Decline in eGFR In HCV-Infected Patients While on Treatment With
Sofosbuvir/Ledipasvir or PrOD Regimens Is Not Dependent on Baseline eGFR
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Introduction Results Results (continued)
» Treatment with newer direct-acting antiviral (DAA) Table 1. Baseline characteristics Figure 2. eGFR decline by DAA regimen
regimens against HCV demonstrates high SVR rates Mean eGFR values over time by regimens
achieved in patients with advanced chronic kidney o SOF/LDV no RBV SOF/LDV+RBV PrOD PrOD+RBV
disease (CKD) Characteristic N = 9 837 N = 3.826 P-value N = 1017 N = 2 944 P-value 90
* There have been reports of newer DAA regimens being _
associated with increased and accelerated progression of Age, median (IQR) 62 (58, 65) 62 (58, 65) 0.18 63 (59, 66) 62 (58, 65) <0.01 o 1]
kidney disease Race/ethnicity, % 0 B
 Renal elimination of some of these drugs may be a White 45.7 54 37.8 47.1 3 j 3 5
potential cause of toxicity, particularly among those with Black 379 6.7 441 33 1 50 |
icti ' ' <0.01 <0.01 N “ 1
preexisting renal mpawment | Hispanic )3 48 3 34 | :.
. Howe_ver,_ progression of CKD among persons treated with Other 13.6 145 151 16.4 75
DAA is still poorly understood
Sex (M), % 96.3 97.5 <0.01 97.6 97.6 0.97
0 1 3 6 12
HCV RNA, logio, median (IQR) 6.00 (4.68,6.51)  5.85 (2.71, 6.45) <0.01 6.01 (4.75, 6.51) 6.05 (3.41, 6.58) 0.61 Time Month
_ Fegimen
A| Mms Diabetes, % 32.9 41.3 <0.01 314 30 0.42 DGR A g++ L R
Cardiovascular disease, % 18.9 16.2 <0.01 15 13.2 0.14
e To determine the proportion of persons who have a decline FIB-4 score, median (IQR) 2.15 (1.50, 3.33) 3.32 (2.04, 6.00) <0.01 1.89 (1.44, 2.58) 2.35 (1.61, 3.80) <0.01 CO n CI u S I O n S
In renal function while being treated with 2 commonly used Cirrhosis (by FIB-4 >3.5), % 28.5 10.8 <0.01 47.3 22.9 <0.01
DAA regimens, sofosbuvir/ledipasvir (SOF/LDV) and eGER. mL/min/1.73 m2 - -
. LT . . . , - ,  Over one third of persons treated with SOF/LDV or
paritaprevir/ritonavir/ombitasvir + dasabuvir (PrOD) median (IQR) 82.0 (67.4, 96.0) 84.0 (69.0, 99.0) <0.01 82.0 (67.0, 96.4) 83.4 (71.0, 97.3) <0.01 PrOD regimens experienced a decline in eGFR of
>10 mL/min (range from 37.8% (SOF/LDV+RBYV) to

30.1% (PrOD, no RBV))

. _ | , ,
MethOdS Figure 1. Study flow sheet Tab_le 2. eGFR deCI.lne of >10 mL/min/1.73 m* by  For stage 4-5 CKD, higher incidence of eGFR decline
regimen and baseline eGFR was observed among patients treated with SOF/LDV

Started on

Started on PrOD
SOFILDV = 6.5%), followed by SOF/LDV+RBYV (3.3%) and

We used the Electronically Retrieved Cohort of HCV N=31,010 A |' I(Dr OD)(l 8%) y (3:3%)

Infected Veterans (ERCHIVES), a well-established national  lusions Egli;;gi[) Wheth | - oce decl :

cohort of HCV-infected persons and age-, sex-, and race- Stage \ % With Decline in eGFR P- f et Ier ! e-s{c-e ST arekpermanent IR T

matched controls who received care within any of the (mL/min/ >10 mi/min/1.7 3m? value clinical signiticance Is not known

.. : — v v o : : _
Veterans Health Administration (VHA) healthcare facilities e o o 1.73 m?) Number of persons with baseline CKD stage 4-5 was
] o o ] ISSINg 26.69 Xcliuaea: 60 Xxcluaed. . . . .
 Demographic, clinical, laboratory, pharmacy, utilization, and genotype 7 a3 5604 ™ " ge7 fhma”’c?ntd ?auttlhqn should be exerted in interpreting
- - . | | ese data for this group
vwltal srt]atus d(a(l:t% \?\;)e retrieved from VHA's Corporate Data l l SOF/LDV SOF/LDV ProD  Prob
arenouse No RBVY +RBV No RBV +RBV
: c g : Treatment started on or 5 | Excluded: | Excluded:

« Patients initiated on SOF/LDV or PrOD were included. We before 30 April 2016 1.rar 4,950 2,340 264 Referen ces

identified those with 22 eGFR 3 months apart and prior to l l

basellne and 21 eGFR Value 21 2 Weeks after base“ne eGFR 260 15’086 331 378 301 332 003 * Flisiak R, Janczewska E, Wawrzynowicz-Syczewska M, et al. Real-world effectiveness and safety of ombitasvir/paritaprevir/

eGFR was eStIma‘ted USIng the CKD_EPI equatlon 2 eGFR 290 days apart 20.284 —> Excluded: 4.950 —> Excluded: . rLi;[(?rngltijri CCiaauSc(JEl k\)(uwaigt\)(a\xzng][‘.eg%itif aﬁgﬂ sl?aEf;; :)l:‘dd%ré:”tr-gigzzZirtri?/ﬁg(ljsl-Egzgdzgig\;/éilri(liﬁgrdfp;iiziﬁr hepatitis C virus

.- . .- not available ’ 1,463 ’ 390 pati’ents with stag;e 4-5 chronic kidney disease: a meta-analysis. Liver Int. 2016.
¢ HIV‘ a.nd hepatItIS B Surface antlgen'p08|tlve perSOnS were « Dumortier J, Bailly F, Pageaux GP, et al. Sofosbuvir-based antiviral therapy in hepatitis C virus patients with severe renal failure.
Nephrol Dial Transplant. 2016.
eXCIUdEd l l CKD Stage 3 2 281 16 5 15 9 17.5 14 1 O 58 . PO(F:)kI’OS PJ, ReddypKR,t Mantry PS, et al. Efficacy of direct-acting antiviral combination for patients with hepatitis C virus
o _ eGFR 30_59 ) . . . . . genotype 1 infection and severe renal impairment Qr end-stage renal diseage. Gastro.enterollo.gy. 2016;150(7):1590-1598.

+ CKD stages were classified from stage 1 through 5 using o752 | Excluded o | Bogea | ) e e e e B o e e

the NatIOna| Kldney Foundatlon Crlterla >92 > . égigrfsll)lisrgligsFM Sise ME, et al. Safety and efficacy of sofosbuvir-containing regimens in hepatitis C-infected patients with

] ] impaired renal function. Liver Int. 2016;36(6):807-816.

* We calculated the proportion of persons who had a decline l l CKD stages

in eGFR of 10 or 30 mL/min/1.73 m? from baseline eGFR 212 weeks after | | 4-5 (eGFR <30) el 8 e 148 0 0.03

i . .. treatment initiation 13,663 —> Exglgéjgd. 3,961 —> Excglléged.

 Mean eGFR was plotted by regimen and use of ribavirin not available ’ This study was funded by Merck & Co., Inc.,
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