.6) 24 (46.2)

Eczema 7 (5.0) 10 (6.7) 7 (15.2) 5 (9.6)

Pruritus 50 (36.0) 44 (29.5) 5 (32.6) 20 (38.5)

Rash 48 (34.5) 49 (32.9) 8 (39.1) 27 (51.9)
Every patient is counted a single time for each applicable row and column.
A system organ class or specific adverse event appears on this report only if its incidence in one or more of the columns meets the incidence criterion in the report
title, after rounding.
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4% 2.7.4:24 FEHAOBEEEZXHKIRFIZ (043, 044, 045 HEEHE) (WTIhHADET 10%LLE)

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
<65 >65 <65 >65
n (%) n (%) n (%) n (%)

Patients in population 233 55 82 16
with one or more adverse events 232 (99.6) 55 (100.0) 82 (100.0) 16 (100.0)
with no adverse events 1 0.4) 0 (0.0) 0 (0.0) 0 (0.0)
Blood and lymphatic system 68 (29.2) 17 (30.9) 25 (30.5) 5 (31.3)
disorders

Anaemia 48 (20.6) 15 (27.3) 18 (22.0) 4 (25.0)
Ear and labyrinth disorders 16 (6.9) 2 (3.6) 9 (11.0) 2 (12.5)

Vertigo 6 (2.6) 0 (0.0) 3 3.7 2 (12.5)
Eye disorders 51 (21.9) 10 (18.2) 28 34.1) 7 (43.8)

Retinal haemorrhage 2 0.9) 0 (0.0) 4 4.9) 2 (12.5)

Retinopathy 11 4.7 1 (1.8) 8 9.8) 4 (25.0)
Gastrointestinal disorders 182 (78.1) 51 (92.7) 61 (74.4) 13 (81.3)
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{15% 2.7.4:24 EWHHNOEEESXEGIE (043, 044, 045 HEHE) (WFAHNLDRBT10%LUL) (=)

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
<65 >65 <65 >65
n (%) n (%) n (%) n (%)

Gastrointestinal disorders 182 (78.1) 51 (92.7) 61 (74.4) 13 (81.3)

Abdominal discomfort 36 (15.5) 13 (23.6) 8 9.8) 2 (12.5)

Abdominal pain upper 27 (11.6) 8 (14.5) 8 9.8) 0 (0.0)

Cheilitis 14 (6.0) 6 (10.9) 2 2.4) 2 (12.5)

Constipation 24 (10.3) 9 (16.4) 11 (13.4) 0 (0.0)

Diarrhoea 61 (26.2) 14 (25.5) 19 (23.2) 3 (18.8)

Dyspepsia 22 9.4 9 (16.4) 4 4.9) 2 (12.5)

Nausea 78 (33.5) 23 (41.8) 20 (24.4) 7 (43.8)

Stomatitis 43 (18.5) 15 (27.3) 21 (25.6) 1 (6.3)

Vomiting 57 (24.5) 17 (30.9) 6 (7.3) 3 (18.8)
General disorders and 220 (94.4) 54 (98.2) 80 (97.6) 15 (93.8)
administration site conditions

Fatigue 53 (22.7) 15 (27.3) 18 (22.0) 2 (12.5)

Influenza like illness 21 9.0) 6 (10.9) 10 (12.2) 2 (12.5)

Injection site erythema 23 9.9 8 (14.5) 15 (18.3) 1 (6.3)
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{15% 2.7.4:24 EWHHNOEEESXEGIE (043, 044, 045 HEHE) (WFAHNLDRBT10%LUL) (=)

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
<65 >65 <65 >65
n (%) n (%) n (%) n (%)

General disorders and 220 (94.4) 54 (98.2) 80 (97.6) 15 (93.8)
administration site conditions

Injection site pruritus 12 5.2) 3 (5.5 7 8.5 2 (12.5)

Injection site reaction 63 (27.0) 9 (16.4) 23 (28.0) 5 (31.3)

Malaise 77 (33.0) 15 (27.3) 30 (36.6) 7 (43.8)

Pyrexia 173 (74.2) 39 (70.9) 70 85.4) 10 (62.5)
Infections and infestations 96 (41.2) 22 (40.0) 40 (48.8) 6 (37.5)

Nasopharyngitis 64 (27.5) 9 (16.4) 28 (34.1) 3 (18.8)
Injury, poisoning and procedural 22 9.4) 9 (16.4) 13 (15.9) 4 (25.0)
complications
Investigations 181 77.7) 44 (80.0) 65 (79.3) 15 (93.8)

Blood calcium decreased 16 (6.9) 9 (16.4) 4 4.9) 2 (12.5)
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f+8% 2.7.4:24

FEWANDEETERREBENIZ (043, 044, 045 HEBERHE) (WFNHDET 10%UE) HEE)

MK-7009 b.i.d. + Peg-IFN + RBV

Placebo + Peg-IFN + RBV

<65 >65 <65 > 65
n (%) n (%) n (%) n (%)

Investigations 181 (77.7) 44 (80.0) 65 (79.3) 15 (93.8)

Blood lactate dehydrogenase 13 (5.6) 6 (10.9) 5 6.1) 1 (6.3)

increased

Blood phosphorus decreased 9 3.9 5 9.1 3 3.7 2 (12.5)

Blood thyroid stimulating 6 (2.6) 3 (5.5) 8 (9.8) 3 (18.8)

hormone increased

C-reactive protein increased 0 (0.0) 0 (0.0) 0 (0.0) 2 (12.5)

Gamma-glutamyltransferase 16 (6.9) 4 (7.3) 9 (11.0) 2 (12.5)

increased

Haemoglobin decreased 75 (32.2) 20 (36.4) 33 (40.2) 9 (56.3)

Neutrophil count decreased 104 (44.6) 22 (40.0) 35 (42.7) 8 (50.0)

Platelet count decreased 71 (30.5) 17 (30.9) 28 (34.1) 8 (50.0)

Red blood cell count decreased 16 (6.9) 2 (3.6) 5 6.1) 2 (12.5)

Weight decreased 27 (11.6) 6 (10.9) 8 9.8) 1 (6.3)

White blood cell count 92 (39.5) 22 (40.0) 37 (45.1) 8 (50.0)

decreased
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f+8% 2.7.4:24

FEWANDEETERREBENIZ (043, 044, 045 HEBERHE) (WFNHDET 10%UE) HEE)

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
<65 >65 <65 > 65
n (%) n (%) n (%) n (%)

Metabolism and nutrition 78 (33.5) 23 (41.8) 33 (40.2) 9 (56.3)
disorders

Decreased appetite 63 (27.0) 20 (36.4) 28 (34.1) 7 (43.8)
Musculoskeletal and connective 108 (46.4) 23 (41.8) 41 (50.0) (50.0)
tissue disorders

Arthralgia 67 (28.8) 6 (10.9) 27 (32.9) 2 (12.5)

Back pain 32 (13.7) 6 (10.9) 15 (18.3) 3 (18.8)

Muscular weakness 0 (0.0) 1 (1.8) 0 (0.0) 2 (12.5)

Myalgia 27 (11.6) 6 (10.9) 11 (13.4) 1 (6.3)
Nervous system disorders 143 (61.4) 32 (58.2) 56 (68.3) 12 (75.0)

Dizziness 12 (5.2) 7 (12.7) 12 (14.6) 1 6.3)

Dysgeusia 50 (21.5) 14 (25.5) 12 (14.6) 7 (43.8)

Headache 107 (45.9) 23 (41.8) 41 (50.0) 5 (31.3)
Psychiatric disorders 57 (24.5) 11 (20.0) 24 (29.3) 3 (18.8)
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{15% 2.7.4:24 EWHHNOEEESXEGIE (043, 044, 045 HEHE) (WFAHNLDRBT10%LUL) (=)

MK-7009 b.i.d. + Peg-IFN + RBV Placebo + Peg-IFN + RBV
<65 >65 <65 > 65
n (%) n (%) n (%) n (%)

Psychiatric disorders 57 (24.5) 11 (20.0) 24 (29.3) 3 (18.8)

Insomnia 43 (18.5) 8 (14.5) 18 (22.0) 2 (12.5)
Respiratory, thoracic and 62 (26.6) 15 (27.3) 30 (36.6) 6 (37.5)
mediastinal disorders

Cough 21 9.0) 6 (10.9) 12 (14.6) 2 (12.5)

Oropharyngeal pain 23 9.9) 3 (5.5) 8 (9.8) 2 (12.5)
Skin and subcutaneous tissue 186 (79.8) 40 (72.7) 71 (86.6) 15 (93.8)
disorders

Alopecia 75 (32.2) 16 (29.1) 31 (37.8) 2 (12.5)

Eczema 12 5.2) 5 9.1 9 (11.0) 3 (18.8)

Pruritus 74 (31.8) 20 (36.4) 26 (31.7) 9 (56.3)
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f+8% 2.7.4:24

FHANOAEERHKEHIER (043, 044, 045

HERHE) (WFhHDET 10%UE) (HEE)

MK-7009 b.i.d. + Peg-IFN + RBV

Placebo + Peg-IFN + RBV

<65 >65 <65 >65
n (%) n (%) n (%) n (%)
Skin and subcutaneous tissue 186 (79.8) 40 (72.7) 71 (86.6) 15 (93.8)
disorders
Rash 82 (35.2) 15 (27.3) 35 (42.7) 10 (62.5)

Every patient is counted a single time for each applicable row and column.

A system organ class or specific adverse event appears on this report only if its incidence in one or more of the columns meets the incidence criterion in the report

title, after rounding.
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T8k 2.7.4:25 GERAEDELR (043 HER)

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
Patients in population 98 98 98 294
With one or more concomitant 98 (100.0) 97 (99.0) 98 (100.0) 293 (99.7)
medications
With no concomitant medications 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
alimentary tract and metabolism
antidiarrheals, intestinal 22 (22.4) 18 (18.4) 18 (18.4) 58 (19.7)
antiinflammatory/antiinfective
agents
Bacillus pumilus (+) 1 (1.0) 5 6.1 3 3.1 9 3.1
Clostridium butyricum (+)
Enterococcus faecium
Bacillus subtilis (+) 6 6.1) 1 (1.0) 4 4.1 11 3.7
Lactobacillus acidophilus (+)
Streptococcus faecalis
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV /24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
alimentary tract and metabolism
antidiarrheals, intestinal 22 (22.4) 18 (18.4) 18 (18.4) 58 (19.7)
antiinflammatory/antiinfective
agents
Bacillus subtilis (+) 1 (1.0) 4 4.1 3 3.1) 8 2.7
Streptococcus faecalis
Bifidobacterium bifidum 11 (11.2) 2 (2.0) 6 (6.1) 19 (6.5)
Bifidobacterium bifidum (+) (1.0) 2 (2.0) 1 (1.0) (1.4)
Lactobacillus acidophilus (+)
Streptococcus faecalis
Bifidobacterium infantis (+) 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
Lactobacillus acidophilus (+)
Streptococcus faecalis
Clostridium butyricum 3 3.1 3 3.1 2 (2.0) 8 2.7
Lactobacillus casei 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
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{+8% 2.7.4:25

HAZDEY (043

AER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
alimentary tract and metabolism
antidiarrheals, intestinal 22 (22.4) 18 (18.4) 18 (18.4) 58 (19.7)
antiinflammatory/antiinfective
agents
albumin tannate 2 (2.0) 1 (1.0) 0 (0.0) 3 (1.0)
aluminum silicate 2 (2.0) 0 (0.0) 0 (0.0) 2 0.7)
loperamide hydrochloride 1 (1.0) 6 6.1) 2 (2.0) 9 3.1
antiemetics and antinauseants 1 (1.0) 0 (0.0) 4 4.1) 5 (1.7)
benzocaine (+) caffeine (+) 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
pheniramine maleate (+)
pyridoxine hydrochloride (+)
scopolamine hydrobromide
diphenhydramine salicylate (+) 0 (0.0) 0 0.0) 1 (1.0) 1 0.3)
dyphylline
diphenidol hydrochloride 1 (1.0) 0 (0.0) 2 (2.0) 3 (1.0)
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
alimentary tract and metabolism
bile and liver therapy 1 (1.0) 0 (0.0) 3 3.1 4 1.4)
ursodiol 1 (1.0) 0 (0.0) 3 3.1 4 1.4
digestives, incl. enzymes 2 2.0) 1 (1.0) 2 (2.0) 5 (1.7)
Aspergillus oryzae extract (+) 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
cellulase (+) lipase (+)
pancreatin
amylase (+) cellulase (+) 1 (1.0) 0 (0.0) 2 (2.0) 3 (1.0)
lipase (+) pancreatin (+)
proctase
amylase (+) cellulase (+) 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
lipase (+) pancreatin (+)
protease
drugs for acid related disorders 64 (65.3) 70 (71.4) 75 (76.5) 209 (71.1)
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18 2.7.4:25 HRAXDODER (043 EHER) (&)

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV /24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
alimentary tract and metabolism
drugs for acid related disorders 64 (65.3) 70 (71.4) 75 (76.5) 209 (71.1)
aldioxa (+) Asian ginseng (+) 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)

biodiastase (+) calcium
carbonate (+) cassia (+)
Chinese licorice (+)
levoglutamide (+) magnesium
carbonate (+) prozyme (+)
rizolipase (+) scopolia extract
(+) silodrate (+) sodi
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV /24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
alimentary tract and metabolism
drugs for acid related disorders 64 (65.3) 70 (71.4) 75 (76.5) 209 (71.1)
aldioxa (+) almasilate (+) 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)

biodiastase (+) cassia (+)
Chinese licorice (+)
chlorophyllin copper complex
sodium (+) magnesium
carbonate (+) protease (+)
rizolipase (+) scabrous gentian
(+) scopolia extract (+)
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18 2.7.4:25 HRAXDODER (043 EHER) (&)

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV /24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
alimentary tract and metabolism
drugs for acid related disorders 64 (65.3) 70 (71.4) 75 (76.5) 209 (71.1)
almasilate (+) cassia (+) 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)

Chinese licorice (+) clove (+)
fennel (+) ginger (+)
hydrotalcite (+) lipase (+)
magnesium hydroxide (+)
Mallotus japonicus (+)
phellodendron (+) scopolia
extract (+) taka-diastase
biodiastase (+) calcium 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
carbonate (+) cassia (+)
Chinese licorice (+) Chinese
rhubarb (+) fennel (+) ginger
(+) gentian (+) magnesium
carbonate (+) sodium
bicarbonate
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18 2.7.4:25 HRAXDODER (043 EHER) (&)

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV /24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV

n (%) n (%) n (%) n (%)

alimentary tract and metabolism

drugs for acid related disorders 64 (65.3) 70 (71.4) 75 (76.5) 209 (71.1)
biodiastase (+) calcium 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
carbonate (+) cinnamon (+)
citrus unshiu (+) clove (+)
fennel (+) gentian (+)
magnesium carbonate (+)
nutmeg (+) quassia (+)
silodrate (+) sodium
bicarbonate
calcium carbonate (+) Chinese 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
licorice (+) levoglutamide (+)
magnesium carbonate (+)
scopolia extract (+) silodrate
(+) sodium bicarbonate (+)
sodium gualenate
cimetidine 0 (0.0) 1 (1.0 2 (2.0 3 (1.0
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total

+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV /24-wk Peg-IFN +

PBO + Peg-IFN + RBV RBV

n (%) n (%) n (%) n (%)

alimentary tract and metabolism
drugs for acid related disorders 64 (65.3) 70 (71.4) 75 (76.5) 209 (71.1)

ecabet sodium 1 (1.0) 3 3.1 0 (0.0) 4 1.4
esomeprazole magnesium 1 (1.0) 1 (1.0) 1 (1.0) 3 (1.0)
famotidine 18 (18.4) 18 (18.4) 28 (28.6) 64 (21.8)
irsogladine maleate 0 (0.0) 0 0.0) 1 (1.0) 1 0.3)
lafutidine 2 (2.0) 0 (0.0) 1 (1.0) 3 (1.0)
lansoprazole 6 (6.1) 5 5. 7 (7.1) 18 6.1
levoglutamide (+) sodium 3 3.1 1 (1.0) 2 2.0) 6 (2.0)
gualenate
magnesium oxide 8 (8.2) (7.1) 9 9.2) 24 8.2)
methylmethionine sulfonium 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
chloride
misoprostol 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
nizatidine 2 2.0) 2 (2.0) 4 “4.1) 8 2.7
omeprazole 1 (1.0) 1 (1.0) 4 (4.1) 6 (2.0)
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
alimentary tract and metabolism
drugs for acid related disorders 64 (65.3) 70 (71.4) 75 (76.5) 209 (71.1)
polaprezinc 2 (2.0) 4 4.1) 5 5.1) 11 3.7
rabeprazole sodium 7 (7.1) 10 (10.2) 12 (12.2) 29 9.9)
ranitidine hydrochloride 0 (0.0) 0 (0.0) 2 (2.0) 2 0.7)
rebamipide 31 (31.6) 35 (35.7) 32 (32.7) 98 (33.3)
sodium bicarbonate (+) sodium 0 (0.0) 0 0.0) 1 (1.0) 1 0.3)
gualenate
sodium gualenate 7 (7.1) 5 (5.1) 8 (8.2) 20 (6.8)
sucralfate 2 (2.0) 1 (1.0) 0 (0.0) 3 (1.0)
teprenone 13 (13.3) 17 (17.3) 14 (14.3) 44 (15.0)
troxipide 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
drugs for constipation 18 (18.4) 12 (12.2) 19 (19.4) 49 (16.7)
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
alimentary tract and metabolism
drugs for constipation 18 (18.4) 12 (12.2) 19 (19.4) 49 (16.7)
Chinese rhubarb (+) licorice 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
(+) magnolia (+) morning
glory (+) senna
aloe vera (+) Chinese licorice 0 (0.0) 0 0.0) 1 (1.0) 1 0.3)
(+) Chinese rhubarb (+) senna
bisacodyl 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
bisacodyl (+) scabrous gentian 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
(+) sennosides
bisacodyl (+) sennosides 0 (0.0) (0.0) 1 (1.0) 1 0.3)
electrolytes (unspecified) (+) 3 3.1 1 (1.0) 4 4.1) 8 2.7
polyethylene glycol 4000
glycerin 1 (1.0 2 (2.0) 0 (0.0) 3 (1.0)

2.7.4  FRREYZE 2
- 373 -

c Confidential



N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

{+8% 2.7.4:25

HAZDEY (043

AER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
alimentary tract and metabolism
drugs for constipation 18 (18.4) 12 (12.2) 19 (19.4) 49 (16.7)
keratin (+) potassium bitartrate 1 (1.0) 0 (0.0) (0.0) 1 (0.3)
(+) senna (+) sulfur
polyethylene glycol 400 (+) 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
potassium chloride (+) sodium
bicarbonate (+) sodium
chloride (+) sodium sulfate
senna 2 2.0) 2 (2.0) 3 3.1 7 24
sennosides 13 (13.3) 10 (10.2) 12 (12.2) 35 (11.9)
sodium picosulfate 4 4.1) 1 (1.0) 4.1) 9 3.1
drugs for functional 32 (32.7) 34 (34.7) 24 (24.5) 90 (30.6)
gastrointestinal disorders
atropine 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
atropine sulfate 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
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{+8% 2.7.4:25

HAZDEY (043

AER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
alimentary tract and metabolism
drugs for functional 32 (32.7) 34 34.7) 24 (24.5) 90 (30.6)
gastrointestinal disorders
butylscopolamine bromide 6 6.1) 6 6.1) 6 6.1) 18 (6.1)
chlorophyllin copper complex 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
sodium (+) magnesium silicate
(+) propantheline bromide
dimethicone 1 (1.0) 2 (2.0) 6 6.1) 9 3.1
domperidone 12 (12.2) 10 (10.2) 7 (7.1) 29 9.9)
itopride hydrochloride 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
metoclopramide 2 (2.0) 2 (2.0) 1 (1.0) 5 1.7)
metoclopramide hydrochloride 12 (12.2) 14 (14.3) 7 (7.1) 33 (11.2)
mosapride citrate 9 9.2) 6 6.1) 4 4.1) 19 6.5)
oxapium iodide 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
timepidium bromide 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
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18 2.7.4:25 HRAXDODER (043 EHER) (&)

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
alimentary tract and metabolism
drugs for functional 32 (32.7) 34 34.7) 24 (24.5) 90 (30.6)
gastrointestinal disorders
tiquizium bromide 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
trimebutine maleate 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
drugs used in diabetes 6 (6.1) 8 8.2) 8 8.2) 22 (7.5)
epalrestat 0 (0.0) 0 0.0) 1 (1.0) 1 0.3)
glimepiride 3 3.1 4 4.1 4 4.1 11 3.7
insulin aspart 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
insulin glargine 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
insulin glulisine 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
insulin human 0 (0.0) 0 0.0) 1 (1.0) 1 0.3)
insulin lispro 0 (0.0) 0 0.0) 1 (1.0) 1 0.3)
metformin hydrochloride 1 (1.0) 2 (2.0) 3 (3.1) 6 (2.0)
miglitol 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
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18 2.7.4:25 HRAXDODER (043 EHER) (&)

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
alimentary tract and metabolism
drugs used in diabetes 6 (6.1) 8 (8.2) 8 (8.2) 22 (7.5)
mitiglinide calcium hydrate 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
pioglitazone hydrochloride 1 (1.0) 0 (0.0) 3 3.1 4 (1.4)
sitagliptin phosphate 1 (1.0) 2 (2.0) 5 5.1 8 2.7
vildagliptin 2 (2.0) 1 (1.0) 0 (0.0) 3 (1.0)
voglibose 1 (1.0) 3 3.1 2 (2.0) 6 (2.0)
mineral supplements 4 4.1) 0 (0.0) 5 (5.1) 9 3.1)
magnesium citrate 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
manganese chloride 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
sodium chloride 2 (2.0) 0 (0.0) 5 5.1 7 2.4)
other alimentary tract and 2 (2.0) 3 3.1 2 (2.0) 7 24
metabolism products
flavin adenine dinucleotide 2 (2.0) 0 (0.0) 1 (1.0) 3 (1.0)
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

enoxolone (+) sodium
gualenate

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
alimentary tract and metabolism
other alimentary tract and 2 (2.0) 3 3.1) 2 (2.0) 7 2.4)
metabolism products
flavin adenine dinucleotide (+) 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
liver extract
isoleucine (+) leucine (+) 0 (0.0) 2 (2.0) 0 (0.0) 2 0.7)
valine
stomatological preparations 2 (2.0) 4 4.1) 3 (3.1) 9 3.1)
benzalkonium chloride (+) 0 (0.0) 2 (2.0) 0 (0.0) 2 0.7)
chlorhexidine hydrochloride
(+) diphenhydramine salicylate
(+) hydrocortisone acetate
benzocaine (+) hinokitiol (+) 1 (1.0) 0 0.0) 0 (0.0) 1 0.3)
hydrocortisone acetate
cetylpyridinium chloride (+) 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
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18 2.7.4:25 HRAXDODER (043 EHER) (&)

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
alimentary tract and metabolism
stomatological preparations 2 (2.0) 4 4.1) 3 (3.1) 9 3.1)
domiphen bromide 1 (1.0) 2 (2.0) 2 (2.0) 5 (1.7)
enoxolone (+) red root 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
lithospermum
vitamins 13 (13.3) 8 (8.2) 17 (17.3) 38 (12.9)
alfacalcidol 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
ascorbic acid 1 (1.0) 1 (1.0) 2 (2.0) 4 1.4)
ascorbic acid (+) calcium 1 (1.0) 1 (1.0) 3 3.1 5 (1.7)
pantothenate
ascorbic acid (+) riboflavin 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
5'-phosphate sodium (+)
thiamine hydrochloride
ascorbic acid (+) vitamin B 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
complex
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total

+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV /24-wk Peg-IFN +

PBO + Peg-IFN + RBV RBV

n (%) n (%) n (%) n (%)

alimentary tract and metabolism
vitamins 13 (13.3) 8 8.2) 17 (17.3) 38 (12.9)

benfotiamine (+) 1 (1.0) 1 (1.0) 2 (2.0) 4 (1.4)
cyanocobalamin (+)
pyridoxine hydrochloride
calcitriol 0 (0.0) 0 0.0) 1 (1.0) 1 0.3)
cyanocobalamin (+) 5 5.1 1 (1.0) 3 3.1 9 3.1
pyridoxine hydrochloride (+)
thiamine disulfide
fursultiamine hydrochloride 1 (1.0) 1 (1.0) 1 (1.0) 3 (1.0)
hydroxocobalamin acetate (+) 1 (1.0) (0.0) 0 (0.0) 1 0.3)
pyridoxine hydrochloride (+)
thiamine disulfide
maxacalcitol (0.0) 1 (1.0) 1 (1.0) 2 0.7)
prosultiamine 1 (1.0) (0.0) (2.0) 3 (1.0)
pyridoxal phosphate 1 (1.0) 0 (0.0) 2 (2.0) 3 (1.0)
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18 2.7.4:25 HRAXDODER (043 EHER) (&)

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV /24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
alimentary tract and metabolism
vitamins 13 (13.3) 8 8.2) 17 (17.3) 38 (12.9)
riboflavin 5'-phosphate sodium 0 (0.0) 1 (1.0) 2 (2.0) 3 (1.0)
thiamine hydrochloride 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
vitamin A 0 (0.0) 1 (1.0) 2 (2.0) 3 (1.0)
vitamin B complex 0 (0.0) 0 0.0) 1 (1.0) 1 0.3)
vitamin E 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
vitamin E acetate 2 (2.0) 0 (0.0) 0 (0.0) 2 0.7)
vitamins (unspecified) 0 (0.0) 2 (2.0) 0 (0.0) 2 (0.7)
antiinfectives for systemic use
antibacterials for systemic use 36 (36.7) 38 (38.8) 41 (41.8) 115 (39.1)
amoxicillin 0 (0.0) 2 (2.0) 1 (1.0) 3 (1.0)
azithromycin 0 (0.0) 2 (2.0) 1 (1.0) 3 (1.0)
cefaclor 0 (0.0) 0 (0.0) 2 (2.0) 2 0.7)
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total

+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +

PBO + Peg-IFN + RBV RBV

n (%) n (%) n (%) n (%)

antiinfectives for systemic use
antibacterials for systemic use 36 (36.7) 38 (38.8) 41 (41.8) 115 (39.1)

cefazolin sodium 2 2.0) 2 (2.0) 6 6.1) 10 34
cefcapene pivoxil 8 (8.2) 13 (13.3) 15 (15.3) 36 (12.2)
hydrochloride
cefdinir 3 3.1 5 5.1 4 4.1) 12 4.1
cefditoren pivoxil 4 4.1) 4 4.1 4 4.1) 12 4.1
cefmenoxime hydrochloride 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
cefmetazole 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
cefmetazole sodium 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
cefminox sodium 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
cefpodoxime proxetil 0 (0.0) 0 0.0) 1 (1.0) 1 0.3)
cefteram pivoxil 1 (1.0) 0 0.0) 0 (0.0) 1 0.3)
ceftriaxone sodium 1 (1.0) 0 (0.0) 2 (2.0) 3 (1.0)
clarithromycin 1 (1.0) 4 4.1) 2 (2.0) 7 (2.4)
clindamycin phosphate 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
antiinfectives for systemic use
antibacterials for systemic use 36 (36.7) 38 (38.8) 41 (41.8) 115 (39.1)
dibekacin sulfate 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
garenoxacin mesylate 1 (1.0) 1 (1.0) 1 (1.0) 3 (1.0)
gatifloxacin 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
gentamicin sulfate 3 3.1 2 (2.0) 4 4.1) 9 3.1
levofloxacin 15 (15.3) 12 (12.2) 17 (17.3) 44 (15.0)
minocycline hydrochloride 2 (2.0) 0 (0.0) 2 (2.0) 4 (1.4)
ofloxacin 4 “4.1) 2 (2.0) 4 “4.1) 10 34
sitafloxacin 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
sulfamethoxazole (+) 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
trimethoprim
antimycotics for systemic use 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
amphotericin B 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
antivirals for systemic use 1 (1.0) 2 (2.0) 8 (8.2) 11 3.7
acyclovir 1 (1.0 0 (0.0) 3 3.1 4 1.4
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18 2.7.4:25 HRAXDODER (043 EHER) (&)

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
antiinfectives for systemic use
antivirals for systemic use 1 (1.0) 2 (2.0) 8 (8.2) 11 (3.7)
laninamivir octanoate 0 (0.0) 0 (0.0) 2 (2.0) 2 0.7)
valacyclovir hydrochloride 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
vidarabine 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
zanamivir 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
vaccines 12 (12.2) 12 (12.2) 17 (17.3) 41 (13.9)
influenza virus A vaccine 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
(unspecified) (HIN1)
influenza virus split virion 3v 10 (10.2) 11 (11.2) 11 (11.2) 32 (10.9)
vaccine inactivated
influenza virus vaccine 1 (1.0) 1 (1.0) 5 5.1 7 2.4)
(unspecified)
mumps virus vaccine live 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
(unspecified)
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
antineoplastic and immunomodulating agents
endocrine therapy 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
leuprolide acetate 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
blood and blood forming organs
antianemic preparations 6 6.1) 13 (13.3) 14 (14.3) 33 (11.2)
cepharanthine 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
cyanocobalamin 2 (2.0) 5 5.1 2 (2.0) 9 3.1
folic acid 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
iron (unspecified) 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
mecobalamin 2 (2.0) 5 (5.1) 9 9.2) 16 (5.4)
sodium ferrous citrate 2 (2.0) 4 4.1) 5 5.1 11 3.7
antihemorrhagics 8 (8.2) 11 (11.2) 9 9.2) 28 9.5)
calcium alginate 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
carbazochrome sodium 1 (1.0) 3 3.D 3 3.1) 7 2.4)
sulfonate
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18 2.7.4:25 HRAXDODER (043 EHER) (&)

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
blood and blood forming organs
antihemorrhagics 8 (8.2) 11 (11.2) 9 9.2) 28 9.5)
octocog alfa 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
phytonadione 1 (1.0) 2 (2.0) 1 (1.0) 4 1.4
tranexamic acid 7 (7.1) 7 7.1 7 (7.1) 21 7.1
antithrombotic agents 3 3.1 2 (2.0) 2 (2.0) 7 2.4)
cilostazol 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
dabigatran etexilate mesylate 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
heparin sodium 3 3.1 1 (1.0) 1 (1.0) 5 (1.7)
urokinase 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
blood substitutes and perfusion 15 (15.3) 15 (15.3) 19 (19.4) 49 (16.7)
solutions
albumin human 0 (0.0 0 (0.0) 1 (1.0 1 0.3)
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18 2.7.4:25 HRAXDODER (043 EHER) (&)

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
blood and blood forming organs
blood substitutes and perfusion 15 (15.3) 15 (15.3) 19 (19.4) 49 (16.7)
solutions
amino acids (unspecified) (+) 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
dextrose (+) electrolytes
(unspecified) (+) vitamins
(unspecified)
amino acids (unspecified) (+) 3 (3.1) 1 (1.0) 3 (3.1) 7 2.4)
electrolytes (unspecified) (+)
vitamins (unspecified)
blood cells, red 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
calcium chloride (+) 1 (1.0) 1 (1.0) 1 (1.0) 3 (1.0)
magnesium chloride (+)
potassium chloride (+) sodium
acetate (+) sodium chloride
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{+8% 2.7.4:25

HAZDEY (043

AER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
blood and blood forming organs
blood substitutes and perfusion 15 (15.3) 15 (15.3) 19 (19.4) 49 (16.7)
solutions
calcium chloride (+) 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
magnesium chloride (+)
potassium chloride (+) sodium
bicarbonate (+) sodium
chloride (+) sodium citrate
dextrose (+) electrolytes 1 (1.0) 1 (1.0) 1 (1.0) 3 (1.0)
(unspecified)
dextrose (+) electrolytes 2 (2.0) 2 (2.0) 3 3.1 7 24
(unspecified) (+) sodium
acetate
dextrose (+) electrolytes 5 (5.1) 6 6.1) 7 (7.1) 18 6.1
(unspecified) (+) sodium
lactate
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV /24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
blood and blood forming organs
blood substitutes and perfusion 15 (15.3) 15 (15.3) 19 (19.4) 49 (16.7)
solutions
dextrose (+) potassium 1 (1.0) 3 3.1 0 (0.0) 4 (1.4)
chloride (+) sodium chloride
(+) sodium lactate
dextrose (+) sodium chloride 2 (2.0) 2 (2.0) 4 4.1) 8 2.7
(+) sodium lactate
electrolytes (unspecified) (+) 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
maltose (+) sodium lactate
electrolytes (unspecified) (+) 1 (1.0) 0 (0.0) 2 (2.0) 3 (1.0)
sodium acetate
electrolytes (unspecified) (+) 1 (1.0) 5 5.1 7 (7.1) 13 4.4
sodium lactate
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{+8% 2.7.4:25

HAZDEY (043

AER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
blood and blood forming organs
blood substitutes and perfusion 15 (15.3) 15 (15.3) 19 (19.4) 49 (16.7)
solutions
electrolytes (unspecified) (+) 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
sodium lactate (+) sorbitol
hetastarch 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
potassium chloride (+) sodium 3 3.1 0 0.0) 1 (1.0) 4 1.4
chloride
sodium bicarbonate 3 3.1) 2 (2.0) 1 (1.0) 6 (2.0)
cardiovascular system
agents acting on the 9 9.2) 16 (16.3) 14 (14.3) 39 (13.3)
renin-angiotensin system
amlodipine besylate (+) 0 (0.0) 0 0.0) 1 (1.0) 1 0.3)
telmisartan
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
cardiovascular system
agents acting on the 9 9.2) 16 (16.3) 14 (14.3) 39 (13.3)
renin-angiotensin system
azelnidipine (+) olmesartan 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
medoxomil
candesartan cilexetil 4 4.1) 0 0.0) 2 (2.0) 6 (2.0)
candesartan cilexetil (+) 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
hydrochlorothiazide
cilazapril 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
enalapril maleate (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
hydrochlorothiazide (+) 1 (1.0) (0.0) 0 (0.0) 1 0.3)
losartan potassium
hydrochlorothiazide (+) 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
valsartan
imidapril hydrochloride 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
irbesartan 0 (0.0) 2 (2.0) 0 (0.0) 2 0.7)
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
cardiovascular system
agents acting on the 9 9.2) 16 (16.3) 14 (14.3) 39 (13.3)
renin-angiotensin system
losartan potassium 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
olmesartan medoxomil 2 (2.0) 3 3.1 5 5.1 10 (3.4)
telmisartan 1 (1.0) 3 3.1 3 3.1 7 24
valsartan 1 (1.0) 5 5.1 2 (2.0) 8 2.7
antihypertensives 1 (1.0) 1 (1.0) 1 (1.0) 3 (1.0)
doxazosin mesylate 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
naftopidil 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
beta blocking agents 6 6.1) 5 5.1 5 5.1 16 5.4)
arotinolol hydrochloride 0 (0.0) 2 (2.0) 0 (0.0) 2 0.7)
atenolol 0 (0.0) 0 0.0) 2 (2.0) 2 0.7)
bisoprolol fumarate 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
carteolol hydrochloride 1 (1.0) 1 (1.0) 0 (0.0) 2 (0.7)
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV /24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
cardiovascular system
beta blocking agents 6 (6.1) 5 (5.1) 5 (5.1) 16 5.4)
carvedilol 2 (2.0) 2 (2.0) 1 (1.0) 5 1.7
metoprolol tartrate 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
nipradilol 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
propranolol hydrochloride 1 (1.0) 0 0.0) 1 (1.0) 2 0.7)
calcium channel blockers 18 (18.4) 16 (16.3) 19 (19.4) 53 (18.0)
amlodipine 0 (0.0) 2 (2.0) 1 (1.0) 3 (1.0)
amlodipine besylate 14 (14.3) 11 (11.2) 13 (13.3) 38 (12.9)
azelnidipine 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
benidipine hydrochloride 1 (1.0) 2 (2.0) 1 (1.0) 4 1.4
diltiazem hydrochloride 0 (0.0) 0 0.0) 1 (1.0) 1 0.3)
nifedipine 1 (1.0) 1 (1.0) 3 3.1 5 1.7
verapamil hydrochloride 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
cardiac therapy 5 (5.1) 4 4.1) 6 (6.1) 15 (5.1)
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18 2.7.4:25 HRAXDODER (043 EHER) (&)

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
cardiovascular system
cardiac therapy 5 (5.1) 4 4.1 6 (6.1) 15 5.
adenosine triphosphate 1 (1.0) 1 (1.0) 5 5.1) 7 (2.4)
disodium
bucladesine sodium 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
digoxin 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
isosorbide dinitrate 0 (0.0) 0 0.0) 1 (1.0) 1 0.3)
isosorbide mononitrate 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
mexiletine hydrochloride 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
nicorandil 1 (1.0) 2 (2.0) 0 (0.0) 3 (1.0)
nitroglycerin 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
norepinephrine 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
pilsicainide hydrochloride 1 (1.0) 0 0.0) 0 (0.0) 1 0.3)
diuretics 1 (1.0) 2 (2.0) 0 (0.0) 3 (1.0)
furosemide 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
spironolactone 1 (1.0) 1 (1.0) 0 (0.0) 2 (0.7)
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{+8% 2.7.4:25

HAZDEY (043

AER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
cardiovascular system
diuretics 1 (1.0) 2 (2.0) 0 (0.0) 3 (1.0)
trichlormethiazide 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
lipid modifying agents 6 6.1) 10 (10.2) 8 8.2) 24 8.2)
atorvastatin calcium 3 3.1 4 4.1 2 (2.0) 9 3.1
bezafibrate 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
icosapent ethyl 1 (1.0) 2 (2.0) 0 (0.0) 3 (1.0)
pravastatin sodium 1 (1.0) 0 (0.0) 2 (2.0) 3 (1.0)
rosuvastatin calcium 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
simvastatin 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
vitamin E nicotinate 0 (0.0) 2 (2.0) 4 4.1) 6 (2.0)
perpheral vasodilators 2 (2.0) 0 0.0) 2 (2.0) 4 1.4
fasudil hydrochloride 0 (0.0) 0 0.0) 1 (1.0) 1 0.3)
kallidinogenase 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
limaprost 2 (2.0) 0 (0.0) 0 (0.0) 2 0.7)
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

prednisolone acetate (+)
vitamin E acetate

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
cardiovascular system
perpheral vasodilators 2 (2.0) 0 (0.0) 2 (2.0) 4 (1.4)
ozagrel sodium 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
vasoprotectives 4 4.1) 3 3.1) 2 (2.0) 9 3.1)
Escherichia coli (+) 2 (2.0) 1 (1.0) 1 (1.0) 4 1.4
hydrocortisone
allantoin (+) chlorhexidine 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
hydrochloride (+)
diphenhydramine
hydrochloride (+)
hydrocortisone acetate (+)
lidocaine (+) menthol (+)
vitamin E acetate
allantoin (+) lidocaine (+) 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
cardiovascular system
vasoprotectives 4 4.1) 3 3.1) 2 (2.0) 9 3.1)
dibucaine hydrochloride (+) 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
esculin (+) framycetin sulfate
(+) hydrocortisone
diflucortolone valerate (+) 1 (1.0) 0 0.0) 2 (2.0) 3 (1.0)
lidocaine
tribenoside 0 (0.0 0 (0.0) 1 (1.0 1 (0.3)
dermatologicals
antibiotics and chemotherapeutics 6 6.1) 3 3.1 11 (11.2) 20 (6.8)
for dermatological use
bacitracin (+) neomycin sulfate 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
lysozyme chloride 2 (2.0) 3 3.1 3 3.1 8 2.7
nadifloxacin 4 4.1) 0 (0.0) 6 6.1) 10 (3.4
sulfadiazine, silver 0 (0.0) 0 (0.0) 1 (1.0 1 (0.3)
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18 2.7.4:25 HRAXDODER (043 EHER) (&)

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
dermatologicals
antifungals for dermatological use 3 3.1) 8 (8.2) 9 9.2) 20 (6.8)
amorolfine hydrochloride 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
butenafine hydrochloride 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
clotrimazole 0 (0.0) 1 (1.0) 2 (2.0) 3 (1.0)
ketoconazole 0 (0.0) 1 (1.0) 2 (2.0) 3 (1.0)
lanoconazole 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
luliconazole 2 (2.0) 1 (1.0) 1 (1.0) 4 1.4)
miconazole nitrate 0 (0.0) 2 (2.0) 0 (0.0) 2 0.7)
terbinafine hydrochloride 0 (0.0) 2 (2.0) 3 3.1 5 (1.7)
antipruritics, incl. antihistamines, 17 (17.3) 21 (21.4) 24 (24.5) 62 (21.1)
anesthetics, etc.
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid
+ Peg-IFN + RBV / 12-wk
PBO + Peg-IFN + RBV

n (%)

24-wk MK-7009 300 mg bid
+ Peg-IFN + RBV

n (%)

24-wk PBO + Peg-IFN +
RBV /24-wk Peg-IFN +
RBV

n (%)

Total

(%)

dermatologicals

antipruritics, incl. antihistamines,

anesthetics, etc.
3-methyl-4-isopropylphenol
(+) crotamiton (+)
diphenhydramine
hydrochloride (+) enoxolone
(+) glycerin (+) lecithin (+)
olive oil (+) vitamin E
allantoin (+) benzethonium
chloride (+) chlorpheniramine
maleate
benzalkonium chloride (+)
chlorpheniramine maleate (+)
dibucaine hydrochloride (+)
naphazoline hydrochloride

17 (17.3)

0 (0.0)

0 (0.0)

0 (0.0)

21 (21.4)

1 (1.0)

0 (0.0)

0 (0.0)

24 (24.5)

0 (0.0)

1 (1.0)

1 (1.0)

62

@1.1)

(0.3)

(0.3)

(0.3)
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{+8% 2.7.4:25

HAZDEY (043

AER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
dermatologicals
antipruritics, incl. antihistamines, 17 (17.3) 21 (21.4) 24 (24.5) 62 (21.1)
anesthetics, etc.
cetrimide (+) diphenhydramine 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
hydrochloride (+) lidocaine
hydrochloride
crotamiton 6 (6.1) 11 (11.2) 10 (10.2) 27 9.2)
dibucaine hydrochloride 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
diphenhydramine 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
hydrochloride (+) enoxolone
(+) pantothenic acid (+)
vitamin E
diphenhydramine 10 (10.2) 11 (11.2) 12 (12.2) 33 (11.2)
hydrochloride (+) enoxolone
(+) zinc oxide
levomenthol 2 2.0) 1 (1.0) 0 (0.0) 3 (1.0)
antipsoriatics 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
dermatologicals
antipsoriatics 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
tacalcitol 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
antiseptics and disinfectants 13 (13.3) 17 (17.3) 17 (17.3) 47 (16.0)
azulene 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
benzalkonium chloride 0 (0.0) 1 (1.0) 2 (2.0) 3 (1.0)
chlorhexidine gluconate 0 (0.0) 0 0.0) 1 (1.0) 1 0.3)
dequalinium chloride 3 3.1 3 3.1 6 6.1) 12 4.1
guaiazulene 1 (1.0) 1 (1.0) 1 (1.0) 3 (1.0)
o-phthaldialdehyde 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
phenol (+) salicylic acid (+) 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
thymol (+) zinc oxide
povidone-iodine 6 6.1) 11 (11.2) 6 (6.1) 23 (7.8)
thymol 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
zinc oxide 2 (2.0) 3 3.1 3 3.1 8 2.7
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid
+ Peg-IFN + RBV / 12-wk
PBO + Peg-IFN + RBV

n (%)

24-wk MK-7009 300 mg bid
+ Peg-IFN + RBV

n (%)

24-wk PBO + Peg-IFN +
RBV /24-wk Peg-IFN +
RBV

n (%)

Total

(%)

dermatologicals

corticosteroids, dermatological

preparations
3-methyl-4-isopropylphenol
(+) camphor (+)
diphenhydramine
hydrochloride (+) menthol (+)
prednisolone valerate acetate
3-methyl-4-isopropylphenol
(+) crotamiton (+)
diphenhydramine
hydrochloride (+) prednisolone
valerate acetate (+) vitamin E
3-methyl-4-isopropylphenol
(+) lidocaine (+) prednisolone
valerate acetate (+) vitamin E
acetate

56 (57.1)

0 (0.0)

1 (1.0)

1 (1.0)

50 (51.0)

0 (0.0)

0 (0.0)

0 (0.0)

66 (67.3)

1 (1.0)

0 (0.0)

0 (0.0)

172

(58.5)

(0.3)

(0.3)

(0.3)
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

neomycin sulfate

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
dermatologicals
corticosteroids, dermatological 56 (57.1) 50 (51.0) 66 (67.3) 172 (58.5)
preparations
alclometasone dipropionate 3 3.1 3 3.1 3 3.1 9 3.1
betamethasone butyrate 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
propionate (+)
mucopolysaccharide
polysulfate
betamethasone dipropionate 0 (0.0) 0 (0.0) 2 (2.0) 2 0.7)
betamethasone sodium 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
phosphate (+) neomycin
sulfate
betamethasone valerate 5 5.1 7 7.1 8 8.2) 20 (6.8)
betamethasone valerate (+) 18 (18.4) 13 (13.3) 11 (11.2) 42 (14.3)
gentamicin sulfate
betamethasone valerate (+) 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
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18 2.7.4:25 HRAXDODER (043 EHER) (&)

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
dermatologicals
corticosteroids, dermatological 56 (57.1) 50 (51.0) 66 (67.3) 172 (58.5)
preparations
chloramphenicol (+) neomycin 0 (0.0) 0 (0.0) 2 (2.0) 2 0.7)
sulfate (+) prednisolone
clobetasol propionate 7 (7.1) 9 9.2) 10 (10.2) 26 (8.8)
clobetasone butyrate 1 (1.0) 1 (1.0) 3 3.1 5 1.7
crotamiton (+) hydrocortisone 4 4.1) 5 (5.1) 4 4.1) 13 4.4)
dexamethasone dipropionate 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
(+) mucopolysaccharide
polysulfate
diflorasone diacetate 2 (2.0) 1 (1.0) 7 (7.1) 10 (3.4
diflucortolone valerate 5 5.1 3 3.1 9 9.2) 17 (5.8)
difluprednate 18 (18.4) 9 9.2) 13 (13.3) 40 (13.6)
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
dermatologicals
corticosteroids, dermatological 56 (57.1) 50 (51.0) 66 (67.3) 172 (58.5)
preparations
diphenhydramine 3 3.1 3 3.1 3 3.1 9 3.1
hydrochloride (+)
hydrocortisone acetate (+)
neomycin sulfate
fluocinonide 2 (2.0) 4 4.1 1 (1.0) 7 2.4)
fluorometholone 5 5.1) 1 (1.0) 5 5.1) 11 3.7
hydrocortisone (+) 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
oxytetracycline hydrochloride
hydrocortisone butyrate 7 (7.1) 2 (2.0) 11 (11.2) 20 (6.8)
hydrocortisone probutate 2 (2.0) 1 (1.0) 1 (1.0) 4 1.4
methylprednisolone (+) 0 (0.0) 1 (1.0) 3 3.1 4 (1.4)
neomycin sulfate
mometasone furoate 1 (1.0) 2 (2.0) 2 (2.0) 5 (1.7)

2.7.4  FRREYZE 2
- 405 -

c Confidential



N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
dermatologicals
emollients and protectives 13 (13.3) 11 (11.2) 16 (16.3) 40 (13.6)
chlorhexidine gluconate (+) 1 (1.0) 0 (0.0) 2 (2.0) 3 (1.0)
glycerin (+) olive oil (+)
petrolatum (+) polyethylene
glycol (+) stearyl alcohol
petrolatum, white 4 4.1) 4 4.1 6 (6.1) 14 4.8)
petrolatum, white (+) 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
propylene glycol (+) stearyl
alcohol
petrolatum, white (+) salicylic 0 (0.0) 1 (1.0) 2 (2.0) 3 (1.0)
acid
urea 10 (10.2) 9 9.2) 7 (7.1) 26 (8.8)
other dermatological preparations 4 4.1) 1 (1.0) 2 (2.0) 7 2.4)
calcium hydroxide 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
camphor (+) sulfur 1 (1.0 0 (0.0) 0 (0.0 1 0.3)
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2.7 FRAREE
2.7.4  FRRHZ 2

18 2.7.4:25 HRAXDODER (043 EHER) (&)

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
dermatologicals
other dermatological preparations 4 4.1) 1 (1.0) 2 (2.0) 7 2.4)
chlorpheniramine maleate (+) 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
phenol (+) resorcinol (+) sulfur
(+) thianthol (+) zinc oxide
dermatologic (unspecified) 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
salicylic acid 1 (1.0 0 (0.0) 1 (1.0 2 0.7
genitourinary system and sex hormones
gynecological antiinfectives and 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
antiseptics
isoconazole nitrate 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
sex hormones and modulators of 3 3.1 1 (1.0) 3 3.1 7 2.4)
the genital system
estradiol 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
genitourinary system and sex hormones
sex hormones and modulators of 3 3.1) 1 (1.0) 3 (3.1) 7 2.4)
the genital system
estrogens, conjugated 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
ethinyl estradiol (+) norgestrel 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
raloxifene hydrochloride 2 (2.0) 1 (1.0) 1 (1.0) 4 (1.4)
urologicals 1 (1.0) 3 3.1 3 3.1 7 24
dutasteride 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
flavoxate hydrochloride 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
silodosin 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
tamsulosin hydrochloride 0 (0.0) 2 (2.0) 2 (2.0) 4 (1.4)
musculoskeletal system
antigout preparations 3 3.1 10 (10.2) 5 5.1 18 6.1)
allopurinol 3 3.1 9 9.2) 2 (2.0) 14 (4.8)
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
musculoskeletal system
antigout preparations 3 3.1) 10 (10.2) 5 (5.1) 18 6.1)
benzbromarone 0 (0.0) (1.0) 2 (2.0) 3 (1.0)
febuxostat 0 (0.0) (0.0) 1 (1.0) 1 0.3)
antiinflammatory and 83 (84.7) 84 (85.7) 85 (86.7) 252 (85.7)
antirheumatic products
apronalide (+) caffeine (+) 0 (0.0) 1 (1.0) 3 3.1 4 1.4
ibuprofen
bromisovalum (+) caffeine (+) 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
ethenzamide (+) ibuprofen
caffeine (+) chlorpheniramine 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
maleate (+) dihydrocodeine
phosphate (+) ibuprofen (+)
phenylpropanolamine
hydrochloride
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
musculoskeletal system
antiinflammatory and 83 (84.7) 84 (85.7) 85 (86.7) 252 (85.7)
antirheumatic products
celecoxib 1 (1.0) 2 (2.0) 0 (0.0) 3 (1.0)
diclofenac sodium 8 8.2) 14 (14.3) 14 (14.3) 36 (12.2)
etodolac 1 (1.0) 1 (1.0) 1 (1.0) 3 (1.0)
flurbiprofen 3 3.1 4 4.1 3 3.1 10 34
flurbiprofen axetil 0 (0.0) 2 (2.0) 3 3.1 5 1.7
ibuprofen 4 4.1 2 (2.0) 0 (0.0) 6 (2.0)
indomethacin 0 (0.0) 4 4.1 2 (2.0) 6 (2.0)
ketoprofen 15 (15.3) 14 (14.3) 9 9.2) 38 (12.9)
lornoxicam 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
loxoprofen 11 (11.2) 8 8.2) 13 (13.3) 32 (10.9)
loxoprofen sodium 60 (61.2) 66 (67.3) 64 (65.3) 190 (64.6)
mefenamic acid 1 (1.0) 0 (0.0) 1 (1.0) 2 (0.7)
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
musculoskeletal system
antiinflammatory and 83 (84.7) 84 (85.7) 85 (86.7) 252 (85.7)
antirheumatic products
meloxicam (0.0) 1 (1.0) 0 (0.0) 1 0.3)
mucopolysaccharide 16 (16.3) 22 (22.4) 21 (21.4) 59 (20.1)
polysulfate
ufenamate 1 (1.0) 1 (1.0) 1 (1.0) 3 (1.0)
drugs for treatment of bone 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
diseases
minodronic acid 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
risedronate sodium 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
muscle relaxants 2 2.0) 2 (2.0) 3 3.1 7 2.4)
eperisone hydrochloride 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
rocuronium bromide 1 (1.0) 1 (1.0) 3 (3.1) 5 1.7)
other drugs for disorders of 10 (10.2) 7 (7.1) 9 9.2) 26 (8.8)
musculo-skeletal system

2.7.4  FRREYZE 2
- 411 -

c Confidential



N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
musculoskeletal system
other drugs for disorders of 10 (10.2) 7 (7.1) 9 9.2) 26 (8.8)
musculo-skeletal system
hyaluronate sodium 9 9.2) 6 6.1) 7 (7.1) 22 (7.5)
pronase 1 (1.0) 2 (2.0) 3 3.1 6 (2.0)
topical products for joint and 3 3.1 5 5.1 2 (2.0) 10 34
muscular pain
camphor (+) levomenthol (+) 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
methyl salicylate (+) vitamin E
acetate
camphor (+) menthol (+) 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
methyl salicylate
eucalyptus oil (+) menthol (+) 1 (1.0) 0 0.0) 0 (0.0) 1 0.3)
methyl salicylate (+)
turpentine
felbinac 1 (1.0) 3 3.1 2 (2.0) 6 (2.0)
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N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

{+8% 2.7.4:25

HAXDODER (043 EER) ()

alkaloids (+) caffeine (+)
dihydrocodeine phosphate (+)
diphenylpyraline
hydrochloride (+) guaifenesin
(+) methylephedrine
hydrochloride (+) noscapine
hydrochloride

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV /24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
nervous system
analgesics 26 (26.5) 34 (34.7) 42 (42.9) 102 (34.7)
acetaminophen 11 (11.2) 14 (14.3) 14 (14.3) 39 (13.3)
acetaminophen (+) ascorbic 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
acid (+) caffeine (+)
chlorpheniramine maleate (+)
noscapine hydrochloride (+)
salicylamide
acetaminophen (+) belladonna 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
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N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV /24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
nervous system
analgesics 26 (26.5) 34 (34.7) 42 (42.9) 102 (34.7)
acetaminophen (+) 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)

benfotiamine (+) caffeine (+)
clemastine fumarate (+)
dihydrocodeine phosphate (+)
lysozyme chloride (+)
methylephedrine
hydrochloride (+) noscapine
(+) potassium
guaiacolsulfonate
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N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV /24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
nervous system
analgesics 26 (26.5) 34 (34.7) 42 (42.9) 102 (34.7)
acetaminophen (+) bromhexine 0 (0.0) 0 (0.0) 2 (2.0) 2 0.7)

hydrochloride (+) caffeine (+)
carbinoxamine maleate (+)
dihydrocodeine phosphate (+)
lysozyme chloride (+)
methylephedrine
hydrochloride (+) noscapine
(+) riboflavin (+) sulbutia
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N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

{+8% 2.7.4:25

HAXDODER (043 EER) ()

bromisovalum (+)
dihydrocodeine phosphate (+)
diphenhydramine salicylate (+)
dyphylline (+)
methylephedrine
hydrochloride

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV /24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
nervous system
analgesics 26 (26.5) 34 (34.7) 42 (42.9) 102 (34.7)
acetaminophen (+) bromhexine 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
hydrochloride (+) caffeine (+)
carbinoxamine maleate (+)
dihydrocodeine phosphate (+)
lysozyme chloride (+)
methylephedrine
hydrochloride (+) sulbutiamine
acetaminophen (+) 2 (2.0) 0 (0.0) 1 (1.0) 3 (1.0)
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N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV /24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
nervous system
analgesics 26 (26.5) 34 (34.7) 42 (42.9) 102 (34.7)
acetaminophen (+) caffeine (+) 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)

carbinoxamine maleate (+)
dihydrocodeine phosphate (+)
guaifenesin (+) lysozyme
chloride (+) methylephedrine
hydrochloride (+) noscapine
(+) riboflavin (+) sulbutiamine
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2.7 FRAREE
2.7.4  FRRHZ 2

{+8% 2.7.4:25

HAXDODER (043 EER) ()

chlorpheniramine maleate (+)
dihydrocodeine phosphate (+)
hesperidin (+) isopropamide
iodide (+) methylephedrine
hydrochloride (+) tranexamic
acid

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV /24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
nervous system
analgesics 26 (26.5) 34 (34.7) 42 (42.9) 102 (34.7)
acetaminophen (+) caffeine (+) 0 (0.0) 0 (0.0) 3 3.1 3 (1.0)
carbinoxamine maleate (+)
dihydrocodeine phosphate (+)
guaifenesin (+) lysozyme
chloride (+) methylephedrine
hydrochloride (+) riboflavin
(+) sulbutiamine
acetaminophen (+) caffeine (+) 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
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2.7 FRAREE
2.7.4  FRRHZ 2

{+8% 2.7.4:25

HAZDEY (043

AER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total

+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +

PBO + Peg-IFN + RBV RBV

n (%) n (%) n (%) n (%)

nervous system
analgesics 26 (26.5) 34 (34.7) 42 (42.9) 102 (34.7)

acetaminophen (+) caffeine (+) 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
chlorpheniramine maleate (+)
salicylamide
acetaminophen (+) caffeine (+) 11 (11.2) 16 (16.3) 17 (17.3) 44 (15.0)
promethazine
methylenedisalicylate (+)
salicylamide
acetaminophen (+) tramadol 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
hydrochloride
aspirin 1 (1.0) 3 3.1 4 4.1) 8 2.7
aspirin (+) 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
dihydroxyaluminum
aminoacetate (+) magnesium
carbonate
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N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

{+8% 2.7.4:25

HAZDEY (043

AER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
nervous system
analgesics 26 (26.5) 34 (34.7) 42 (42.9) 102 (34.7)
aspirin (+) hydrotalcite 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
buprenorphine hydrochloride 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
calcium bromide (+) dibucaine 0 (0.0) 2 (2.0) 0 (0.0) 2 0.7)
hydrochloride (+) sodium
salicylate
dihydrocodeine phosphate 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
eletriptan hydrobromide 2 (2.0) 0 (0.0) 0 (0.0) 2 0.7)
fentanyl 1 (1.0) 0 (0.0) 3 3.1 4 1.4
meperidine hydrochloride 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
morphine hydrochloride 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
pentazocine 1 (1.0) 2 (2.0) 4 4.1) 7 24
rizatriptan benzoate 0 (0.0) 0 (0.0) 2 (2.0) 2 0.7)
sumatriptan succinate 0 (0.0) 0 (0.0) 2 (2.0) 2 (0.7)
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N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

{+8% 2.7.4:25

HAZDEY (043

AER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
nervous system
analgesics 26 (26.5) 34 34.7) 42 (42.9) 102 34.7)
tiaramide hydrochloride 0 (0.0) 1 (1.0) 2 (2.0) 3 (1.0)
zolmitriptan 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
anesthetics 10 (10.2) 14 (14.3) 13 (13.3) 37 (12.6)
benoxinate hydrochloride 1 (1.0) 2 (2.0) 0 (0.0) 3 (1.0)
bupivacaine hydrochloride 1 (1.0) 0 0.0) 0 (0.0) 1 0.3)
desflurane 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
epinephrine (+) lidocaine 0 (0.0) 0 (0.0) 2 (2.0) 2 0.7)
hydrochloride
epinephrine bitartrate (+) 1 (1.0) 4 4.1) 0 (0.0) 5 1.7)
lidocaine hydrochloride
levobupivacaine hydrochloride 0 (0.0) 0 0.0) 1 (1.0) 1 0.3)
lidocaine 5 5.1 7 (7.1) 7 (7.1) 19 (6.5)
lidocaine hydrochloride 4 4.1) 3 3.1 5 (5.1) 12 4.1)
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N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

18 2.7.4:25 HRAXDODER (043 EHER) (&)

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV /24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
nervous system
anesthetics 10 (10.2) 14 (14.3) 13 (13.3) 37 (12.6)
oxethazaine 0 (0.0) 2 (2.0) 0 (0.0) 2 0.7)
propofol 0 (0.0) 1 (1.0) 3 3.1 4 (1.4)
remifentanil hydrochloride 0 (0.0) 1 (1.0) 2 (2.0) 3 (1.0)
ropivacaine hydrochloride 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
sevoflurane 1 (1.0) 0 0.0) 2 (2.0) 3 (1.0)
thiamylal 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
thiamylal sodium 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
anti-Parkinson drugs 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
pramipexole dihydrochloride 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
trihexyphenidyl hydrochloride 0 (0.0) 0 0.0) 1 (1.0) 1 0.3)
antiepileptics 1 (1.0) 2 (2.0) 3 3.1 6 (2.0)
clonazepam 0 (0.0) 0 (0.0) 2 (2.0) 2 0.7)
phenytoin 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
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N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

18 2.7.4:25 HRAXDODER (043 EHER) (&)

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
nervous system
antiepileptics 1 (1.0) 2 (2.0) 3 3.1 6 (2.0)
pregabalin 1 (1.0) 1 (1.0) 1 (1.0) 3 (1.0)
other nervous system drugs 5 (5.1) 1 (1.0) 6 (6.1) 12 4.1)
betahistine mesylate 4 4.1) 1 (1.0) 5 5.1 10 (3.4)
carpronium chloride 1 (1.0) 0 0.0) 0 (0.0) 1 0.3)
cevimeline hydrochloride 0 (0.0) 0 0.0) 1 (1.0) 1 0.3)
psychoanaleptics 3 (3.1) 2 (2.0) 8 (8.2) 13 4.4)
amitriptyline hydrochloride 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
amoxapine 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
donepezil hydrochloride 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
maprotiline hydrochloride 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
milnacipran hydrochloride 0 (0.0) 0 0.0) 1 (1.0) 1 0.3)
mirtazapine 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
paroxetine hydrochloride 1 (1.0) 0 (0.0) 2 (2.0) 3 (1.0)
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N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

18 2.7.4:25 HRAXDODER (043 EHER) (&)

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
nervous system
psychoanaleptics 3 3.1) 2 (2.0) 8 (8.2) 13 4.4)
sertraline hydrochloride 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
trazodone hydrochloride 1 (1.0) 0 (0.0) 2 (2.0) 3 (1.0)
psycholeptics 34 (34.7) 28 (28.6) 42 (42.9) 104 (35.4)
alprazolam 1 (1.0) 0 0.0) 0 (0.0) 1 0.3)
brotizolam 9 9.2) 8 8.2) 10 (10.2) 27 9.2)
clotiazepam 0 (0.0) 2 (2.0) 6 6.1) 8 2.7
diazepam 2 2.0) 1 (1.0) 4 “4.1) 7 24
droperidol 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
estazolam 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
ethyl loflazepate 1 (1.0) 0 0.0) 0 (0.0) 1 0.3)
etizolam 8 (8.2) 8 (8.2) 11 (11.2) 27 9.2)
flunitrazepam 2 (2.0) 0 (0.0) 2 (2.0) 4 1.4)
fluphenazine maleate 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
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N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

18 2.7.4:25 HRAXDODER (043 EHER) (&)

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
nervous system
psycholeptics 34 (34.7) 28 (28.6) 42 (42.9) 104 (35.4)
hydroxyzine hydrochloride 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
hydroxyzine pamoate 4 4.1) 4 4.1) 3 3.1 11 3.7
lorazepam 2 (2.0) 0 (0.0) 3 3.1 5 1.7
lormetazepam 1 (1.0) 0 0.0) 0 (0.0) 1 0.3)
medazepam 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
midazolam 0 (0.0) 1 (1.0) 4 “4.1) 5 1.7
midazolam hydrochloride 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
nitrazepam 2 2.0) 2 (2.0) 1 (1.0) 5 1.7
perphenazine maleate 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
quazepam 0 (0.0) 0 0.0) 1 (1.0) 1 0.3)
quetiapine fumarate 1 (1.0) 0 0.0) 1 (1.0) 2 0.7)
ramelteon 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
rilmazafone hydrochloride 2 (2.0) 2 (2.0) 3 3.1) 7 (2.4)
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N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
nervous system
psycholeptics 34 (34.7) 28 (28.6) 42 (42.9) 104 (35.4)
risperidone 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
sulpiride 4 “4.1) 5 5.1 7 (7.1) 16 54
triazolam 4 4.1 0 (0.0) 4.1 8 2.7
zolpidem tartrate 8 8.2) 9 9.2) 15 (15.3) 32 (10.9)
zopiclone 2 (2.0 1 (1.0 1 (1.0 4 14
respiratory system
antihistamines for systemic use 32 (32.7) 35 (35.7) 47 (48.0) 114 (38.8)
azelastine hydrochloride 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
bepotastine besylate 6 6.1) 8 8.2) 4 4.1) 18 6.1)
cetirizine hydrochloride 2 (2.0) 2 (2.0) 3 3.1 7 24
cyproheptadine hydrochloride 0 (0.0) 0 0.0) 2 (2.0) 2 0.7)
dexchlorpheniramine maleate 1 (1.0) 2 (2.0) 5 (5.1) 8 2.7)
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N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

18 2.7.4:25 HRAXDODER (043 EHER) (&)

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
respiratory system
antihistamines for systemic use 32 (32.7) 35 (35.7) 47 (48.0) 114 (38.8)
diphenhydramine 4 4.1) 5 5.1) 7 (7.1) 16 (5.4)
hydrochloride
diphenhydramine lauryl sulfate 1 (1.0) 2 (2.0) 5 5.1 8 2.7
ebastine 1 (1.0) 1 (1.0) 1 (1.0) 3 (1.0)
epinastine 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
epinastine hydrochloride 4 4.1) 7 (7.1) 8 (8.2) 19 (6.5)
fexofenadine hydrochloride 14 (14.3) 13 (13.3) 27 (27.6) 54 (18.4)
ketotifen fumarate 1 (1.0) 3 3.1 2 (2.0) 6 (2.0)
levocetirizine dihydrochloride 3 3.1 0 (0.0) 3 3.1 6 (2.0)
loratadine 4 4.1) 4 4.1 5 5.1 13 4.4
mequitazine 1 (1.0) 1 (1.0) 1 (1.0) 3 (1.0)
oxatomide 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
cough and cold preparations 17 (17.3) 25 (25.5) 26 (26.5) 68 (23.1)
ambroxol hydrochloride 8 (8.2) 5 (5.1) 4 4.1) 17 (5.8)
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N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total

+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +

PBO + Peg-IFN + RBV RBV

n (%) n (%) n (%) n (%)

respiratory system
cough and cold preparations 17 (17.3) 25 (25.5) 26 (26.5) 68 (23.1)

ammonium chloride (+) 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
dihydrocodeine phosphate (+)
ephedrine hydrochloride
benproperine phosphate 1 (1.0) 0 0.0) 1 (1.0) 2 0.7)
bromhexine hydrochloride 1 (1.0) 1 (1.0) 2 (2.0) 4 1.4
carbetapentane citrate 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
carbocysteine 6 6.1) 15 (15.3) 13 (13.3) 34 (11.6)
chlophedianol hydrochloride 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
chlorpheniramine maleate (+) 1 (1.0) 3 3.1 2 (2.0) 6 (2.0)
dihydrocodeine phosphate (+)
methylephedrine
hydrochloride
cloperastine hydrochloride 1 (1.0) 3 3.1 0 (0.0) 4 (1.4)
codeine phosphate 0 (0.0) 1 (1.0) 1 (1.0) 2 (0.7)
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N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

18 2.7.4:25 HRAXDODER (043 EHER) (&)

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
respiratory system
cough and cold preparations 17 (17.3) 25 (25.5) 26 (26.5) 68 (23.1)
cough, cold, and flu therapies 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
(unspecified)
dextromethorphan 4 4.1) 7 (7.1) 7 (7.1) 18 6.1)
hydrobromide
dextromethorphan 0 (0.0) 0 0.0) 1 (1.0) 1 0.3)
hydrobromide (+) potassium
guaiacolsulfonate
dimemorfan phosphate 0 (0.0) 2 (2.0) 2 (2.0) 4 (1.4)
eprazinone hydrochloride 0 (0.0) 2 (2.0) 1 (1.0) 3 (1.0)
potassium iodide 0 (0.0) 0 0.0) 1 (1.0) 1 0.3)
tipepidine hibenzate 2 (2.0) 1 (1.0) 0 (0.0) 3 (1.0)
drugs for obstructive airway 11 (11.2) 10 (10.2) 9 9.2) 30 (10.2)
diseases
beclomethasone dipropionate 2 (2.0) 1 (1.0) 2 (2.0) 5 (1.7)
budesonide 0 (0.0 1 (1.0 0 (0.0 1 0.3)
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N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

18 2.7.4:25 HRAXDODER (043 EHER) (&)

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
respiratory system
drugs for obstructive airway 11 (11.2) 10 (10.2) 9 9.2) 30 (10.2)
diseases
budesonide (+) formoterol 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
fumarate
clenbuterol hydrochloride 1 (1.0) 0 0.0) 0 (0.0) 1 0.3)
cromolyn sodium 2 (2.0) 1 (1.0) 0 (0.0) 3 (1.0)
dyphylline 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
ephedrine hydrochloride 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
epinephrine 1 (1.0) 2 (2.0) 0 (0.0) 3 (1.0)
fluticasone furoate 2 (2.0) 1 (1.0) 2 (2.0) 5 1.7)
fluticasone propionate 1 (1.0) 2 (2.0) 1 (1.0) 4 1.4
fluticasone propionate (+) 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
salmeterol xinafoate
methylephedrine 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
hydrochloride
montelukast sodium 1 (1.0) 2 (2.0) 0 (0.0) 3 (1.0)

2.7.4  FRREYZE 2
- 430 -

c Confidential



N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

18 2.7.4:25 HRAXDODER (043 EHER) (&)

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
respiratory system
drugs for obstructive airway 11 (11.2) 10 (10.2) 9 9.2) 30 (10.2)
diseases
pranlukast 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
procaterol hydrochloride 0 (0.0) 0 (0.0) 2 (2.0) 2 0.7)
suplatast tosylate 1 (1.0) 0 0.0) 0 (0.0) 1 0.3)
theophylline 1 (1.0) 0 0.0) 0 (0.0) 1 0.3)
tranilast 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
tulobuterol 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
tulobuterol hydrochloride 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
nasal preparations 6 6.1) 5 5.1 9 9.2) 20 (6.8)
belladonna (+) caffeine (+) 1 (1.0) 0 0.0) 1 (1.0) 2 0.7)
chlorpheniramine maleate (+)
lysozyme chloride (+)
pseudoephedrine
hydrochloride
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18 2.7.4:25 HRAXDODER (043 EHER) (&)

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
respiratory system
nasal preparations 6 (6.1) 5 5. 9 9.2) 20 (6.8)
belladonna alkaloids (+) 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
caffeine (+) chlorpheniramine
maleate (+) glycyrrhizin (+)
pseudoephedrine
hydrochloride
isopropamide iodide (+) 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
phenylpropanolamine
hydrochloride
levocabastine hydrochloride 2 (2.0) 2 (2.0) 4 4.1) 8 2.7
methylephedrine 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
phenylephrine hydrochloride 3 3.1 3 3.1 3 3.1 9 3.1
other respiratory system products 0 (0.0) 0 (0.0) 2 (2.0) 2 0.7)
camphor (+) eucalyptus oil (+) 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
menthol

2.7.4  FRREYZE 2
- 432 -

c Confidential



N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

18 2.7.4:25 HRAXDODER (043 EHER) (&)

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
respiratory system
other respiratory system products 0 (0.0) 0 (0.0) 2 (2.0) 2 0.7)
menthol 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
throat preparations 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
benzethonium chloride 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
sensory organs
ophthalmologicals 42 (42.9) 40 (40.8) 35 (35.7) 117 (39.8)
aminocaproic acid (+) borneol 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
(+) camphor (+)
chlorpheniramine maleate (+)
dipotassium glycyrrhizate (+)
menthol (+) naphazoline
hydrochloride
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV /24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
sensory organs
ophthalmologicals 42 (42.9) 40 (40.8) 35 (35.7) 117 (39.8)
aminocaproic acid (+) 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
chlorpheniramine maleate (+)
cyanocobalamin (+)
dipotassium glycyrrhizate (+)
neostigmine methylsulfate (+)
panthenol (+) potassium
aspartate (+) pyridoxine
hydrochloride (+) taurine (+)
aminocaproic acid (+) 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
dipotassium glycyrrhizate (+)
sulfamethoxazole sodium
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV /24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
sensory organs
ophthalmologicals 42 (42.9) 40 (40.8) 35 (35.7) 117 (39.8)
berberine sulfate (+) 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
chlorpheniramine maleate (+)
chondroitin sulfate sodium (+)
eucalyptus oil (+) geraniol (+)
menthol (+) sodium gualenate
bimatoprost 0 (0.0) 2 (2.0) 0 (0.0) 2 0.7)
boric acid (+) potassium 4 4.1) 2 (2.0) 1 (1.0) 7 (2.4)
chloride (+) sodium carbonate
(+) sodium chloride (+)
sodium phosphate, dibasic

2.7.4  FRREYZE 2
- 435 -

c Confidential



N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

{+8% 2.7.4:25

HAXDODER (043 EER) ()

chondroitin sulfate sodium (+)
hyaluronate sodium (+)
hyetellose (+) potassium
chloride (+) sodium
bicarbonate (+) sodium
chloride

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV /24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
sensory organs
ophthalmologicals 42 (42.9) 40 (40.8) 35 (35.7) 117 (39.8)
borneol (+) camphor (+) 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
chlorpheniramine maleate (+)
dipotassium glycyrrhizate (+)
menthol (+) pyridoxine
hydrochloride (+)
tetrahydrozoline hydrochloride
calcium chloride (+) 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV /24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
sensory organs
ophthalmologicals 42 (42.9) 40 (40.8) 35 (35.7) 117 (39.8)
chlorpheniramine maleate (+) 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
chondroitin sulfate sodium (+)
naphazoline hydrochloride (+)
taurine
chlorpheniramine maleate (+) 1 (1.0) 0 0.0) 0 (0.0) 1 0.3)
neostigmine methylsulfate (+)
potassium aspartate (+)
pyridoxine (+) taurine (+)
vitamin E acetate
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

hyetellose (+) potassium
chloride (+) sodium
bicarbonate (+) sodium
chloride

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV /24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
sensory organs
ophthalmologicals 42 (42.9) 40 (40.8) 35 (35.7) 117 (39.8)
chlorpheniramine maleate (+) 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
neostigmine methylsulfate (+)
potassium aspartate (+)
pyridoxine hydrochloride (+)
tetrahydrozoline hydrochloride
(+) vitamin A palmitate (+)
vitamin E acetate
chondroitin sulfate sodium (+) 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
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18 2.7.4:25 HRAXDODER (043 EHER) (&)

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV /24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
sensory organs
ophthalmologicals 42 (42.9) 40 (40.8) 35 (35.7) 117 (39.8)
chondroitin sulfate sodium (+) 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)

potassium chloride (+) sodium
chloride (+) sodium phosphate,
dibasic (+) taurine

colistimethate sodium (+) 0 (0.0) 0 0.0) 1 (1.0) 1 0.3)
erythromycin lactobionate

diquafosol tetrasodium 1 (1.0) 2 (2.0) 3 3.1 6 (2.0)
dorzolamide hydrochloride 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
emedastine difumarate 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
isosorbide 1 (1.0) 1 (1.0) 2 (2.0) 4 1.4
latanoprost 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
nepafenac 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
olopatadine hydrochloride 7 (7.1) 9 9.2) 10 (10.2) 26 (8.8)
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18 2.7.4:25 HRAXDODER (043 EHER) (&)

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
sensory organs
ophthalmologicals 42 (42.9) 40 (40.8) 35 (35.7) 117 (39.8)
oxiglutatione 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
phenylephrine hydrochloride 21 (21.4) 26 (26.5) 23 (23.5) 70 (23.8)
(+) tropicamide
pilocarpine hydrochloride 1 (1.0) 0 0.0) 0 (0.0) 1 0.3)
pirenoxine 0 (0.0) 1 (1.0) 3 3.1 4 1.4
pranoprofen 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
tafluprost 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
travoprost 2 2.0 0 (0.0) 0 (0.0 2 0.7)
systemic hormonal preparations, excl. sex hormones and insulins
calcium homeostasis 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
teriparatide 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
corticosteroids for systemic use 31 (31.6) 37 (37.8) 43 (43.9) 111 (37.8)
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18 2.7.4:25 HRAXDODER (043 EHER) (&)

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total

+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +

PBO + Peg-IFN + RBV RBV

n (%) n (%) n (%) n (%)

systemic hormonal preparations, excl. sex hormones and insulins
corticosteroids for systemic use 31 (31.6) 37 (37.8) 43 (43.9) 111 (37.8)

betamethasone 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
betamethasone (+) 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
chlorpheniramine maleate
betamethasone (+) 0 (0.0) 0 0.0) 3 3.1 3 (1.0)
dexchlorpheniramine maleate
betamethasone butyrate 10 (10.2) 12 (12.2) 15 (15.3) 37 (12.6)
propionate
betamethasone sodium 4 4.1) 0 (0.0) 1 (1.0) 5 (1.7)
phosphate
dexamethasone 6 (6.1) 7 7.1 3 3.1 16 54
dexamethasone dipropionate 2 (2.0) 1 (1.0) 0 (0.0) 3 (1.0)
dexamethasone sodium 1 (1.0) 1 (1.0) 1 (1.0) 3 (1.0)
phosphate
dexamethasone valerate 1 (1.0) 1 (1.0) 2 (2.0) 4 (1.4)
prednisolone 2 (2.0) 1 (1.0) 6 6.1) 9 3.1
prednisolone acetate 0 (0.0) 1 (1.0 0 (0.0) 1 0.3)
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
systemic hormonal preparations, excl. sex hormones and insulins
corticosteroids for systemic use 31 (31.6) 37 (37.8) 43 (43.9) 111 (37.8)
prednisolone valerate acetate 4 4.1) 3 3.1 5 5.1) 12 4.1)
triamcinolone acetonide 9 9.2) 15 (15.3) 16 (16.3) 40 (13.6)
pancreatic hormones 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
glucagon 1 (1.0) 0 0.0) 1 (1.0) 2 0.7)
thyroid therapy 7 (7.1) 2 (2.0) 8 8.2) 17 (5.8)
levothyroxine sodium 5 (5.1) 2 (2.0) 5 (5.1) 12 4.1
methimazole 3 3.1 0 (0.0) 3 3.1 6 (2.0)
various
all other non-therapeutic products 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
camphor (+) castor oil (+) 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
pyroxylin
all other therapeutic products 16 (16.3) 16 (16.3) 25 (25.5) 57 (19.4)
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

(+) Bupleurum (+) cang zhu
atractylodes (+) Chinese
cimicifuga (+) Chinese licorice
(+) citrus unshiu (+) dong quai
(+) ginger (+) jujube

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
various
all other therapeutic products 16 (16.3) 16 (16.3) 25 (25.5) 57 (19.4)
Asian ginseng (+) Chinese 0 (0.0) 0 (0.0) 2 (2.0) 2 0.7)
licorice (+) jujube (+)
ophiopogon (+) pinellia (+)
rice sprout
Asian ginseng (+) astragalus 1 (1.0) 0 0.0) 0 (0.0) 1 0.3)
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid
+ Peg-IFN + RBV / 12-wk
PBO + Peg-IFN + RBV

n (%)

24-wk MK-7009 300 mg bid
+ Peg-IFN + RBV

n (%)

24-wk PBO + Peg-IFN +
RBV /24-wk Peg-IFN +
RBV

n (%)

Total

(%)

various

all other therapeutic products
Asian ginseng (+) astragalus
(+) cang zhu atractylodes (+)
cassia (+) Chinese licorice (+)
Chinese peony (+) dong quai
(+) poria (+) rehmannia (+)
Sichuan lovage
Asian ginseng (+) cang zhu
atractylodes (+) Chinese
licorice (+) citrus unshiu (+)
ginger (+) jujube (+) pinellia
(+) poria
Asian ginseng (+) cang zhu
atractylodes (+) Chinese
licorice (+) ginger

16 (16.3)
0 (0.0)

1 (1.0)

1 (1.0)

16 (16.3)
2 (2.0)

1 (1.0)

0 (0.0)

25 (25.5)
1 (1.0)

1 (1.0)

0 (0.0)

(19.4)
(1.0)

(1.0)

(0.3)
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18 2.7.4:25 HRAXDODER (043 EHER) (&)

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
various
all other therapeutic products 16 (16.3) 16 (16.3) 25 (25.5) 57 (19.4)
Asian ginseng (+) ginger (+) 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
Sichuan pepper
Asian water plantain (+) cang 0 (0.0) 0 (0.0) 2 (2.0) 2 0.7)

zhu atractylodes (+) cassia (+)
poria (+) zhu ling (sclerotium)
Asian water plantain (+) 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
donkey hide glue (+) poria (+)
talc (+) zhu ling (sclerotium)

Chinese licorice (+) Chinese 1 (1.0) 1 (1.0) 1 (1.0) 3 (1.0)
peony
Chinese licorice (+) Chinese 0 (0.0) 0 0.0) 4 4.1) 4 1.4

peony (+) cinnamon (+)
ephedra (+) ginger (+) jujube
(+) kudzu
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
various
all other therapeutic products 16 (16.3) 16 (16.3) 25 (25.5) 57 (19.4)
Chinese licorice (+) Chinese (0.0) (0.0) 1 (1.0) 1 (0.3)
rhubarb
Chinese wild ginger (+) 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
ephedra (+) Sichuan aconite
Escherichia coli 0 (0.0) 0 0.0) 1 (1.0) 1 0.3)
Prunus yedoensis 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
Quercus salicina 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
Streptococcus faecalis 3 3.1 1 (1.0) 3 3.1 7 (2.4)
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
various
all other therapeutic products 16 (16.3) 16 (16.3) 25 (25.5) 57 (19.4)
amino acids (+) cassia (+) 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
choline (+) chondroitin sulfate
sodium (+) clove (+) fennel (+)
ferric ammonium citrate (+)
ginger (+) glucurolactone (+)
Jobs tears (+) liver extract (+)
saffron (+) Sichuan pepper
ammonium glycyrrhizate (+) 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
cysteine (+) glycine
ammonium glycyrrhizate (+) 0 (0.0) 0 0.0) 2 (2.0) 2 0.7)
cysteine hydrochloride (+)
glycine
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
various
all other therapeutic products 16 (16.3) 16 (16.3) 25 (25.5) 57 (19.4)
ammonium glycyrrhizate (+) 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
glycine (+) racemethionine
arnica (+) Echinacea 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
angustifolia (+) European
goldenrod (+) horsetail (+) lily
of the valley (+) madder (+)
magnesium phosphate
bai zhu atractylodes (+) 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)

Chinese licorice (+) Chinese
mint (+) Chinese peony (+)
Chinese rhubarb (+) Chinese
skullcap (+) cnidium (+) dong
quai (+) ephedra (+) forsythia
(+) gardenia (+) ginger (+)
minerals
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total

+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +

PBO + Peg-IFN + RBV RBV

n (%) n (%) n (%) n (%)

various
all other therapeutic products 16 (16.3) 16 (16.3) 25 (25.5) 57 (19.4)

berberine chloride (+) 1 (1.0) (0.0) 0 (0.0) 1 (0.3)
Geranium thunbergii
berberine chloride (+) 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
cranesbill
bilberry 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
bupleurum (+) cang zhu (0.0) 0 (0.0) 2 (2.0) 2 0.7)
atractylodes (+) Chinese
licorice (+) dong quai (+)
gambir (+) poria (+) Sichuan
lovage
caffeine (+) deer antler (+) 0 (0.0) 0 0.0) 1 (1.0) 1 0.3)
gamma oryzanol (+)
oxoamidin (+) sodium
ascorbate (+) vitamin A (+)
vitamin B complex (+) vitamin
E

2.7.4  FRREYZE 2
- 449 -

c Confidential



N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
various
all other therapeutic products 16 (16.3) 16 (16.3) 25 (25.5) 57 (19.4)
camphor 1 (1.0) (1.0) 0 (0.0) 2 0.7)
cang zhu atractylodes (+) (0.0) (0.0) 1 (1.0) 1 0.3)
magnolia (+) teprenone
catechu (+) Chinese licorice 1 (1.0) 2 (2.0) 1 (1.0) 4 1.4
(+) citrus unshiu (+) creosote
(+) phellodendron
chondroitin sulfate sodium 1 (1.0) 1 (1.0) 1 (1.0) 3 (1.0)
flumazenil 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
glutathione 0 (0.0) 2 (2.0) 1 (1.0) 3 (1.0)
mentha oil 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
neurotropin 2 (2.0) 1 (1.0) 0 (0.0) 3 (1.0)
nitrogen 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
oxygen 0 (0.0) 0 (0.0) 1 (1.0 1 (0.3)
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
various
all other therapeutic products 16 (16.3) 16 (16.3) 25 (25.5) 57 (19.4)
placenta extract 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
protamine sulfate 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
scopolia extract 1 (1.0) 0 (0.0) 0 (0.0) 1 0.3)
sugammadex sodium 1 (1.0) 1 (1.0) 2 (2.0) 4 1.4
contrast media 1 (1.0) 2 (2.0) 4 4.1) 7 24
barium sulfate 1 (1.0) 0 (0.0) 1 (1.0) 2 0.7)
diatrizoate meglumine (+) 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
diatrizoate sodium
gadopentetate dimeglumine 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
iohexol 0 (0.0) 1 (1.0) 0 (0.0) 1 (0.3)
iopamidol 0 (0.0) 1 (1.0) 2 (2.0) 3 (1.0)
diagnostic agents 0 (0.0) 0 (0.0) 1 (1.0) 1 0.3)
indigotindisulfonate sodium 0 (0.0) 0 (0.0) 1 (1.0) 1 (0.3)
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
various
diagnostic radiopharmaceuticals 1 (1.0) 1 (1.0) 0 (0.0) 2 0.7)
fludeoxyglucose F 18 0 (0.0) 1 (1.0) 0 (0.0) 1 0.3)
technetium Tc 99m oxidronate 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
general nutrients 2 (2.0) 3 3.1 3 3.1 8 2.7
amino acids (unspecified) (+) 0 (0.0) 1 (1.0) 1 (1.0) 2 0.7)
carbohydrates (unspecified)
(+) minerals (unspecified) (+)
vitamins (unspecified)
carbohydrates (unspecified) 1 (1.0) 0 (0.0) 0 (0.0) 1 (0.3)
(+) fat (unspecified) (+)
minerals (unspecified) (+)
protein (unspecified) (+)
vitamins (unspecified)
dextrose 0 (0.0) 1 (1.0) 1 (1.0 2 0.7
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{+8% 2.7.4:25

HAXDODER (043 EER) ()

12-wk MK-7009 300 mg bid | 24-wk MK-7009 300 mg bid | 24-wk PBO + Peg-IFN + Total
+ Peg-IFN + RBV / 12-wk + Peg-IFN + RBV RBV / 24-wk Peg-IFN +
PBO + Peg-IFN + RBV RBV
n (%) n (%) n (%) n (%)
various
general nutrients 2 2.0) 3 3.1) 3 3.1 8 2.7)
minerals (unspecified) (+) 1 (1.0) 1 (1.0) 1 (1.0) 3 (1.0)

protein (unspecified) (+)
vitamins (unspecified)

Every patient is counted a single time for each applicable specific concomitant medication. A patient with multiple concomitant medications within a medication

category is counted a single time for that category.

A medication class or specific medication appears on this report only if its incidence in one or more of the columns is greater than or

specified in the report title, after rounding.

equal to the percent incidence
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T8 2.7.4:26 HRAEXODEH (044 3HER)

12-wk MK-7009 300 mg b.i.d. + 24-wk MK-7009 300 mg b.i.d. + Total
Peg-IFN + RBV / 12-wk Peg-IFN + Peg-IFN + RBV
RBV
n (%) n (%) n (%)
Patients in population 25 26 51
With one or more concomitant medications 24 (96.0) 26 (100.0) 50 (98.0)
With no concomitant medications 1 (4.0) 0 (0.0) 1 (2.0)
alimentary tract and metabolism
antidiarrheals, intestinal 5 (20.0) 2 (7.7) 7 (13.7)
antiinflammatory/antiinfective agents
Bacillus pumilus (+) Clostridium 1 (4.0) 2 7.7 3 (5.9
butyricum (+) Enterococcus faccium
Bacillus subtilis (+) Lactobacillus 1 (4.0) 0 (0.0) 1 (2.0)
acidophilus (+) Streptococcus faecalis
Bifidobacterium bifidum 2 (8.0) 0 (0.0) 2 3.9
albumin tannate 1 4.0) 0 0.0) 1 (2.0)
digestives, incl. enzymes 0 0.0) 1 (3.9) 1 (2.0)
biodiastase (+) cellulase (+) molsin (+) 0 (0.0) 1 (3.8) 1 (2.0)
newlase (+) pancreatin (+) pronase
drugs for acid related disorders 19 (76.0) 19 (73.1) 38 (74.5)
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{+8% 2.7.4:26

HAXDER (044 EHEBR) ()

12-wk MK-7009 300 mg b.i.d. + 24-wk MK-7009 300 mg b.i.d. + Total

Peg-IFN + RBV / 12-wk Peg-IFN + Peg-IFN + RBV

RBV

n (%) n (%) n (%)

alimentary tract and metabolism
drugs for acid related disorders 19 (76.0) 19 (73.1) 38 (74.5)

amylase (+) hydrotalcite (+) 1 (4.0) (0.0) 1 (2.0)
levoglutamide (+) rizolipase (+)
scopolia extract (+) sodium bicarbonate
(+) sodium gualenate (+) sucralfate
famotidine 4 (16.0) 7 (26.9) 11 (21.6)
irsogladine maleate 1 (4.0) 0 (0.0) 1 (2.0)
lansoprazole 2 (8.0) 3 (11.5) 5 9.8)
levoglutamide (+) sodium gualenate 0 (0.0) 1 (3.8) 1 (2.0)
magnesium oxide 2 (8.0) 2 (7.7) 4 (7.8)
nizatidine 1 (4.0) 1 (3.9) 2 (3.9)
omeprazole 1 (4.0) 1 (3.9) 2 3.9)
polaprezinc 1 (4.0) 0 (0.0) 1 (2.0)
rabeprazole sodium 2 (8.0) 2 (7.7) 4 (7.8)
ranitidine hydrochloride 1 (4.0) 0 (0.0) 1 (2.0)
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1 2.7.4:26 HRAXDOER (044 HEBR) (FE)

12-wk MK-7009 300 mg b.i.d. + 24-wk MK-7009 300 mg b.i.d. + Total
Peg-IFN + RBV / 12-wk Peg-IFN + Peg-IFN + RBV
RBV
n (%) n (%) n (%)
alimentary tract and metabolism
drugs for acid related disorders 19 (76.0) 19 (73.1) 38 (74.5)
rebamipide 4 (16.0) 8 (30.8) 12 (23.5)
sodium gualenate 0 (0.0) 2 (7.7) 2 3.9)
teprenone 5 (20.0) 2 (7.7) 7 (13.7)
drugs for functional gastrointestinal 4 (16.0) 8 (30.8) 12 (23.5)
disorders
atropine sulfate 1 (4.0) 0 (0.0) 1 (2.0)
domperidone 0 (0.0) 4 (15.4) 4 (7.8)
itopride hydrochloride 0 (0.0) 1 (3.8) 1 (2.0)
metoclopramide hydrochloride 4 (16.0) 3 (11.5) 7 (13.7)
mosapride citrate 0 (0.0) 2 (7.7) 2 3.9
niacinamide (+) papaverine 0 (0.0) 1 (3.9) 1 (2.0)
hydrochloride
drugs used in diabetes 1 (4.0) 1 (3.8) 2 3.9
insulin aspart 1 (4.0) 0 (0.0) 1 (2.0)
insulin glargine 1 (4.0 0 (0.0) 1 (2.0
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1 2.7.4:26 HRAXDOER (044 HEBR) (FE)

12-wk MK-7009 300 mg b.i.d. + 24-wk MK-7009 300 mg b.i.d. + Total
Peg-IFN + RBV / 12-wk Peg-IFN + Peg-IFN + RBV
RBV
n (%) n (%) n (%)
alimentary tract and metabolism
drugs used in diabetes 1 (4.0) 1 (3.8) 2 3.9
pioglitazone hydrochloride 0 (0.0) 1 (3.8) 1 (2.0)
sitagliptin phosphate 0 (0.0) 1 (3.8) 1 (2.0)
voglibose 1 (4.0) 0 (0.0) 1 (2.0)
other alimentary tract and metabolism 2 (8.0) 0 (0.0) 2 3.9
products
flavin adenine dinucleotide 2 (8.0) 0 (0.0) 2 3.9
rugs for constipation 3 (12.0) 4 (15.4) 7 (13.7)
Jobs tears (+) psyllium husk (+) 0 (0.0) 1 (3.8) 1 (2.0)
sennosides
bisacodyl 1 (4.0) 0 (0.0) 1 (2.0)
senna 0 0.0) 2 7.7 2 3.9)
sennosides 2 (8.0) 1 (3.8) 3 5.9
sodium picosulfate 2 (8.0) 0 (0.0) 2 3.9
stomatological preparations 0 (0.0) 1 (3.8) 1 (2.0)
domiphen bromide 0 (0.0) 1 (3.8) 1 (2.0)
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1 2.7.4:26 HRAXDOER (044 HEBR) (FE)

12-wk MK-7009 300 mg b.i.d. + 24-wk MK-7009 300 mg b.i.d. + Total
Peg-IFN + RBV / 12-wk Peg-IFN + Peg-IFN + RBV
RBV
n (%) n (%) n (%)
alimentary tract and metabolism
vitamins 4 (16.0) 2 7.7) 6 (11.8)
ascorbic acid 1 (4.0) 0 (0.0) 1 (2.0)
benfotiamine (+) cyanocobalamin (+) 1 (4.0) 0 (0.0) 1 (2.0)
pyridoxine hydrochloride
calcium pantothenate (+) 0 0.0) 1 (3.9) 1 (2.0)
cyanocobalamin (+) fursultiamine
hydrochloride (+) gamma oryzanol (+)
pyridoxine hydrochloride (+) vitamin E
cyanocobalamin (+) pyridoxine 2 (8.0) 0 (0.0) 2 3.9
hydrochloride (+) thiamine disulfide
pyridoxal phosphate 2 (8.0) 0 (0.0) 2 (3.9)
yeast, dried 0 (0.0) 1 (3.89) 1 (2.0
antiinfectives for systemic use
antibacterials for systemic use 5 (20.0) | 12 (46.2) | 17 (33.3)

2.7.4  FRREYZE 2
- 458 -

c Confidential



N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

1 2.7.4:26 HRAXDOER (044 HEBR) (FE)

12-wk MK-7009 300 mg b.i.d. + 24-wk MK-7009 300 mg b.i.d. + Total

Peg-IFN + RBV / 12-wk Peg-IFN + Peg-IFN + RBV

RBV

n (%) n (%) n (%)

antiinfectives for systemic use
antibacterials for systemic use 5 (20.0) 12 (46.2) 17 (33.3)

amdinocillin pivoxil hydrochloride 1 (4.0) 0 (0.0) 1 (2.0)
cefcapene pivoxil hydrochloride 0 (0.0) 3 (11.5) 3 (5.9
cefdinir 1 (4.0) 0 (0.0) 1 (2.0)
cefditoren pivoxil 0 (0.0) 2 7.7 2 (3.9)
cefepime hydrochloride 0 0.0) 1 (3.9) 1 (2.0)
cefmetazole sodium 1 (4.0) 0 (0.0) 1 (2.0)
cefpodoxime proxetil 0 (0.0) 1 (3.8) 1 (2.0)
ceftriaxone sodium 0 (0.0) 1 (3.8) 1 (2.0)
clarithromycin 0 (0.0) 1 (3.8) 1 (2.0)
clindamycin phosphate 1 (4.0) 0 (0.0) 1 (2.0)
faropenem sodium 0 (0.0) 1 (3.8) 1 (2.0)
garenoxacin mesylate 0 (0.0) 1 (3.8) 1 (2.0)
gentamicin sulfate 0 (0.0) 1 (3.8) 1 (2.0)
levofloxacin 2 (8.0) 3 (11.5) 5 (9.8)
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{+8% 2.7.4:26

HAXDER (044 EHEBR) ()

12-wk MK-7009 300 mg b.i.d. + 24-wk MK-7009 300 mg b.i.d. + Total
Peg-IFN + RBV / 12-wk Peg-IFN + Peg-IFN + RBV
RBV
n (%) n (%) n (%)
antiinfectives for systemic use
antibacterials for systemic use 5 (20.0) 12 (46.2) 17 (33.3)
meropenem 0 (0.0) 1 (3.8) 1 (2.0)
ofloxacin 1 (4.0) 2 (7.7) 3 (5.9
sulfamethoxazole (+) trimethoprim 0 (0.0) 1 (3.8) 1 (2.0)
tosufloxacin tosylate 0 (0.0) 1 (3.9) 1 (2.0)
antimycotics for systemic use 0 0.0) 1 (3.9) 1 (2.0)
itraconazole 0 (0.0) 1 (3.8) 1 (2.0)
immune sera and immunoglobulins 0 (0.0) 1 (3.8) 1 (2.0)
globulin, immune 0 (0.0) 1 (3.8) 1 (2.0)
vaccines 0 (0.0) 2 (7.7) 2 3.9
influenza virus split virion 3v vaccine 0 (0.0) 2 (7.7) 2 3.9
inactivated
antineoplastic and immunomodulating agents
antineoplastic agents 0 (0.0) 1 (3.8) 1 (2.0)
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{+8% 2.7.4:26

HAXDER (044 EHEBR) ()

12-wk MK-7009 300 mg b.i.d. + 24-wk MK-7009 300 mg b.i.d. + Total
Peg-IFN + RBV / 12-wk Peg-IFN + Peg-IFN + RBV
RBV
n (%) n (%) n (%)
antineoplastic and immunomodulating agents
antineoplastic agents 0 (0.0) 1 (3.8) 1 (2.0)
bleomycin 0 (0.0) 1 (3.8) 1 (2.0)
cyclophosphamide 0 (0.0) 1 (3.8) 1 (2.0)
doxorubicin hydrochloride 0 (0.0) 1 (3.8) 1 (2.0)
etoposide 0 (0.0) 1 (3.9) 1 (2.0)
rituximab 0 0.0) 1 (3.9) 1 (2.0)
vincristine sulfate 0 (0.0) 1 (3.8) 1 (2.0)
immunostimulants 0 (0.0) 1 (3.8) 1 (2.0)
lenograstim 0 (0.0) 1 (3.8) 1 (2.0)
blood and blood forming organs
antianemic preparations 0 (0.0) 1 (3.8) 1 (2.0)
mecobalamin 0 0.0) 1 (3.8) 1 (2.0)
antihemorrhagics 1 (4.0) 2 (7.7) 3 5.9
gelatin sponge, absorbable 0 (0.0) 1 (3.8) 1 (2.0)

2.7.4  FRREYZE 2

461

c Confidential



N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

1 2.7.4:26 HRAXDOER (044 HEBR) (FE)

12-wk MK-7009 300 mg b.i.d. + 24-wk MK-7009 300 mg b.i.d. + Total
Peg-IFN + RBV / 12-wk Peg-IFN + Peg-IFN + RBV
RBV
n (%) n (%) n (%)
blood and blood forming organs
antihemorrhagics 1 (4.0) 2 (7.7) 3 5.9
tranexamic acid 1 (4.0) 1 (3.8) 2 3.9
antithrombotic agents 2 (8.0) 0 (0.0) 2 3.9
heparin sodium 2 (8.0) 0 (0.0) 2 3.9
blood substitutes and perfusion solutions 3 (12.0) 1 (3.9) 4 (7.8)
amino acids (unspecified) (+) 2 (8.0) 0 0.0) 2 3.9)
electrolytes (unspecified) (+) vitamins
(unspecified)
calcium chloride (+) magnesium 1 (4.0) 0 (0.0) 1 (2.0)
chloride (+) potassium chloride (+)
sodium acetate (+) sodium chloride
calcium chloride (+) magnesium 1 4.0) 0 0.0) 1 (2.0)
chloride (+) potassium chloride (+)
sodium bicarbonate (+) sodium chloride
(+) sodium citrate
dextrose (+) electrolytes (unspecified) 0 (0.0) 1 (3.8) 1 (2.0)
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1 2.7.4:26 HRAXDOER (044 HEBR) (FE)

12-wk MK-7009 300 mg b.i.d. + 24-wk MK-7009 300 mg b.i.d. + Total
Peg-IFN + RBV / 12-wk Peg-IFN + Peg-IFN + RBV
RBV
n (%) n (%) n (%)
blood and blood forming organs
blood substitutes and perfusion solutions 3 (12.0) 1 (3.8) 4 (7.8)
dextrose (+) electrolytes (unspecified) 1 (4.0) 0 (0.0) 1 (2.0)
(+) sodium acetate
dextrose (+) electrolytes (unspecified) 2 (8.0) 0 (0.0) 2 3.9
(+) sodium lactate
dextrose (+) potassium chloride (+) 1 (4.0) 0 0.0) 1 (2.0)
sodium chloride (+) sodium lactate
dextrose (+) sodium chloride (+) 2 (8.0) 0 (0.0) 2 3.9
sodium lactate
electrolytes (unspecified) (+) sodium 1 (4.0) 0 (0.0) 1 (2.0)
lactate
hetastarch 1 4.0) 0 0.0) 1 (2.0)
potassium phosphate, dibasic 1 (4.0) 0 (0.0) 1 (2.0)
sodium phosphate, dibasic 1 (4.0) 0 (0.0) 1 (2.0)

cardiovascular system
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1 2.7.4:26 HRAXDOER (044 HEBR) (FE)

12-wk MK-7009 300 mg b.i.d. + 24-wk MK-7009 300 mg b.i.d. + Total
Peg-IFN + RBV / 12-wk Peg-IFN + Peg-IFN + RBV
RBV
n (%) n (%) n (%)
cardiovascular system
agents acting on the renin-angiotensin 3 (12.0) 5 (19.2) 8 (15.7)
system
amlodipine besylate (+) candesartan 0 (0.0) 1 (3.8) 1 (2.0)
cilexetil
amlodipine besylate (+) valsartan 0 (0.0) 1 (3.9) 1 (2.0)
candesartan cilexetil 0 0.0) 1 (3.9) 1 (2.0)
olmesartan medoxomil 2 (8.0) 1 (3.8) 3 5.9
valsartan 1 (4.0) 1 (3.8) 2 3.9)
antihypertensives 1 (4.0) 1 (3.8) 2 3.9
bunazosin hydrochloride 0 (0.0) 1 (3.8) 1 (2.0)
doxazosin mesylate 1 (4.0) 0 (0.0) 1 (2.0)
beta blocking agents 0 (0.0) 1 (3.9) 1 (2.0)
timolol maleate 0 (0.0) 1 (3.8) 1 (2.0)
calcium channel blockers 10 (40.0) 8 (30.8) 18 (35.3)
amlodipine 0 (0.0) 1 (3.8) 1 (2.0)
amlodipine besylate 8 (32.0) 6 (23.1) 14 (27.5)
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1 2.7.4:26 HRAXDOER (044 HEBR) (FE)

12-wk MK-7009 300 mg b.i.d. + 24-wk MK-7009 300 mg b.i.d. + Total
Peg-IFN + RBV / 12-wk Peg-IFN + Peg-IFN + RBV
RBV
n (%) n (%) n (%)
cardiovascular system
calcium channel blockers 10 (40.0) 8 (30.8) 18 (35.3)
azelnidipine 1 (4.0) 0 (0.0) 1 (2.0)
benidipine hydrochloride 1 (4.0) 0 (0.0) 1 (2.0)
nicardipine hydrochloride 0 (0.0) 1 (3.8) 1 (2.0)
cardiac therapy 1 (4.0) 1 (3.9) 2 (3.9)
digoxin 0 0.0) 1 (3.9) 1 (2.0)
nitroglycerin 1 (4.0) 0 (0.0) 1 (2.0)
norepinephrine 1 (4.0) 0 (0.0) 1 (2.0)
diuretics 2 (8.0) 1 (3.8) 3 (5.9)
furosemide sodium 1 (4.0) 0 (0.0) 1 (2.0)
indapamide 1 (4.0) 0 (0.0) 1 (2.0)
spironolactone 0 0.0) 1 (3.9) 1 (2.0)
trichlormethiazide 1 (4.0) 1 (3.8) 2 3.9)
lipid modifying agents 4 (16.0) 1 (3.8) 5 9.8)
ezetimibe 0 (0.0) 1 (3.8) 1 (2.0)
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1 2.7.4:26 HRAXDOER (044 HEBR) (FE)

12-wk MK-7009 300 mg b.i.d. + 24-wk MK-7009 300 mg b.i.d. + Total
Peg-IFN + RBV / 12-wk Peg-IFN + Peg-IFN + RBV
RBV
n (%) n (%) n (%)
cardiovascular system
lipid modifying agents 4 (16.0) 1 (3.8) 5 9.8)
icosapent ethyl 1 (4.0) 0 (0.0) 1 (2.0)
pravastatin sodium 2 (8.0) 0 (0.0) 2 3.9
rosuvastatin calcium 1 (4.0) 0 (0.0) 1 (2.0)
perpheral vasodilators 0 0.0) 1 (3.9) 1 (2.0)
nicergoline 0 0.0) 1 (3.9) 1 (2.0)
vasoprotectives 0 (0.0) 1 (3.8) 1 (2.0)
Escherichia coli (+) hydrocortisone 0 (0.0) 1 (3.8) 1 (2.0)
lidocaine (+) tribenoside 0 (0.0) 1 (3.8) 1 (2.0)
dermatologicals
antibiotics and chemotherapeutics for 0 (0.0) 1 (3.8) 1 (2.0)
dermatological use
lysozyme chloride 0 (0.0) 1 (3.8) 1 (2.0)
antifungals for dermatological use 0 (0.0) 1 (3.8) 1 (2.0)
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1 2.7.4:26 HRAXDOER (044 HEBR) (FE)

enoxolone (+) zinc oxide

12-wk MK-7009 300 mg b.i.d. + 24-wk MK-7009 300 mg b.i.d. + Total
Peg-IFN + RBV / 12-wk Peg-IFN + Peg-IFN + RBV
RBV
n (%) n (%) n (%)
dermatologicals
antifungals for dermatological use 0 (0.0) 1 (3.8) 1 (2.0)
ketoconazole 0 (0.0) 1 (3.8) 1 (2.0)
luliconazole 0 (0.0) 1 (3.8) 1 (2.0)
antipruritics, incl. antihistamines, 5 (20.0) 2 (7.7) 7 (13.7)
anesthetics, etc.
3-methyl-4-isopropylphenol (+) 1 (4.0) 0 0.0) 1 (2.0)
crotamiton (+) diphenhydramine
hydrochloride (+) enoxolone (+)
glycerin (+) lecithin (+) olive oil (+)
vitamin E
chlorhexidine gluconate (+) 1 (4.0) 0 (0.0) 1 (2.0)
chlorpheniramine maleate (+) dibucaine
hydrochloride (+) naphazoline
hydrochloride
crotamiton 2 (8.0) 1 (3.8) 3 (5.9)
diphenhydramine hydrochloride (+) 2 (8.0) 1 (3.8) 3 (5.9
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1 2.7.4:26 HRAXDOER (044 HEBR) (FE)

12-wk MK-7009 300 mg b.i.d. + 24-wk MK-7009 300 mg b.i.d. + Total
Peg-IFN + RBV / 12-wk Peg-IFN + Peg-IFN + RBV
RBV
n (%) n (%) n (%)
dermatologicals
antiseptics and disinfectants 2 (8.0) 6 (23.1) 8 (15.7)
povidone-iodine 2 (8.0) 5 (19.2) 7 (13.7)
zinc oxide 0 (0.0) 1 (3.8) 1 (2.0)
corticosteroids, dermatological preparations 8 (32.0) 12 (46.2) 20 (39.2)
betamethasone dipropionate 1 (4.0) 0 (0.0) 1 (2.0)
betamethasone valerate 0 0.0) 1 (3.9) 1 (2.0)
betamethasone valerate (+) gentamicin 2 (8.0) 2 (7.7) 4 (7.8)
sulfate
clobetasol propionate 0 (0.0) 1 (3.8) 1 (2.0)
clobetasone butyrate 1 (4.0) 2 (7.7) 3 5.9
diflorasone diacetate 2 (8.0) 1 (3.8) 3 5.9
diflucortolone valerate 2 (8.0) 0 (0.0) 2 3.9
difluprednate 1 (4.0) 4 (15.4) 5 9.8)
diphenhydramine hydrochloride (+) 1 (4.0) 0 (0.0) 1 (2.0)
hydrocortisone acetate (+) neomycin
sulfate
fluorometholone 1 (4.0) 1 (3.8) 2 3.9
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1 2.7.4:26 HRAXDOER (044 HEBR) (FE)

12-wk MK-7009 300 mg b.i.d. + 24-wk MK-7009 300 mg b.i.d. + Total
Peg-IFN + RBV / 12-wk Peg-IFN + Peg-IFN + RBV
RBV
n (%) n (%) n (%)
dermatologicals
corticosteroids, dermatological preparations 8 (32.0) 12 (46.2) 20 (39.2)
hydrocortisone (+) oxytetracycline 1 (4.0) (0.0) 1 (2.0)
hydrochloride
hydrocortisone butyrate 1 (4.0) 1 (3.8) 2 3.9
hydrocortisone butyrate (+) mineral oil 0 0.0) 1 (3.9) 1 (2.0)
(+) petrolatum, white (+) tetracycline
hydrochloride
mometasone furoate 0 (0.0) 2 (7.7) 2 3.9)
emollients and protectives 4 (16.0) (11.5) 7 (13.7)
chlorhexidine gluconate (+) glycerin (+) 0 (0.0) 1 (3.8) 1 (2.0)
olive oil (+) petrolatum (+)
polyethylene glycol (+) stearyl alcohol
petrolatum, white 1 (4.0) 0 (0.0) 1 (2.0)
urea (12.0) 2 7.7 5 9.8)
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1 2.7.4:26 HRAXDOER (044 HEBR) (FE)

12-wk MK-7009 300 mg b.i.d. + 24-wk MK-7009 300 mg b.i.d. + Total
Peg-IFN + RBV / 12-wk Peg-IFN + Peg-IFN + RBV
RBV
n (%) n (%) n (%)
genitourinary system and sex hormones
urologicals 1 (4.0) 1 (3.8) 2 3.9
solifenacin succinate 0 (0.0) 1 (3.8) 1 (2.0)
tamsulosin hydrochloride 1 (4.0) 0 (0.0) 1 (2.0)
musculoskeletal system
antigout preparations 3 (12.0) 0 (0.0) 3 5.9
allopurinol 3 (12.0) 0 (0.0) 3 5.9
antiinflammatory and antirheumatic 19 (76.0) 25 (96.2) 44 (86.3)
products
celecoxib 1 (4.0) 0 (0.0) 1 (2.0)
diclofenac sodium 2 (8.0) 4 (15.4) 6 (11.8)
flurbiprofen 1 4.0) 0 (0.0) 1 (2.0)
flurbiprofen axetil 1 (4.0) 0 0.0) 1 (2.0)
indomethacin 1 (4.0) 1 (3.8) 2 3.9)
ketoprofen 2 (8.0) 6 (23.1) 8 (15.7)
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1 2.7.4:26 HRAXDOER (044 HEBR) (FE)

12-wk MK-7009 300 mg b.i.d. + 24-wk MK-7009 300 mg b.i.d. + Total
Peg-IFN + RBV / 12-wk Peg-IFN + Peg-IFN + RBV
RBV
n (%) n (%) n (%)
musculoskeletal system
antiinflammatory and antirheumatic 19 (76.0) 25 (96.2) 44 (86.3)
products
lornoxicam 0 (0.0) 1 (3.8) 1 (2.0)
loxoprofen 0 (0.0) 1 (3.8) 1 (2.0)
loxoprofen sodium 15 (60.0) 20 (76.9) 35 (68.6)
mucopolysaccharide polysulfate 5 (20.0) 4 (15.4) 9 (17.6)
naproxen 0 (0.0) 1 (3.8) 1 (2.0)
drugs for treatment of bone diseases 0 (0.0) 1 (3.8) 1 (2.0)
alendronate sodium 0 (0.0) 1 (3.8) 1 (2.0)
muscle relaxants 2 (8.0) 0 (0.0) 2 3.9
eperisone hydrochloride 1 (4.0) 0 (0.0) 1 (2.0)
rocuronium bromide 1 4.0) 0 0.0) 1 (2.0)
other drugs for disorders of 5 (20.0) 3 (11.5) 8 (15.7)
musculo-skeletal system
hyaluronate sodium 5 (20.0) 2 (7.7) 7 (13.7)
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1 2.7.4:26 HRAXDOER (044 HEBR) (FE)

caffeine (+) chlorpheniramine maleate
(+) dihydrocodeine phosphate (+)
methylephedrine hydrochloride (+)
noscapine (+) potassium
guaiacolsulfonate

12-wk MK-7009 300 mg b.i.d. + 24-wk MK-7009 300 mg b.i.d. + Total
Peg-IFN + RBV / 12-wk Peg-IFN + Peg-IFN + RBV
RBV
n (%) n (%) n (%)
musculoskeletal system
other drugs for disorders of 5 (20.0) 3 (11.5) 8 (15.7)
musculo-skeletal system
pronase 0 (0.0) 1 (3.8) 1 (2.0)
topical products for joint and muscular pain 1 (4.0) 2 (7.7) 3 5.9
camphor (+) capsaicin (+) methyl 0 (0.0) 1 (3.9) 1 (2.0)
salicylate
felbinac 1 (4.0) 1 (3.8) 2 3.9)
nervous system
analgesics 8 (32.0) 6 (23.1) 14 (27.5)
acetaminophen 2 (8.0) 2 (7.7) 4 (7.8)
acetaminophen (+) benfotiamine (+) 1 (4.0) 0 (0.0) 1 (2.0)
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1 2.7.4:26 HRAXDOER (044 HEBR) (FE)

12-wk MK-7009 300 mg b.i.d. + 24-wk MK-7009 300 mg b.i.d. + Total
Peg-IFN + RBV / 12-wk Peg-IFN + Peg-IFN + RBV
RBV
n (%) n (%) n (%)
nervous system
analgesics 8 (32.0) 6 (23.1) 14 (27.5)
acetaminophen (+) caffeine (+) 0 (0.0) 1 (3.8) 1 (2.0)
chlorpheniramine maleate (+)
salicylamide
acetaminophen (+) caffeine (+) 6 (24.0) 3 (11.5) 9 (17.6)
promethazine methylenedisalicylate (+)
salicylamide
fentanyl 1 (4.0) 0 (0.0) 1 (2.0)
pentazocine 1 4.0) 0 (0.0) 1 (2.0)
anesthetics 1 (4.0) 3 (11.5) 4 (7.8)
bupivacaine hydrochloride 1 (4.0) 0 (0.0) 1 (2.0)
epinephrine bitartrate (+) lidocaine 0 0.0) 1 (3.9) 1 (2.0)
hydrochloride
lidocaine 1 (4.0) 2 (7.7 3 (5.9
lidocaine hydrochloride 1 (4.0) 0 (0.0) 1 (2.0)
mepivacaine hydrochloride 1 (4.0) 0 (0.0) 1 (2.0)
propofol 1 (4.0 0 (0.0) 1 (2.0)

2.7.4  FRREYZE 2

- 473

c Confidential



N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

1 2.7.4:26 HRAXDOER (044 HEBR) (FE)

12-wk MK-7009 300 mg b.i.d. + 24-wk MK-7009 300 mg b.i.d. + Total
Peg-IFN + RBV / 12-wk Peg-IFN + Peg-IFN + RBV
RBV
n (%) n (%) n (%)
nervous system
anesthetics 1 (4.0) 3 (11.5) 4 (7.8)
ropivacaine hydrochloride 1 (4.0) 0 (0.0) 1 (2.0)
sevoflurane 1 4.0) 0 (0.0) 1 (2.0)
other nervous system drugs 0 (0.0) 1 (3.8) 1 (2.0)
bethanechol chloride 0 (0.0) 1 (3.9) 1 (2.0)
carpronium chloride 0 0.0) 1 (3.9) 1 (2.0)
psychoanaleptics 1 (4.0) 2 (7.7) 3 5.9
caffeine 0 (0.0) 1 (3.8) 1 (2.0)
clomipramine hydrochloride 1 (4.0) 0 (0.0) 1 (2.0)
fluvoxamine maleate 0 (0.0) 1 (3.8) 1 (2.0)
mirtazapine 1 (4.0) 0 (0.0) 1 (2.0)
sertraline hydrochloride 1 4.0) 0 0.0) 1 (2.0)
psycholeptics 7 (28.0) 10 (38.5) 17 (33.3)
alprazolam 0 (0.0) 1 (3.8) 1 (2.0)
brotizolam 2 (8.0) 3 (11.5) 5 9.8)
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{+8% 2.7.4:26

HAXDER (044 EHEBR) ()

12-wk MK-7009 300 mg b.i.d. + 24-wk MK-7009 300 mg b.i.d. + Total

Peg-IFN + RBV / 12-wk Peg-IFN + Peg-IFN + RBV

RBV

n (%) n (%) n (%)

nervous system
psycholeptics 7 (28.0) 10 (38.5) 17 (33.3)

clotiazepam 0 (0.0) 1 (3.8) 1 (2.0)
dexmedetomidine hydrochloride 1 (4.0) 0 (0.0) 1 (2.0)
diazepam 1 4.0) 0 (0.0) 1 (2.0)
estazolam 2 (8.0) 1 (3.9) 3 (5.9
ethyl loflazepate 0 0.0) 1 (3.9) 1 (2.0)
etizolam 1 (4.0) 3 (11.5) 4 (7.8)
flunitrazepam 0 (0.0) 1 (3.8) 1 (2.0)
hydroxyzine pamoate 1 (4.0) 0 (0.0) 1 (2.0)
levomepromazine maleate 1 (4.0) 0 (0.0) 1 (2.0)
lorazepam 1 (4.0) 0 (0.0) 1 (2.0)
midazolam hydrochloride 1 (4.0) 0 (0.0) 1 (2.0)
nitrazepam 1 (4.0) 0 (0.0) 1 (2.0)
rilmazafone hydrochloride 0 (0.0) 1 (3.8) 1 (2.0)
sulpiride 0 (0.0) 1 (3.8) 1 (2.0)

2.7.4  FRREYZE 2

- 475

c Confidential



N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

1 2.7.4:26 HRAXDOER (044 HEBR) (FE)

12-wk MK-7009 300 mg b.i.d. + 24-wk MK-7009 300 mg b.i.d. + Total
Peg-IFN + RBV / 12-wk Peg-IFN + Peg-IFN + RBV
RBV
n (%) n (%) n (%)
nervous system
psycholeptics 7 (28.0) 10 (38.5) 17 (33.3)
tofisopam 0 (0.0) 1 (3.8) 1 (2.0)
triazolam 3 (12.0) 3 (11.5) 6 (11.8)
zolpidem tartrate 2 (8.0) 3 (11.5) 5 9.8)
zopiclone 0 (0.0) 1 (3.9) 1 (2.0)
respiratory system
antihistamines for systemic use 10 (40.0) 15 (57.7) 25 (49.0)
bepotastine besylate 1 (4.0) 3 (11.5) 4 (7.8)
cetirizine hydrochloride 1 (4.0) 1 (3.8) 2 3.9
dexchlorpheniramine maleate 0 (0.0) 2 (7.7) 2 3.9
diphenhydramine hydrochloride 3 (12.0) 4 (15.4) 7 (13.7)
ebastine 0 0.0) 1 (3.8) 1 (2.0)
epinastine hydrochloride 1 (4.0) 2 (7.7) 3 5.9
fexofenadine hydrochloride 3 (12.0) 3 (11.5) 6 (11.8)
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{+8% 2.7.4:26

HAZXDEY (044

AER) ()

12-wk MK-7009 300 mg b.i.d. + 24-wk MK-7009 300 mg b.i.d. + Total
Peg-IFN + RBV / 12-wk Peg-IFN + Peg-IFN + RBV
RBV
n (%) n (%) n (%)
respiratory system
antihistamines for systemic use 10 (40.0) 15 (57.7) 25 (49.0)
ketotifen fumarate 1 (4.0) 1 (3.8) 2 3.9
levocetirizine dihydrochloride 1 (4.0) 1 (3.8) 2 3.9
loratadine 3 (12.0) 3 (11.5) 6 (11.8)
mequitazine 0 (0.0) 1 (3.9) 1 (2.0)
cough and cold preparations 7 (28.0) 7 (26.9) 14 (27.5)
ambroxol hydrochloride 1 (4.0) 3 (11.5) 4 (7.8)
benproperine phosphate 2 (8.0) 1 (3.8) 3 (5.9)
carbocysteine 4 (16.0) 3 (11.5) 7 (13.7)
cloperastine hydrochloride 1 (4.0) 0 (0.0) 1 (2.0)
codeine phosphate 2 (8.0) 1 (3.9) 3 (5.9
dextromethorphan hydrobromide 4 (16.0) 3 (11.5) 7 (13.7)
tipepidine hibenzate 0 (0.0) 1 (3.8) 1 (2.0)
drugs for obstructive airway diseases 2 (8.0) 2 (7.7) 4 (7.8)
aminophylline 0 (0.0) 1 (3.8) 1 (2.0)
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1 2.7.4:26 HRAXDOER (044 HEBR) (FE)

12-wk MK-7009 300 mg b.i.d. + 24-wk MK-7009 300 mg b.i.d. + Total
Peg-IFN + RBV / 12-wk Peg-IFN + Peg-IFN + RBV
RBV
n (%) n (%) n (%)
respiratory system
drugs for obstructive airway diseases 2 (8.0) 2 (7.7) 4 (7.8)
clenbuterol 0 (0.0) 1 (3.8) 1 (2.0)
cromolyn sodium 1 (4.0) 0 (0.0) 1 (2.0)
fluticasone propionate (+) salmeterol 0 (0.0) 1 (3.8) 1 (2.0)
xinafoate
methylephedrine hydrochloride 1 4.0) 0 0.0) 1 (2.0)
pranlukast 0 (0.0) 2 (7.7) 2 3.9
procaterol hydrochloride 0 (0.0) 1 (3.8) 1 (2.0)
tranilast 1 (4.0) 0 (0.0) 1 (2.0)
nasal preparations 1 (4.0) 5 (19.2) 6 (11.8)
levocabastine hydrochloride 0 0.0) 4 (15.4) 4 (7.8)
phenylephrine hydrochloride 1 4.0) 1 (3.9) 2 3.9)
tramazoline hydrochloride 0 (0.0) 1 (3.8) 1 (2.0)
other respiratory system products 1 (4.0) 0 (0.0) 1 (2.0)
sivelestat sodium 1 (4.0) 0 (0.0) 1 (2.0)
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1 2.7.4:26 HRAXDOER (044 HEBR) (FE)

tropicamide

12-wk MK-7009 300 mg b.i.d. + 24-wk MK-7009 300 mg b.i.d. + Total

Peg-IFN + RBV / 12-wk Peg-IFN + Peg-IFN + RBV

RBV

n (%) n (%) n (%)

sensory organs
ophthalmologicals 7 (28.0) 12 (46.2) 19 (37.3)

boric acid (+) potassium chloride (+) 1 (4.0) (0.0) 1 (2.0)
sodium carbonate (+) sodium chloride
(+) sodium phosphate, dibasic
chlorpheniramine maleate (+) 1 (4.0) 0 (0.0) 1 (2.0)
neostigmine methylsulfate (+)
potassium aspartate (+) pyridoxine
hydrochloride (+) tetrahydrozoline
hydrochloride (+) vitamin A palmitate
(+) vitamin E acetate
dorzolamide hydrochloride (+) timolol 0 0.0) 1 (3.9) 1 (2.0)
maleate
latanoprost 0 (0.0) 1 (3.8) 1 (2.0)
olopatadine hydrochloride 3 (12.0) (11.5) 6 (11.8)
phenylephrine hydrochloride (+) 6 (24.0) 8 (30.8) 14 (27.5)
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{+8% 2.7.4:26

HAZXDEY (044

AER) ()

12-wk MK-7009 300 mg b.i.d. + 24-wk MK-7009 300 mg b.i.d. + Total
Peg-IFN + RBV / 12-wk Peg-IFN + Peg-IFN + RBV
RBV
n (%) n (%) n (%)
systemic hormonal preparations, excl. sex hormones and insulins
corticosteroids for systemic use 7 (28.0) 8 (30.8) 15 (29.4)
betamethasone 0 (0.0) 1 (3.8) 1 (2.0)
betamethasone butyrate propionate 2 (8.0) 2 (7.7) 4 (7.8)
betamethasone sodium phosphate 0 (0.0) 1 (3.8) 1 (2.0)
dexamethasone 2 (8.0) 2 7.7 4 (7.8)
dexamethasone dipropionate 0 0.0) 1 (3.9) 1 (2.0)
dexamethasone valerate 1 (4.0) 0 (0.0) 1 (2.0)
hydrocortisone 1 (4.0) 0 (0.0) 1 (2.0)
methylprednisolone sodium succinate 1 (4.0) 0 (0.0) 1 (2.0)
prednisolone 0 (0.0) 1 (3.8) 1 (2.0)
prednisolone valerate acetate 1 (4.0) 0 (0.0) 1 (2.0)
triamcinolone acetonide 2 (8.0) 4 (15.4) 6 (11.8)
thyroid therapy 4 (16.0) 2 7.7) 6 (11.8)
levothyroxine sodium 4 (16.0) 2 (7.7) 6 (11.8)
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1 2.7.4:26 HRAXDOER (044 HEBR) (FE)

cinnamon (+) ephedra (+) ginger (+)
jujube (+) kudzu

12-wk MK-7009 300 mg b.i.d. + 24-wk MK-7009 300 mg b.i.d. + Total
Peg-IFN + RBV / 12-wk Peg-IFN + Peg-IFN + RBV
RBV
n (%) n (%) n (%)
various
all other therapeutic products 3 (12.0) 6 (23.1) 9 (17.6)
Asian ginseng (+) Chinese licorice (+) 0 (0.0) 1 3.3 1 (2.0)
jujube (+) ophiopogon (+) pinellia (+)
rice sprout
Asian ginseng (+) calcium sulfate (+) 0 (0.0) 1 (3.9) 1 (2.0)
Chinese licorice (+) chrysanthemum (+)
citrus unshiu (+) gambir (+) ginger (+)
ophiopogon (+) pinellia (+) poria (+)
siler
Asian ginseng (+) cang zhu atractylodes 1 (4.0) 1 (3.8) 2 3.9
(+) Chinese licorice (+) citrus unshiu
(+) ginger (+) jujube (+) pinellia (+)
poria
Chinese licorice (+) Chinese peony (+) 1 (4.0) 1 (3.8) 2 3.9
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{+8% 2.7.4:26

HAZXDEY (044

AER) ()

12-wk MK-7009 300 mg b.i.d. + 24-wk MK-7009 300 mg b.i.d. + Total
Peg-IFN + RBV / 12-wk Peg-IFN + Peg-IFN + RBV
RBV
n (%) n (%) n (%)
various
all other therapeutic products 3 (12.0) 6 (23.1) 9 (17.6)
cang zhu atractylodes (+) Geranium 0 (0.0) 1 (3.8) 1 (2.0)
thunbergii (+) magnolia (+)
phellodendron (+) Swertia japonica
flumazenil 1 (4.0) 0 (0.0) 1 (2.0)
nonivamide 0 0.0) 1 (3.9) 1 (2.0)
olive oil 0 (0.0) 1 (3.8) 1 (2.0)
contrast media 0 (0.0) 1 (3.8) 1 (2.0)
iomeprol 0 (0.0) 1 (3.8) 1 (2.0)
general nutrients 0 (0.0) 1 (3.8) 1 (2.0)
lactose 0 (0.0) 1 (3.8) 1 (2.0)

Every patient is counted a single time for each applicable specific concomitant medication. A patient with multiple concomitant medications within a medication
category is counted a single time for that category.
A medication class or specific medication appears on this report only if its incidence in one or more of the columns is greater than or
specified in the report title, after rounding.

equal to the percent incidence
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T8k 2.7.4:27 HRAEOEH (045 38R

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV
n (%)
Patients in population 42
With one or more concomitant medications 42 (100.0)
With no concomitant medications 0 (0.0)
alimentary tract and metabolism
antidiarrheals, intestinal antiinflammatory/antiinfective agents 5 (11.9)
Bacillus pumilus (+) Clostridium butyricum (+) Enterococcus faecium 1 2.4)
Bacillus subtilis (+) Lactobacillus acidophilus (+) Streptococcus faecalis 1 2.4)
Bifidobacterium bifidum 1 2.4)
Clostridium butyricum 3 (7.1)
loperamide hydrochloride 1 2.4)
antiemetics and antinauseants 1 2.4)
meclizine hydrochloride (+) scopolamine hydrobromide 1 2.4)
bile and liver therapy 2 4.8)
ursodiol 2 4.8)
drugs for acid related disorders 24 (57.1)
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T 2.7.4:27 HRAXDOER (045 EHER) (FE)

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV
n (%)
alimentary tract and metabolism
drugs for acid related disorders 24 (57.1)
almasilate (+) Bacillus coagulans (+) cassia (+) Chinese licorice (+) clove (+) 1 2.4)
fennel (+) ginger (+) hydrotalcite (+) lipase (+) magnesium hydroxide (+) Mallotus
japonicus (+) menthol (+) phellodendron (+) t
aluminum hydroxide (+) magnesium hydroxide 1 2.4)
calcium carbonate (+) Chinese licorice (+) cinnamon (+) clove (+) coptis (+) fennel 1 2.4)
(+) ginger (+) menthol (+) Sichuan pepper (+) silodrate (+) sodium bicarbonate (+)
taka-diastase
cimetidine 1 (2.4)
esomeprazole magnesium 1 2.4)
famotidine 3 (7.1)
lafutidine 1 (2.4)
lansoprazole 1 2.4)
levoglutamide (+) sodium gualenate 1 2.4)
magnesium oxide 3 (7.1)
nizatidine 3 (7.1)
omeprazole 2 (4.8)
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T 2.7.4:27 HRAXDOER (045 EHER) (FE)

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV

n (%)

alimentary tract and metabolism

drugs for acid related disorders 24 (57.1)
rabeprazole sodium 4 9.5)
rebamipide 5 (11.9)
roxatidine acetate hydrochloride 1 2.4)
sodium gualenate 3 (7.1)
sucralfate 1 2.4)
teprenone 8 (19.0)

drugs for constipation 6 (14.3)
aloe vera (+) Chinese licorice (+) Chinese rhubarb (+) senna 1 (2.4)
calcium polycarbophil 1 2.4
electrolytes (unspecified) (+) polyethylene glycol 4000 1 2.4)
polyethylene glycol 400 (+) potassium chloride (+) sodium bicarbonate (+) sodium 1 2.4)
chloride (+) sodium sulfate
senna 1 2.4)
sennosides 2 (4.8)
sodium picosulfate 1 2.4)
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T 2.7.4:27 HRAXDOER (045 EHER) (FE)

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV

n (%)
alimentary tract and metabolism
drugs for functional gastrointestinal disorders 12 (28.6)
butylscopolamine bromide 1 2.4)
domperidone 5 (11.9)
metoclopramide hydrochloride 4 9.5)
mosapride citrate 4 9.5)
simethicone 1 2.4)
trimebutine maleate 1 2.4)
drugs used in diabetes 2 4.8)
gliclazide 1 (2.4)
nateglinide 1 2.4)
vildagliptin 1 2.4
mineral supplements 1 2.4)
calcium aspartate 1 2.4)
vitamins 1 2.4)
ascorbic acid 1 (2.4)
cyanocobalamin (+) pyridoxine hydrochloride (+) thiamine disulfide 1 2.4)
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24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV

n (%)

antiinfectives for systemic use

antibacterials for systemic use 12 (28.6)
amoxicillin 1 2.4)
azithromycin 1 (2.4)
cefcapene pivoxil hydrochloride 2 4.8)
cefdinir 1 2.4)
cefoperazone 1 2.4)
ceftriaxone sodium 1 2.4)
fosfomycin calcium 2 4.8)
levofloxacin 2 (4.8)
ofloxacin 1 2.4)
sultamicillin tosylate 1 2.4)
tosufloxacin tosylate 1 2.4)

vaccines 3 (7.1)
influenza virus split virion 3v vaccine inactivated 3 (7.1)
pneumococcal 23v polysaccharide vaccine 1 2.4)
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T 2.7.4:27 HRAXDOER (045 EHER) (FE)

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV

n (%)

blood and blood forming organs

antianemic preparations 2 (4.8)
mecobalamin 2 4.8)

antihemorrhagics 1 (2.4)
tranexamic acid 1 2.4)

blood substitutes and perfusion solutions 5 (11.9)
amino acids (unspecified) (+) electrolytes (unspecified) (+) vitamins (unspecified) 1 2.4)
dextrose (+) electrolytes (unspecified) (+) sodium lactate 1 2.4)
dextrose (+) sodium chloride (+) sodium lactate 2 4.8)
electrolytes (unspecified) (+) maltose (+) sodium lactate 1 2.4)
potassium chloride (+) sodium chloride 1 2.4)

cardiovascular system

agents acting on the renin-angiotensin system 4 9.5)
amlodipine besylate (+) valsartan 1 2.4)
candesartan cilexetil 1 2.4)
olmesartan medoxomil 1 (2.4)

2.7.4  FRREYZE 2

- 488

c Confidential



N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

T 2.7.4:27 HRAXDOER (045 EHER) (FE)

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV
n (%)
cardiovascular system
agents acting on the renin-angiotensin system 4 9.5)
valsartan 1 2.4)
beta blocking agents 1 2.4)
timolol maleate 1 2.4)
calcium channel blockers 1 2.4)
nifedipine 1 (2.4)
cardiac therapy 1 2.4)
adenosine triphosphate disodium 1 2.4)
lipid modifying agents 1 2.4)
vitamin E nicotinate 1 2.4)
vasoprotectives 1 2.4)
Escherichia coli (+) hydrocortisone 1 2.4
dermatologicals
antibiotics and chemotherapeutics for dermatological use 1 2.4)
bacitracin (+) neomycin sulfate 1 (2.4)
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T 2.7.4:27 HRAXDOER (045 EHER) (FE)

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV
n (%)
dermatologicals
antifungals for dermatological use 3 (7.1)
butenafine hydrochloride 1 2.4)
ketoconazole 1 (2.4)
lanoconazole 1 2.4)
terbinafine hydrochloride 1 2.4)
antipruritics, incl. antihistamines, anesthetics, etc. 5 (11.9)
diphenhydramine hydrochloride (+) enoxolone (+) zinc oxide 5 (11.9)
antiseptics and disinfectants 3 (7.1)
guaiazulene 2 (4.8)
povidone-iodine 1 2.4)
corticosteroids, dermatological preparations 15 (35.7)
betamethasone valerate 1 2.4)
betamethasone valerate (+) gentamicin sulfate 4 9.5)
clobetasol propionate 1 2.4)
clobetasone butyrate 1 (2.4)
crotamiton (+) hydrocortisone 1 2.4)
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T 2.7.4:27 HRAXDOER (045 EHER) (FE)

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV

n (%)

dermatologicals

corticosteroids, dermatological preparations 15 (35.7)
diflorasone diacetate 3 (7.1)
difluprednate 3 (7.1)
diphenhydramine hydrochloride (+) hydrocortisone acetate (+) neomycin sulfate 1 2.4)
fluocinolone acetonide 1 2.4)
hydrocortisone (+) oxytetracycline hydrochloride 1 2.4)
methylprednisolone (+) neomycin sulfate 1 2.4)
mometasone furoate 1 2.4)

emollients and protectives 2 (4.8)
petrolatum, white 1 2.4)
urea 1 (2.4)

other dermatological preparations 1 2.4)
salicylic acid 1 2.4)

musculoskeletal system

antigout preparations 1 2.4)
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24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV

n (%)

musculoskeletal system

antigout preparations 1 2.4)
allopurinol 1 2.4)

antiinflammatory and antirheumatic products 24 (57.1)
diclofenac sodium 3 (7.1)
flurbiprofen 1 2.4)
ibuprofen 2 (4.8)
ketoprofen 2 (4.8)
loxoprofen 2 4.8)
loxoprofen sodium 16 (38.1)
mefenamic acid 1 2.4)
mucopolysaccharide polysulfate 4 9.5)

other drugs for disorders of musculo-skeletal system 2 (4.8)
hyaluronate sodium 2 4.8)

nervous system

analgesics 17 (40.5)
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T 2.7.4:27 HRAXDOER (045 EHER) (FE)

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV

n (%)
nervous system
analgesics 17 (40.5)
acetaminophen 7 (16.7)
acetaminophen (+) caffeine (+) promethazine methylenedisalicylate (+) 8 (19.0)
salicylamide
acetaminophen (+) tramadol hydrochloride 1 2.4)
chondroitin sulfate sodium (+) sodium salicylate 1 2.4)
eletriptan hydrobromide 1 2.4)
meperidine hydrochloride 1 2.4)
rizatriptan benzoate 1 (2.4)
antiepileptics 1 2.4
clonazepam 1 2.4)
pregabalin 1 2.4
psycholeptics 3 (7.1)
alprazolam 1 2.4)
brotizolam 2 (4.8)
diazepam 1 2.4)
etizolam 1 2.4)
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24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV

n (%)

nervous system

psycholeptics 3 (7.1)
ramelteon 1 2.4)
triazolam 1 (2.4)
zolpidem tartrate 1 2.4)

respiratory system

antihistamines for systemic use 9 (21.4)
bepotastine besylate 3 (7.1)
chlorpheniramine maleate 1 2.4)
dexchlorpheniramine maleate 1 (2.4)
diphenhydramine hydrochloride 2 (4.8)
epinastine hydrochloride 1 2.4
fexofenadine hydrochloride 3 (7.1)
levocetirizine dihydrochloride 1 2.4)

cough and cold preparations 11 (26.2)
ambroxol hydrochloride 2 (4.8)
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24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV

n (%)

respiratory system

cough and cold preparations 11 (26.2)
benproperine phosphate 1 2.4)
bromhexine hydrochloride 1 (2.4)
carbocysteine 4 9.5)
codeine phosphate 3 (7.1)
dextromethorphan hydrobromide 1 2.4
dimemorfan phosphate 2 (4.8)
tipepidine hibenzate 1 2.4)

drugs for obstructive airway diseases 2 (4.8)
beclomethasone dipropionate 1 2.4
pranlukast 1 2.4)

nasal preparations 1 2.4
levocabastine hydrochloride 1 2.4)

sensory organs

ophthalmologicals 7 (16.7)
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T 2.7.4:27 HRAXDOER (045 EHER) (FE)

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV

n (%)

sensory organs

ophthalmologicals 7 (16.7)
borneol (+) camphor (+) chlorpheniramine maleate (+) dipotassium glycyrrhizate 1 2.4)
(+) menthol (+) pyridoxine hydrochloride (+) tetrahydrozoline hydrochloride
latanoprost 1 (2.4)
latanoprost (+) timolol maleate 1 2.4)
phenylephrine hydrochloride (+) tropicamide 4 9.5)
tafluprost 1 2.4)

systemic hormonal preparations, excl. sex hormones and insulins

corticosteroids for systemic use 9 (21.4)
betamethasone (+) dexchlorpheniramine maleate 1 (2.4)
betamethasone butyrate propionate 1 2.4
betamethasone sodium phosphate 1 2.4)
dexamethasone 1 2.4)
prednisolone 1 2.4
prednisolone valerate acetate 1 (2.4)
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T 2.7.4:27 HRAXDOER (045 EHR) (FE)

24-wk MK-7009 300 mg b.i.d. + Peg-IFN + RBV
n (%)
systemic hormonal preparations, excl. sex hormones and insulins
corticosteroids for systemic use 9 (21.4)
triamcinolone acetonide 4 9.5)
various
all other therapeutic products 6 (14.3)
Asian ginseng (+) cang zhu atractylodes (+) Chinese licorice (+) citrus unshiu (+) 4 9.5)
ginger (+) jujube (+) pinellia (+) poria
Chinese licorice (+) Chinese peony (+) cinnamon (+) ephedra (+) ginger (+) jujube 1 2.4)
(+) kudzu
naloxone hydrochloride 1 (2.4)
contrast media 1 (2.4)
iohexol 1 2.4)
Every patient is counted a single time for each applicable specific concomitant medication. A patient with multiple concomitant medications within a medication
category is counted a single time for that category.
A medication class or specific medication appears on this report only if its incidence in one or more of the columns is greater than or equal to the percent incidence
specified in the report title, after rounding.
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T8k 2.7.4:28 FRERKBREEDHERE (043 BHER)
1) BRRREE (FHE) DH®B
Graph of Mean Value for Hemoglobin (gm/dL) by Treatment Group Over Time
(All Patients as Treated)
—e— 12-wk MK-7009 300 mg bid + Peg-IFN + RBV / 12-wk PBO + Peg-IFN + RBV

—-o - 24-wk MK-7009 300 mg bid + Peg-IFN + RBV
- & = 24-wk PBO + Peg-IFN + RBV / 24-wk Peg-IFN + RBV
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8% 2.7.428 FREHERREEOHR (043 BHER)

1) BRRBRERE (FHE) O#%

Graph of Mean Value for Neutrophils (/microL) by Treatment Group Over Time

(All Patients as Treated)

—e— 12-wk MK-7009 300 mg bid + Peg-IFN + RBV / 12-wk PBO + Peg-IFN + RBV
— o - 24-wk MK-7009 300 mg bid + Peg-IFN + RBV
—x = 24-wk PBO + Peg-IFN + RBV / 24-wk Peg-IFN + RBV
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8% 2.7.4:28

1) BRRBRERE (FHE) O#%

Graph of Mean Value for Creatinine (mg/dL) by Treatment Group Over Time

ILRARREEOHT (043 B (&)

(All Patients as Treated)

—e— 12-wk MK-7009 300 mg bid + Peg-IFN + RBV / 12-wk PBO + Peg-IFN + RBV
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— &= 24-wk PBO + Peg-IFN + RBV / 24-wk Peg-IFN + RBV

0.70 l

0.69

B
'@ 0.66
=
§ 0.65 >
ko] M VRN ’
2 1 i
<
§ 0.64 —
0.63 —
0.62 —
0.61
012345678 1012 16 20 24 28 32 36 40 44 48 'FU4 FU 12 'FU 2°U 24
i Weeks Since Randomization
Number of Patients
MK7009/Placebo 98 . . 96 . . 95 . o4 o2 90 90 89 90 920 90
MK7009 97 . . 95 . . 95 . o4 o3 o2 o2 o2 o2 89 o1
Placebo 98 . . 97 . . 96 . o4 93 90 920 82 80 79 67 66 66 84 68 68 69

2.7.4  FRREYZE 2
- 500 -

c Confidential



N=FLENL B EAH
2.7 FRAREE
2.7.4  FRRHZ 2

T8k 2.7.4:28 FRERABREEDOHRE (043 HEK) (&)
1) BRRBRERE (FHE) O#%

Graph of Mean Value for Aspartate Aminotransferase (IU/L) by Treatment Group Over Time
(All Patients as Treated)

—e— 12-wk MK-7009 300 mg bid + Peg-IFN + RBV / 12-wk PBO + Peg-IFN + RBV
—-o = 24-wk MK-7009 300 mg bid + Peg-IFN + RBV

- &= 24-wk PBO + Peg-IFN + RBV / 24-wk Peg-IFN + RBV
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1) BRRRERE (THIE) DH®
Graph of Mean Value for Alanine Aminotransferase (IU/L) by Treatment Group Over Time
(All Patients as Treated)
—e— 12-wk MK-7009 300 mg bid + Peg-IFN + RBV / 12-wk PBO + Peg-IFN + RBV

—-o = 24-wk MK-7009 300 mg bid + Peg-IFN + RBV
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Graph of Mean Value for Bilirubin (mg/dL) by Treatment Group Over Time
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T8k 2.7.4:28 FRERABREEDOHRE (043 HEK) (&)

2) R=XASAUMLDFEHEILEDHTE

Graph of Mean Change From Baseline in Hemoglobin (gm/dL) by Treatment Group Over Time

(All Patients as Treated)

—e— 12-wk MK-7009 300 mg bid + Peg-IFN + RBV / 12-wk PBO + Peg-IFN + RBV
—-o = 24-wk MK-7009 300 mg bid + Peg-IFN + RBV
— &= 24-wk PBO + Peg-IFN + RBV / 24-wk Peg-IFN + RBV
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Graph of Mean Change From Baseline in Neutrophils (/microL) by Treatment Group Over Time
(All Patients as Treated)
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ILRAREEOHT (043 HER) (&)

Graph of Mean Change From Baseline in Creatinine (mg/dL) by Treatment Group Over Time

(All Patients as Treated)
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Graph of Mean Change From Baseline in Aspartate Aminotransferase (IU/L) by Treatment Group Over Time
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2) R=R54 U oDTEHEILEDHTS
Graph of Mean Change From Baseline in Alanine Aminotransferase (IU/L) by Treatment Group Over Time
(All Patients as Treated)
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