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HIV Predicts Failure of LDV/SOF in HCV G1 Treatment-Naive Non-Cirrhotic Patients
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# Eligibility criteria and study design # Baseline characteristics of study population % Factors associated with treatment failure by

logistic regression analysis (N = 1,407)

Background and Aim Treatment outcomes of LDV/SOF 8 weeks

Key inclusion criteria T ewes | e | o ITT analysis m-ITT analysis Variable | | Failures | Univariable | | Multivariable | |
« The efficacy of licensed DAA regimens is assumed to be the same : EEV 99”°’?’|Pe 1 '”fiCt'O” B o MoP CoP ° Total Vo CoP G IR P=25 P=11 . ] i 4N(g%9)) OR (193‘? Cl) P OR(9%C) P
: . . : . ° sence of liver cirrhosis N=498 N=415 N=83 N=909 N=687 N=222 N=1,407 < . .
fort'HCtV rgorll:?l:“;e(;ted patlents (MOP) and HIV/HCV-coinfected . Previously untreated 56 (49-66) 58 (49-68) 50 (46-54)  <.001 56 (50-67) 60 (52-70) 51(47-54) <001  56(50-67) Age 45-54 23 (4.7) 1.68 (0.57 ; 4.95) 53
atients (Co “, : : 0 B :
P ( ) . Treatment with LDV/SOF without ribavirin for 8 or 12 wk. Male sex 259 (52.0) 193 (46.5) 66 (79.5) .221 515 (56.7) 348 (50.7) 167 (75.2) <.(c))21 774 (55.0) izrsnale ig 8(7); 1.31 ((1_152),3,80) —
. . . . . Genotype* <.001 <.001 . . .
However, the high SVR rgtes of DAA regimens anq the relatively Scheduled to finish treatment on or before May 31, 2017 160(321)  95(22.9) 65 (78.3) 408(44.9)  235(342)  173(77.9) 568 (40.4) 2 2 Sex e 43 (5.6) 2.81 (1.49:5.26) 001 (1.24:4.52) .01
small number of patients included in registration trials have made _ _ e I R N IR R — —— 3 3 <95 28 (3.3) 1.00
it difficult to identify predictors of treatment failure, including the Primary endpoint | | | 15 (3.0) 8 (1.9) 7(8.4) 33 (3.6) 20 (2.9) 13(5.9) 48 (3.4 @ @ Liver stiffness — kPa 29.5 27 (5.1) 1.58(0.92;2.70) .22
presence of HIV « Week 12 sustained viral response (SVR;,) by intention-to-treat analysis (ITT) —  Unknown  1(2.3) 0.69 (0.09;5.20)
. and by modified ITT (m-ITT), excluding patients that discontinued therapy for 59(54-64) 59(5463) 61(56-65 .03  64(6068  64(59-68  65(60-68) .05 6.2(57-6.7) - 1b 23 (2.9) 1.00
 We compared treatment outcomes for LDV/SOF against HCV G1 reasons other than adverse events (AEs) 18 (3.6) 12 (2.9) 6(7.2) 05  224(24.6) 161 (23.4) 63 (28.4) 14 242(17.2) HCV Genotype - 1la 31 (5.5) 1.93 (1.11;3.34) .06
in treatment-naive MoP and CoP without cirrhosis within the Total MoP CoP Total MoP CoP - <16”tM 57(?423) A5 (01-3(")%;6-35)
Madrid Registry of use of DAA for HCV (Madrid RUA-VHC) Secondary endpoints sid) st T 13 s s 403 L Yo i wily o Hov-RNA U/mt Dy CR R 2
* Viral relapse 490(98.4) 407 (98.1) 83 (100.0) 874 (96.1) 652 (94.9) 222 (100.0) 1,364 (96.9) SVR(95%Cl)  (94.1-97.7)  (944-98.1)  (86.5-98.0) SVR(95%Cl)  (94.8-98.1)  (953-987)  (86.5-98.0) _N 23 ?;0 : 1' OO’ : = 55
- Viral breakthrough D s6(7994) 86(7993) 86(78100) 61 91(81104) 92(81105) 90(81103) 31 88(8.0-10.2) Sroaktmough o) 1024) >(0.0) hreegh 9 1024) 560 HIV infection — No (3.0) : <. : 01
: : - 122 (24.9)  95(23.3) 27 (32.5) 08 402 (46.0) 312 (47.8) 90 (40.5) 06 524(38.4) DC due to AE 10.2) 102) 0 DC due to AE 102) 102) 0 —_Yes 23 (7.5) 2.64 (1.53;4.57) 1 2.16(1.23;3.80)
» Discontinuation of treatment due to AEs . DC other 3(06) 307) 0 Treatment duration L wk 37 (4.1) 1.00 -
| Karageorgopoulos DE, et al. World J Hepatol 2015:7:1936-1952. - Discontinuation of treatment for reasons other than AEs pomean 1o — 8wk 19(3.8)  0.93(0.53;1.64)

2. Montes ML, et al. AIDS 2017;31:1253-1260. MoP = HCV monoinfected patients
CoP = HIV/HCV coinfected patients

MoP = HCV monoinfected patients
TE = transient elastography

CoP = HIV/HCV coinfected patients
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Madrid Registry of Use of DAA for HCV HIV-related variables among CoP

Treatment outcomes of LDV/SOF 12 weeks

Conclusions
: : : - .| =83 =222
17,269 patients with HCV-infection n n ITT analysis m-ITT analysis
y : : 39 (47.0) 121 (54.5)
initiated DAA-based Rx in Madrid 3 (9. 4(19) p= oot p= 001 - - -
RUA-VHC (Madrid Registry of Use of DAA for HCV 5 (6.0) 8 (3:6) 100 - 100 - 1) The results of this large prospective real-world study analyzing
gistry from Nov 2014 to Sep 2017 -
. . . rom Nov O Sep 0 2 (0.9) —I= == treatment outcomes for LDV/SOF against HCV G1 in treatment-
* Prospective registry of adults (=18 years) undergoing therapy 0 0 naive noncirrhoti tient t that HIV infection i
with DAAs for HCV infection in the region of Madrid (G5 et — e e p?e“éiectoor cﬁ‘l trec;tlrc;\gr?tI?ailjrzuiggpeastientas with Ich?gnli((): hlgpaatitis C
* Madrid-CoRe (Madrid Coinfection Registry) A ] 21(25.3) 38 (17.1) = s S 94.4
: : - - - . 9(10.8 39(17.6 > 2
 Madrid-MoRe (Madrld Monoinfection Reglstry) : . : - 22((26_5)) 60 527_0; % %
« Compulsory for all hospitals from the Madrid Regional Health 1,407 patients met inclusion criteria 3T{E73) 85([8833) 2) Certain characteristics of some CoP, such as low CD4+ count
Service (SERMAS) 8 (9.6) 14 (6.3) and prior clinical AIDS, that have been associated with
B LT treatment failure in this population group?, may explain these
31(37.3) 85 (38.3) 0 — e . 0 - e o results and require further analysis
Patients registered in RUA | Kknown 0000000000000 | 33 (39.8) 126 (56.8) No. 909 687 222 No. 893 682 219
_ . 3 . . 632 (474 — 847) 593 (367 — 819) SVR n‘r00 87-2 (_95.?) 66-8 (_97.?) 20.4 (_91 .?) SVR n‘roo 87? (_97.(_5) 66-8 (_98.?) 20_4 (_94.4.1)
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| | et 202 00 209 el 202 ’ 209
| Unknown 0000000 31(37.3) 82 (36.9)
[ known | 52 (62.6) 140 (63.1)
5(9.6) 8(5.7) MoP = HCV monor .
47 (90.4) 132 (94.3) oP = HCV monoinfected patients 1. Berenguer J, et al. Hepatology 2018. In press. DOI 10.1002/hep.29814

CoP = HIV/HCV coinfected patients
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