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Boceprevir for Untreated Chronic HCV Genotype 1 Infection
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Table 3. Common Clinical Adverse Events, Resistance-Associated HCV Variants, and Hematologic Abnormalities, According to Treatment
Group.*

Group 1 Group 2 P Value for Group 2 Group 3 P Value for Group 3
Adverse Event (N=1363) (N=1368) vs. Group 1 (N=1366) Vs, Group 1

Investigator-reported clinical adverse events — no. (%)

Fatigue 196 (53
Headache 165 (46
Mausea 175 (48
182 (49
Pyrexia 123 (33
Chills 134 (36

Dysgeusia) 137 (37

Insemnia 117 (32

0.09 209 (57
0.37 167 (46
0.16 159 (43
=0.001 179 (49
0.99 118 (32
0.02 121 (33
=0.001 156 (43
0.87 122 (33

0.50
0.37
0.76
=0.001
0.81
0.15
=0.001
0.81
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Tara Kieffer, Ph.D., Ann Kwong, Ph.D., Robert S. Kauffman, M.D., Ph.D.,
John Alam, M.D., Jean-Michel Pawlotsky, M.D., Ph.D., and Stefan Zeuzem, M.D.,
for the PROVE2 Study Team™

Table 4. Incidence of Adverse Events and Severe (Grade 3) Adverse Events between Baseline and Week 48, According to Treatment Group.*

System Organ Class
or Preferred Term

Any

General disorder or administra-
tion-site condition

Asthenia
Influenza-like illness
Fatigue

Pyrexia

Skin or subcutaneous-tissue
disorder

Severe Adverse Events

T12PR12 T12P12
(N=82) (N=78)

Adverse Events

T12PR12  TI12P12
(N=82)  (N=78)

T12PR24
(N=81)

PR43
(N=82)

T12PR24
(N=81)

number of patients (percent)
81 (99) 13 (16) 17 (21)
73 (89) 1(1) 4 (5)

80 (99)
72 (89)

82 (100)
75 (91)

78 (100)
65 (83)

10 (13)

37 (46) 43 (52)
32 (40) 32 (39)
21 (26) 23 (28)
14 (17) 15 (18)
74 (91) 78 (95)

30 (38)
28 (36)
26 (33)
15 (19)
68 (87)

26 (32) 1(1) 3 (4)
43 (52) 0 0

30 (37) 0 1(1)
19 (23) 0 1(1)
60 (73) 7 (9)

41 (51)
21 (26)
40 (49)

52 (63)
21 (26)
36 (44)

46 (59)
22 (28)
37 (47)

29 (35) 1(1)
29 (35) 0
29 (35) 5 (6)

PR48
(N=82)

13 (16)

22 (27) 15 (18) 7 (9) 14 (17) 3 (4)







Table 1. Phase 2 Studies of HCV Protease Inhibitors in Coinfected Patients

ctions medicamelt

Telaprevir

Boceprevir

HCV treatment population
HIV treatment population
Antiretroviral therapy

HCV regimen

Lead-in phase

Duration of Pl treatment (wk)
Duration of PR treatment (wk)

Response-guided therapy
Virologic futility rules

HCV Pl PK measured
ART PK measured

Naive

Genotype 1

CD4 =5004 cells/mm?3; CD4 =300° cells/mm?3

HIV RNA =100,0002 copies/mL; =50° copies/mL

+ TDF/FTC

TV/r + TDF/FTC Dosage

TLV 750 mg every 8 hours or 1125 mg every 8
hours (if EFV was coadministered) + PEG-IFN
alfa-2a 180 pg/wk + RBV 800 mg/day*

No

12
48
No
Wk 4 or 8 HCV RNA =1000 IU/mL
Week 12 =1000 IU/mL?
Week 12 <2 logyq decline®
Week 24 detectable HCV RNA
Yes
Yes

Naive
Genotype 1
CD4 =200 cells/mm?3
HIV RNA <50 copies,/mL
No NNRTIs
All other drugs permitted
BOC 800 mg every 8 hours + PEG-IFN alfa-2b (1.5
pg - kg1 - day 1) + weight-based RBV
(600-1400 mg/day)
Yes
44
48
No
Week 12 <2 log,y decline
Week 24 detectable HCV RNA

Yes

GASTROENTEROLOGY 2012;142:1324-1334




lelaprevir

IP \TV

EFV : dose TVR
Etravirine ok
Rilpivirine ok
Raltegravir ok ok

ET TOUS LES AUTRES MEDICAMENTS



Hepatitis Drug Interactions

'91 Boceprevir & Telaprevir

Chars revised Seprember 2012 Furmhar informanion avaNable ar wanw. hep-druginsracmns. ong

@ LIVERPOOL

Please note that if a drug is not listed it cannot automatically be assumed it is safe to coadminister.
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Anemie 2 FREQUENTE
NFSplaquettes/semaine

Position de I’AFEF
Si la virémie est détectable, dose de ribavirine
maintenue. EPO prescrite

Si la virémie est indétectable, dose de ribavirine
peut étre diminuée. Utilisation de 'EPO discutée
au cas par cas.

*Annales de dermatologie et de venereologie (2012) 139, 391—394



Anemiesiproposit

-

St viremi

Si Hb 1 g/dl en 1 semaine
ou 2 g/dl en 1 mois

Hb baisse 1 g/dl > 15j
ou n‘augmente pas1g/dL>4s

Réduire de 50% EPO Néorecormon 60 000
4
Réintroduire EPO si \
Hb < 10 g/dL En I'absence de réponse

Poursuivre Neorecormon
ajuster doses de ribavirine

Surveillance NF/semaine



Anemie : proposit

-

8g5< Hb < 10 g/dL ou chute 2g en 15 jours AVEC Hb <12g/dL Hb < 8g5 /dL

Neorecormon 30 000
N J]JJJJJJJ r].u y]r]n e a6 JJJ mg

10g < Hb < 12 g/dL 8g5 < Hb < 10g/dL Hb < 8g5 /dL
Ribavirine faible dose + Néorecormon 60 000 Stop ribavirine
Néorecormon

S " N _ évaluation cas par cas
urveillance NF/semaine besoin transfusionnel



Usuelle: P
+ NFS pl
+ Derma
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