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HCV-related liver disease is a leading cause of morbidity and mortality among HIV/HCV : : : . .. : : :
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m Interferon-free regimens that can be co-administered with antiretroviral (ARV) therapy HCV genotype, n (%) z 80 - AEs leading to discontinuation or death? 5 (13) 2 (13) 7 (13)
. . . . . 1a 20 (51) 6 (37.5) 26 (47) 5 Anemia ) 1 (6) 1 (2)
safely and with minimal drug-drug interactions are needed
y g-arts 1o o 019 2 129 20 " e Arthralgia 1 @) : 1 @)
m The pangenotypic, all-oral, RBV-free 12-week regimen of DCV and SOF was well A 3 (8) o 3 (5) 2 . Eepatoce!“ﬂarcarc'“oma 1 8; ' 1 g;
- i neumonia -
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m Here we report interim results on the combination DCV plus SOF, with or without RBV in C 2 (5) 1(7) 3 (5) Child-Pugh class MELD score category Fatigue 2 (5) 2 (13) 4 (7)
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H IV/H CV coinfected patients enrolled in a European compassionate use program (CU P; Albumin, median (range) mg/Le 35.9 (25-51) 35.9 (25-50) 35.9 (25-51) 2 Exclu<.jes 3 patients with indeterminate cirrhosis status; a.II achieved SVR12. No patients without cirrhosis were enrolled. Ahemla 4 (10) 4 (7)
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Figure 2. Primary Efficacy Analysis — SVR12 (mITT) — Control of HIV disease indicators was maintained during HCV therapy
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M H PI/r, boosted protease inhibitor regimen; NNRTI, non-nucleoside reverse transcriptase inhibitor regimen; INI, integrase inhibitor regimen.
Interim Anal SIS Death® 2 1 3 1. Graham CS, et al. Clin Infect Dis 2001;33:562—-569.
; 2 Treatment-experienced (non-responder), cirrhotic patient (Child-Pugh B / MELD score 18) with HCV GT-1b infection (baseline HCV RNA, 5.31 log,, Figure 7. Changes in Liver Function From Baseline Figure 8. Changes in HIV RNA/CD4 2. Wyles DL, etal. N EnglJ Med 2015;373:714-725.
INE Y All Treated Patients Safety POpU'&tIOI‘I IU/mL) who rece.ived treatment with DCV (30 mg) + SOF for 24 weeks; ARV regimen: TDF/FTC + FPV/r. Ce" Count 3. EU CUP, Al444-237; ClinicalTrials.gov identifier NCT02097966.
Patient ith H|V/HCV Coinfecti N =55 b All deaths considered unrelated to program therapy. . ' CD4 Cells
Na;i';ss Wi N = 550m cCction Relapse defined as confirmed HCV RNA > LLOQ during any post-treatment visit following HCV RNA < LLOQ, TD or TND, at end-of-treatment. 800- ALT 100- Total Bilirubin 1600
700 —J_ 50 N
Figure 3. SVR12 (mITT) by HCV Genotype s cwl T g ACKNOWLEDGMENTS & DISCLOSURES
<. 100 1 5 £
, — — B DCV + SOF B DCV + SOF + RBV 2 £ 4o % 800
Excluded from this interim analysis, N = 6 = [} . . s . .. .. .
, . ] ] 50- O 400 m The authors thank the patients and their families for their support and dedication, and physicians and research staff at all program sites
m Did not reach post-treatment Week 12, n = 3; Efficacy Population 100 100 100 100 100 ’ 20 m Disclosures
n M_issing datq (not caused by death or treatment N = 49 N 0 —— % 0 —IL —— 0 - ! | ‘ — J Rockstroh - Advisory Committees or Review Panels: AbbVie, Boehringer Ingelheim, Bristol-Myers Squibb, Merck, Roche, Tibotec, AbbVie, Bionor, Tobira, ViiV, Gilead, Janssen;
discontinuation due to AE), n=3b % ' ' . ] Consulting: Novartis; Grant/Research Support: Merck; Speaking and Teaching: Abbott, Boehringer-Ingelheim, Bristol-Myers Squibb, Merck, Roche, Tibotec, Gilead, Janssen, ViiV
- 80 - Baseline Follow-up Baseline Follow-up Baseline Follow-up — T Welzel - Advisory Committees or Review Panels: Novartis, Janssen, Gilead, AbbVie, Boehringer-Ingelheim, BMS
’5 n=53 n=46 n=45 n=39 N =29 N =27 — ) Petersen - Advisory Committees or Review Panels: Bristol-Myers Squibb, Gilead, Novartis, Merck; Grant/Research Support: Roche, GlaxoSmithKline; Speaking and Teaching:
E 60 Abbott, Tibotec, Merck
. . . R | ; Platelets — Myvan der Valk - Advisory Committees or Review Panels: Gilead, MSD, BMS, AbbVie, Janssen Cilag, ViiV, Roche
N Pr| ma ry Efflca Cy Ana IYS'S (m ITT): o 60- Albumin 400+ H IV RNA — P Ferenci - Advisory Committees or Review Panels: Idenix, Gilead, MSD, Janssen, Salix, AbbVie, BMS; Patent Held/Filed: Madaus Rottapharm; Speaking and Teaching: Gilead, Roche
9 40 - 100 _E — M Gschwantler - Advisory Committees or Review Panels: Janssen, BMS, Gilead, AbbVie; Speaking and Teaching: Janssen, BMS, Gilead, AbbVie
— SVR12: HCV RNA < LLOQ, TD or TND at pOSt treatment Week 12¢ T/' 50 T = . 80 A — M Cornberg - Advisory Committees or Review Panels: Merck (MSD Germany), Roche, Gilead, Novartis, AbbVie, Janssen Cilag, BMS; Grant/Research Support: Merck (MSD
. . L. . . . . . < D 300 — Germany), Roche; Speaking and Teaching: Merck (MSD Germany), Roche, Gilead, BMS, Novartis, Falk, AbbVie
— Patients with miISSINg data who dl@d, discontinued treatment due to AES, or had V|ro|og|ca| = 20 - 40- ‘:(' —_ é 60 - — T Berg - Advisory Committees or Review Panels: Gilead, BMS, Roche, Tibotec, Vertex, Janssen, Novartis, Abbott, Merck, AbbVie; Consulting: Gilead, BMS, Roche, Tibotec; Vertex,
b kth h / | b f t-t t t W k 12 | f d f | °>C Q < 30 v 200 g Janssen; Grant/Research Support: Gilead, BMS, Roche, Tibotec; Vertex, Janssen, Merck/MSD, Boehringer-Ingelheim, Novartis, AbbVie; Speaking and Teaching: Gilead, BMS,
rea roug re apse erore pOS -treatmen ec were Classitied as raliures O 0 0 1 E o 40 4 Roche, Tibotec; Vertex, Janssen, Merck/MSD, Novartis, Merck, Bayer, AbbVie
o L 0 - | 20- 9 8 — O Weiland - Advisory Committees or Review Panels: Merck, BMS, Medivir, Gilead, AbbVie; Grant/Research Support; Speaking and Teaching: Merck, Roche, BMS, Novartis,
H SafEty Ana|ySIS: 2 1001 20 & Janssen, Medivir, Gilead, AbbVie
L. . . . . . L. 1a 1b 3 4 10- o - — M Peck-Radosavljevic - Advisory Committees or Review Panels: Bayer, Gilead, Janssen, BMS, AbbVie; Consulting: Bayer, Boehringer-Ingelheim, Jennerex, Eli Lilly, AbbVie;
— Clinical (AE, serious AE, AE leading to discontinuation and death) and laboratory abnormalities HCV genotype? 0 0 —— L 0 -+ | l ‘ Grant/Research Support: Bayer, Roche, Gilead, MSD, AbbVie; Speaking and Teaching: Bayer, Roche, Gilead, MSD, Eli Lilly, AbbVie, Bayer
T T ! ! . — MJ Jimenez-Exposito and Y Zhao are employees of Bristol-Myers Squibb
aAll excluded patients had HCV RNA < LLOQ TD or TND at EOT (Week 24) or at the last available assessment (on-treatment Week 12). ; i Baseli Follow- Baseline Follow-up — S Zeuzem - Consulting: AbbVie, Bristol-Myers Squibb, Gilead, Merck & Co., Janssen
b Includes 1 patient (DCV + SOF) with post-treatment Week 12 visit outside the predefined visit window (+ 2 weeks); HCV RNA < LLOD TND at actual aExcludes 3 patients: 1 patient (DCV+SOF+RBV) with unknown genotype achieved SVR12; 2 patients had mixed genotype infections, 1 (DCV + SOF) iaszemle Fcr)]||2W3;p :Szegl',rlle ?] (i\l\;gp N=32 N =31 — P Ingiliz, K Herzer, U Spengler, H Klinker, Y Zhao have no conflicts to disclose
post-treatment Week 12 visit. achieved SVR12 and 1 (DCV + SOF + RBV) died for reason unrelated to program therapy (non-SVR12). Data indicate median, IQR, range. Data indicate median, IQR, range. m ClinicalTrials.gov registration number NCT02097966
¢ Next value carried backward approach. m Editorial support was provided by R Boehme of Articulate Science and was funded by Bristol-Myers Squibb

The Liver Meeting® 2015: The 66th Annual Meeting of the American Association for the Study of Liver Diseases, San Francisco, CA, November 13-17, 2015



	Daclatasvir Plus Sofosbuvir With or Without Ribavirin for the Treatment of Chronic HCV in Patients Coinfected With HIV:  Interim Results of a Multicenter European Compassionate Use Program

