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EXPEDITION-I:
Efficacy and Safety of Glecaprevir/Pibrentasvir in
Adults with Chronic Hepatitis C Virus Genotype 1, 2,4, 5 or 6
Infection and Compensated Cirrhosis

X. Forns, S. Lee, J. Valdes, S. Lens, R. Ghalib, H. Aguilar, F. Felizarta, T. Hassanein, H. Hinrichsen, D. Rincon,
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G/P 300 mg/120 mg
N=146




Characteristic

Male, n (%)
Age, median (range), years
White race,” n (%)
BMI, median (range), kg/m?
HCV genotype, n (%)t

1a

1b

2

4
5
6

HCV RNA, median (range) log,, lU/mL
Treatment-naive
Treatment-experienced
IFN-based (IFN/peglIFN + RBV)
SOF-based (SOF + RBV % peglFN )
Platelet count <100,000, 10%/L

INR <1.7
Total bilirubin =22, mg/dL

Albumin =LLN
Child-Pugh score at screening

12-week G/P
N =146
90 (62)

60 (26-88)
120 (82)
29 (18-55)

48 (33)
39 (27)
34 (23)
16 (11)
2 (1)
7 (5)

12-week G/P
N =146
6.1 (3.1-7.4)
110 (75)
36 (25)
25 (69)

11 (31)
29 (20)
144 (99)
5(3)
145 (99)

133 (91)




Target(s), n (%)"

None

NS3 only

NS5A only

NS3 + NS5A

12-week G/P
N =133*

76 (57)

2(2)

53 (40)

2(2)




Event, n (%)

Any AE
Any serious AE
DAA-related serious AE
Any AE leading to discontinuation of study drug
Death’
Common AEs (occurring in 210% of patients)
Fatigue
Headache
Pruritus
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"‘MANAGEMENT TREATM

12-week G/P
N=146
101 (69)
11 (8)

0
0
1(0.7)

28 (19)
20 (14)
14 (10)
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Efficacy and Safety of Glecaprevir/Pibrentasvir
in Patients Coinfected with Hepatitis C Virus and
Human Immunodeficiency Virus-1: the EXPEDITION-2 Study

** J. Rockstroh, K. Lacombe, R.M. Viani, C. Orkin, D. Wyles, A. Luetkemeyer, R. Soto-Malave, R. Flisiak, S.
*‘ Bhagani, K.E. Sherman, T. Shimonova, P. Ruane, J. Sasadeusz, J. Slim, Z. Zhang, T.I. Ng, R. Trinh, M. Sulkowski




8-week G/P
N=137
(no cirrhosis)

12-week G/P
N=16
(with cirrhosis)

Raltegravir (RAL) BID
Dolutegravir (DTG) QD or BID
Allowed ART Anchor Agents L
(All Patients) Rilpinvirine (RPV) QD

Elvitegravir /Cobicistat
(EVG/COBI) QD

_ WithoutiCirrnosisll With Cirrhosis DR (DRC\1/2)+ Alimiavls ()
Allowed ART Regimens

Fibroscan or <12.5kPa 212.5 kPa (Patients without Cirrhosis) DRV/COBI QD
FibroTest and APRI <0.48 + <1 20.75 + >2 Lopinavir/r BID

Tenofovir Disoproxil Fumarate
(TDF)

Allowed N(Y)RTI Backbone Tenofovir Alafenamide (TAF)
(EUENS) Abacavir (ABC)
Emtricitabine (FTC)
Lamivudine (3TC)




Characteristics

Male, n (%)
Age, median (range), years
BM, median (range), kg/m?
Race, n (%)

White

Black
Genotype, n(%)

1

Subtype 1a
Subtype 1b

HCV RNA, median (range), logyo IU/mL
HCV treatment-naive, n (%)
HCV treatment-experienced, n(%)
IFN-based
SOF-based
Fibrosis Stage, n (%)
FO-F1
F2

Characteristics

CD4+ cell count, median (range), cells/mm?
No antiretroviral therapy, n (%)
Anchor ARV Agent, n (%)
Raltegravir
Dolutegravir
Rilpinvirine
Elvitegravir/cobi
Darunavir/r
Lopinavir/r
N(t)RTI backbone agent, n (%)
Tenofovir disoproxil fumarate
Tenofovir alafenamide
Abacavir
Concomitant PPI use, n (%)
IDU within 12 months, n (%)

IDU >12 months prior to screening, n (%)

On opiate substitution therapy, n (%)

Without Cirrhosis 8 Weeks N = 137
113 (83)
45 (23-74)
45 (23-74)

106 (77)
24 (18)

84 (61)
66 (48)
18 (13)
12(9)
22 (16)
16 (12)
0
3(2)
6.2 (4.0-7.4)
111 (81)
26 (19)
23 (17)
3(2)

120 (88)
2(1)
15 (11)

i W

Without Cirrhosis 8 Weeks N =
588 (154-2103)
91137 (7)

39 (29)
62 (45)
27 (20)
1(1)
0
0

74 (54)
6 (4)
49 (36)
11(8)
3(2)
62 (45)
11(8)

With Cirrhosis 12 Weeks N = 16
15 (94)
50 (35-62)
27.6 (21.6-38.2)

15 (94)
1(6)

10 (63)
5(31)
5(31)
1(6)
4(25)
1(6)
0
0
6.1(4.4-7.0)
14 (87)
2(13)
2(13)
0

With Cirrhosis 12 Weeks N = 16
545 (222-1806)
0

13 (81)
0
3(19)
1(6)
1(6)
10 (63)
2(13)




Event, n (%) ithout Cirrhosis 8 Weeks N = 137 With Cirrhosis 12 Weeks N = 16

Any AE 86 (63)
Serious AE 2 (1.5)
DAA-related serious AE 0
AE leading to discontinuation 0
AEs occurring in 25% of overall patients

Fatigue 18 (13)

Nausea 12 (9)

Headache 12(9)

Nasopharyngitis 12 (9)
Laboratory Abnormalities*

ALT, grade 23 (>5 x ULN)

AST, grade 23 (>5 x ULN)

Total Bilirubin, grade 23 (>3 x ULN)
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ENDURANCE-3:

safety and efficacy of glecaprevir/pibrentasvir
compared to sofosbuvir plus daclatasvir in treatment-naive

HCV genotype 3-infected patients without cirrhosis

G.R. Foster, E. Gane, A. Asatryan, T. Asselah, P.J. Ruane, S. Pol, F. Poordad, C.A. Stedman,
G. Dore, S.K. Roberts, K. Kaita, J. Vierling, H.E. Vargas, J. Kort, C.-W. Lin, R. Liu, T. Ng, F. Mensa
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Post-treatment Peric

N =233

M= SOF + DCV

N =115

2:1 Randomized

Arm C
N =157




Characteristic

Male, n (%)
White race, n (%)
Age, median years (range)
BMI, median kg/m? (range)
HCV RNA, median log+o IU/mL (range)
History of injection drug use, n (%)
Baseline fibrosis stage, n (%)
FO-F1
F2
F3
Subtype GT3a, n/N (%)’

G/P
12 weeks
N =233

121 (52)
205 (88)
48 (22 - 71)
25 (17 — 49)
6.1(3.5-7.5)
149 (64)

201 (86)
12 (5)
20 (9)
226/229 (99)

SOF + DCV
12 weeks
N=115

52 (45)
103 (90)
49 (20 - 70)
25 (18 — 42)
6.0 (3.8 - 7.4)
73 (63)

97 (84)
8 (7)
10 (9)
113/113 (100)

92 (59)
134 (85)
47 (20 - 76)
26 (18 — 44)
6.1(1.2-7.6)
104 (66)

122 (78)
8 (5)
27 (17)
154/155 (99)




G/P SOF + DCV
VAV 12 weeks

Outcome, n (%) N =233 N =115
Sustained virologic response 222 (95) 111 (97) 149 (95)
Virologic Failure
Breakthrough 1(<1) 1(1)
Relapse 3(1) 5(3)
Failure due to other reasons

Discontinuation due to AE 1(<1)
Withdrawal of consent 1(<1)
Non-compliance 1(<1)
Lost to follow-up / missing SVR12

SVR12 by G/P SOF + DCV* G/P
baseline polymorphisms, n/N (%) 12 weeks 12 weeks 8 weeks

NS3 only 26/26 (100) - 14/15 (93)
NS5A only 35/36 (97) 20/21 (95) 34/36 (94)
NS3 + NS5A 6/7 (86) - 5/7t (71)

None 151/153 (99) 89/89 (100) 94/95 (99)




