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Boceprevir for Untreated Chronic HCV Genotype 1 Infection

Fred Poordad, M.D., Jonathan McCone, Jr., M.D., Bruce R. Bacon, M.D., Savino Bruno, M.D.,
Michael P. Manns, M.D., Mark S. Sulkowski, M.D., Ira M. Jacobson, M.D., K. Rajender Reddy, M.D.,
Zachary D. Goodman, M.D., Ph.D., Navdeep Boparai, M.S., Mark J. DiNubile, M.D., Vilma Sniukiene, M.D.,
Clifford A. Brass, M.D., Ph.D., Janice K. Albrecht, Ph.D., and Jean-Pierre Bronowicki, M.D., Ph.D.,
for the SPRINT-2 Investigators*

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=383) (N=3868) vs. Group 1 (N=366) vs. Group 1

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

Fatigue 196 (53
Headache 168 (46
Mausea 175 (43 0.16 159 (43 0.76

182 (49 <0.001 179 (49 <0.001

) 0.09 209 (57)
) )
) )
) )
Pyrexia 123 (33) 0.99 118 (32) 0.81
) )
) )
) )

0.37 167 (46

0.50
0.37

Chills 134 (36 0.02 121 (33 0.15

: Eysgeusm) 137 (37 <0.001 156 (43 <0.001

Insemnia 117 (32 0.37 122 (33 0.81
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Telaprevir and Peginterferon with or without
Ribavirin for Chronic HCV Infection

Christophe Hézode, M.D., Nicole Forestier, M.D., Geoffrey Dusheiko, M.D.,
Peter Ferenci, M.D., Stanislas Pol, M.D., Tebias Geoeser, M.D.,
Jean-Pierre Bronowicki, M.D., Marc Bourliére, M.D., Shahin Gharakhanian, M.D.,
Leif Bengtsson, B.S.C., Lindsay McNair, M.D., M.P.H., Shelley George, M.D.,
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)
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