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Recommendations

= The goal of therapy is to cure HOW infection, in order to:
(i] prewvent the ocomplications of HOWV-related liver
and extra-hepatic diseases, incduding hepatic necrno-
inflammation, Abrosis, crmmhosis, decompensation of
cirThosis, HOC, sewvere extra-hepatic muanifestations and
death; (ii) imprnowve guality of life and remowve stigrmas
and {(ijiii] prevent onvwanrnd transmission of HOW (A1)

= The endpoint of therapy is undetectable HOW RRNA i
serurm or plasma by a sensitive assay ([(lowwer limit of
detection =15 IW/ml)] 12 wvweeks [(SWVH1Z2) or 24 weeks=s
(SWR24) after thhe end of treatmentt (AT L

= Undetectable HCOCW core antigen in serum or plasma 24
weeks (SWHI2A) after the end of trmeatment can be used
as an altermative endpoint of therapy in patients wwith
detectable HCOW core antigen prior o therapy, if HOW
RhA assays are mot available andjfjor not affordable (A1 L

= Undetectable HCW RMNA in serum or plasma 24 weelks
(SWRZ24) after thhe end of treatmment, using a gualitative I .
HOCOW RMNA assawy with a lower himmit of detecthon <1 0400 I
I/ml {(ZF.0 Logwo IU M), can be used as an altermative ' l
endpoint of therapy in areas where sensitive HIOW RMA N
assays are ot available and/or ot affordalkle {(B1 L

= In patients with advanced fAGbrosis and cirrhosis, surveil-
lance for HOC mmust be continued becausese an SWR will

reduce, but mot abolish, the risk of HOC (A1 ).




All Patients Are Now Prioritized for Treatment
including TN NC
WHO?

EASL®

Last updated April 2017

AASLD?
Last updated November 2017
{

/ \\ / \ /AH patients with HC V\\

Treatment is indicated for: ]

infection must be
All patients with chronic considered for
HCV infection, except All adults and children therapy, including
those with short life with chronic HCV freatment-naive
expectancies that cannot infection, including PWID patients and individuals
be remediated who failed to achieve
SVR after prior
\ / \ _‘/ \ treatment (A1). _‘/
NC, non-cirrhotic; PWID, people who . 1. AASLD recommendations for testing, managing and treating hepatitis G.
Inject drugs: TN, treatment nafe. Avallable at: rﬂm:rﬂm.hmgmelnea.u'glfull-l?m-ﬂew (accessed Ja 2018);
2. WHO guidelines for the screening, care and treatment of persons with chronic HCV infection
Avallable at: 3 mnﬁﬁ&m&ﬂm-ﬂa-%ﬁ_ﬁ.pdmnﬂ accessed January 2018)
3. hitp:iiwsw_pousmal-of-hepat obogy.ewa TA{18)31968-Bfulltext. _




The following laboratory tests are recoan

weeks prior to starting antiviral therapy: Complete blood count
(CBC) International normalized ratio (INR) Hepatic function
panel (ie, albumin, total and direct bilirubin, alanine
aminotransferase [ALT], aspartate aminotransferase [AST], and
alkaline phosphatase levels) Calculated glomerular filtration rate
(eGFR) The following laboratory tests are recommended at any
time prior to starting antiviral therapy: HCV genotype and
subtype Quantitative HCV RNA (HCV viral load) I, C Patients
scheduled to receive an HCV NS3 protease inhibitor (ie,
paritaprevir, simeprevir, grazoprevir, voxilaprevir, glecaprevir)
should be assessed for a history of decompensated liver
disease and for liver disease severity using the Child-Turcotte-
Pugh (CTP) score (see third-party calculator). Patients with
current or prior history of decompensated liver disease or with a
current CTP




HCV DAAs

Telaprevir
Boceprevir
Simeprevir
Paritaprevir
Asunaprevir
Grazoprevir
Glecaprevir
Voxilaprevir

-previr

UKD proeemeas

NS5B

Daclatasvir

Ledipasvir
Velpatasvir
Ombitasvir
Elbasvir
Pibrentasvir
Ruzasvir

-asvir

M558

M5B

MNUC Inhibitor MNon-NUC Inhibitor

Sofosbuvir
VX-135
IDX21437
ACH-3422

-buvir

Dasabuvir
Beclabuvir
Uprifosbuvir
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HCV virion
Endocytosis

Cyclophilin A
mhlbltor4

NS5B inhibitor(s)?
* Inhibits NS5B RNA
replicase

* Prevents replication of

* Inhibits activity of NS3 viral genome

protease
* Prevents processing of HCV L -buvir

proteins required for NSS5A inhibitor?

replication * Inhibits activity of NS5A, a

multifunctional protein
-previr * Prevents viral replication
-asvir




lecommended Assessments Prior to Starting Antiviral Therapy

score 2/ should not receive treatment with regimens that contain NS3 protease inhibitors

due to increased blood levels and/or lack of safety data.
o Similarly, patients with a GTP score of 5 or 6 who cannot be closely manitored for aboratory

or clinical symptoms during treatment should not receive treatment with a regimen that
contains paritaprevir/rionav,

Il patients initiafing HGV direct-acting anfiviral (DAA) therapy should be assessed for HBV
ninfection with HBsAQ testing, and for evidence of prior infection with anti-HBS and anfi-HBC testing.

esting for the presence of resistance-associated substitutions (RASs) prior to starting reafment
ould be performed as recommended in the Initial Treatment and the Refreaiment sections.




Quantitative HCV viral load testing is
recommended after 4 weeks of therapy and
12 weeks after completion of therapy.
Antiviral drug therapy should not be
interrupted or discontinued if HCV RNA levels
are not performed or available during
treatment.




For HBsAg-positive patients who are not
already on HBV suppressive therapy, the
following are recommended: For patients
whose HBV DNA level meets AASLD criteria
for treatment, antiviral therapy for HBV
should be initiated. For patients whose
baseline HBV DNA level does not meet
criteria for treatment, one of two approaches
may be taken: Initiate prophylactic antiviral
therapy for those with low or undetectable
HBV DNA levels. If this course is elected,
pending further data, prophylaxis should be
continued until 12 weeks after completion of
DAA therapy. Monitor HBV DNA levels during
and immediately after DAA therapy for HCV.
Antiviral treatment for HBV should be given in
the event of a rise in HBV DNA >10-fold
above baseline or to >1000 IU/mL in those
with a previously undetectable or
unquantifiable HBV DNA level

SN AN
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Post-Treatment Follow-Up for Patients Who Achieved a Sustained Virologic Response

Recommended Follow-Up for Patients Who Achieved a Sustained Virologic

Response (SVR)

abnormal liver tests after achieving SVR.

RECOMMENDED RATING ©
For patients who do not have advanced fibrosis (ie, those with Metavir stage FO, F1, or F2), I, B
recommended follow-up is the same as if they were never infected with HCV.
Assessment for HCV recurrence or reinfection is recommended only if the patient has ongoing risk I, A
for HCV infection or otherwise unexplained hepatic dysfunction develops. In such cases, a
guantitative HCV-RNA test rather than an HCV-antibody test is recommended to assess for HCV
recurrence or reinfection.
Surveillance for hepatocellular carcinoma with twice-yearly ultrasound examination is recommended I,C
for patients with advanced fibrosis (ie, Metavir stage F3 or F4) who achieve SVR.
A baseline endoscopy is recommended to screen for varices if cirrhosis® is present. Patients in whom I,C
varices are found should be treated and followed as indicated.
Assessment of other causes of liver disease is recommended for patients who develop persistently 1,C

* For_decompensated cirrhosis, please refer to the appropriate section.




Regimen-Specific Recommendations for Use of RAS Testing in
Practice

RECOMMEMDED

Elbasvir/grazoprevir

MS5A RAS testing is recommended for genotype 1a-infected, treatment-naive or -experienced
patients being considered for elbasvir/grazoprevir. If present, a different regimen should be
considered.

Ledipasvir/sofosbuvir

MS5A BAS testing can be considered for genotype 1a-infected, treatment-experienced patients
without cirrhosis being considered for ledipasvir/sofosbuvir. If clinically important® resistance is
present, a different recommended therapy should be used.

MS5A BAS testing can be considered for genotype 1a-infected, treatment-experienced patients with
cirrhosis being considered for ledipasvir/sofosbuvir. If clinically important® resistance is present, a
different recommended therapy should be used.

Sofosbuvir/velpatasvir

MS5A RAS testing is recommended for genotype 3-infected, freatment-naive patients with cirrhosis
and treatment-experienced patients (with or without cirrhosis) being considered for 12 weeks of
sofosbuvir/velpatasvir. If Y93H is present, weight-based ribavirin should be added or
sofosbuvir/velpatasvirvoxilaprevir should be used.




Daclatasvir plus sofosbuvir

MNS5A RAS testing is recommended for genotype 3-infected, freatment-experienced patients without
cirrhosis being considered for 12 weeks of daclatasvir plus sofosbuvir. If Y93H is present, weight-
based ribavirin should be added.

MNS5A RAS testing is recommended for genotype 3-infected, treatment-naive patients with cirrhosis
being considered for 24 weeks of daclatasvir plus sofosbuvir. If Y93H is present, treatment should
include weight-based ribavirin, or a different recommended therapy used.




Treatment-Naive Genotype 1a With Compensated Cirrhosis

Recommended and alternative regimens listed by evidence level and alphabetically for:

Treatment-Naive Genotype 1a Patients With Compensated Cirrhosis®©®

based ribavirin for patients with baseline NS5A RASs” for elbasvir

RECOMMENDED DURATION RATING O
Daily fixed-dose combination of elbasvir (50 mg)/grazoprevir (100 mg) for patients 12 weeks I, A
without baseline NS5A RASs" for elbasvir
Daily fixed-dose combination of glecaprevir (300 mg)/pibrentasvir (120 mg)® 12 weeks I, A
Daily fixed-dose combination of ledipasvir (90 mg)/sofosbuvir (400 mg) 12 weeks I, A
Daily fixed-dose combination of sofosbuvir (400 mg)/velpatasvir (100 mg) 12 weeks I, A

ALTERNATIVE DURATION RATING ©

Daily fixed-dose combination of elbasvir (50 mg)/grazoprevir (100 mg) with weight- 16 weeks lla, B

* For decompensated cirrhosis, please refer to the appropriate section.

antiviral resistance.
® This is a 3-tablet coformulation. Please refer to the prescribing information.

® Includes genotype 1a resistance-associated substitutions at amino acid positions 28, 30, 31, or 93 known to confer




Treatment-Naive Patients Genotype 1b Without Cirrhosis

RECOMMENDED DURATION RATING O
Daily fixed-dose combination of elbasvir (50 mg)/grazoprevir (100 mg) 12 weeks I, A
Daily fixed-dose combination of glecaprevir (300 mg)/pibrentasvir (120 mg)® 8 weeks l, A
Daily fixed-dose combination of ledipasvir (90 mg)/sofosbuvir (400 mg) 12 weeks I, A
Daily fixed-dose combination of ledipasvir (90 mg)/sofosbuvir (400 mg) for patients 8 weeks N:!
who are non-black, HIV-uninfected, and whose HCV RNA level is <6 million IU/mL
Daily fixed-dose combination of sofosbuvir (400 mg)/velpatasvir (100 mg) 12 weeks I, A




Treatment-Naive Genotype 1b With Compensated Cirrhosis

Recommended and alternative regimens listed by evidence level and alphabetically for:

Treatment-Naive Genotype 1b Patients With Compensated Cirrhosis® @

RECOMMENDED DURATION BATING e
Daily fixed-dose combination of elbasvir (50 mg)/grazoprevir (100 mg) 12 weeks I, A
Daily fixed-dose combination of glecaprevir (300 mg)/pibrentasvir (120 mg)® 12 weeks I, A
Daily fixed-dose combination of ledipasvir (90 mg)/sofosbuvir (400 mg) 12 weeks I, A
Daily fixed-dose combination of sofosbuvir (400 mg)/velpataswvir (100 mg) 12 weeks I, A

ALTERMATIVE DURATIOM BATING e

Daily fixed-dose combination of paritaprevir (150 mg)/ritonavir (100 mg)/ombitasvir 12 weeks I, A
(25 mg) with dasabuvir (600 mg) as part of an extended-release regimen or plus
twice-daily dosed dasabuvir (250 mg)”
* For decompensated cirrhosis, please refer to the appropriate section.
® This is a 3-tablet coformulation. Please refer to the prescribing information.
® Please see statement on FDA warning regarding the use of paritaprevir/ritonavir/ombitasvir + dasabuvir in patients l
with cirrhosis.




B

Treatment-Naive Genotype 2 Without Cirrhosis

Recommended and alternative regimens listed by evidence level and alphabetically for:

Treatment-Naive Genotype 2 Patients Without Cirrhosis

RECOMMENDED DURATION RATING O
Daily fixed-dose combination of glecaprevir (300 mg)/pibrentasvir (120 mg)® 8 weeks I, A
Daily fixed-dose combination of sofosbuvir (400 mg)/velpatasvir (100 mg) 12 weeks I, A
ALTERNATIVE DURATION RATING
Daily daclatasvir (60 mg)"® plus sofosbuvir (400 mg) 12 weeks lla, B

“ This is a 3-tablet coformulation. Please refer to the prescribing information.

for patients on antiretroviral therapy.

® The dose of daclatasvir may need to be increased or decreased when used concomitantly with cytochrome P450 3A/4
inducers and inhibitors, respectively. Please refer to the prescribing information and the section on HIV/HCV coinfection

/ N\




Treatment-Naive Genotype 2 With Compensated Cirrhosis

Recommended and alternative regimens listed by evidence level and alphabetically for:

Treatment-Naive Genotype 2 Patients With Compensated Cirrhosis®

RECOMMENDED DURATION BATING o
Daily fixed-dose combination of sofosbuvir (400 mg)/velpatasvir (100 mg) 12 weeks I, A
Daily fixed-dose combination of glecaprevir (300 mg)/ 12 weeks LB
pibrentasvir (120 mg)®

ALTERMNATIVE DURATION BATING e

Daily daclatasvir (60 mg)* plus sofosbuvir (400 mg) 16 to 24 weeks lla, B |
* For decompensated cirrhosis, please refer to the appropriate section.
® This is a 3-tablet coformulation. Please refer to the prescribing information.
® The dose of daclatasvir may need to be increased or decreased when used concomitantly with cytochrome P450 3A/4
inducers and inhibitors, respectively. Please refer to the prescribing information and the section on HIV/HCV coinfection
for patients on antiretroviral therapy.

e
@ l
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Treatment-Naive Genotype 3 Without Cirrhosis

Recommended and alternative regimens listed alphabetically for:

Treatment-Naive Genotype 3 Patients Without Cirrhosis

RECOMMENDED DURATION RATING ©
Daily fixed-dose combination of glecaprevir (300 mg)/pibrentasvir (120 mg)® 8 weeks I, A
Daily fixed-dose combination of sofosbuvir (400 mg)/velpatasvir (100 mg) 12 weeks I, A
ALTERNATIVE DURATION RATING ©
Daily daclatasvir (60 mg)® plus sofosbuvir (400 mg) 12 weeks I, A

* This is a 3-tablet coformulation. Please refer to the prescribing information.

for patients on antiretroviral therapy.

® The dose of daclatasvir may need to be increased or decreased when used concomitantly with cytochrome P450 3A/4
inducers and inhibitors, respectively. Please refer to the prescribing information and the section on HIV/HCV coinfection

/ N\




l'reatment-Naive Genotype 3 With Compensated Cirrhosis

Recommended and alternative regimens listed by evidence level and alphabetically for:

Treatment-Naive Genotype 3 Patients With Compensated Cirrhosis® @

RECOMMENDED DURATION RATING )
Daily fixed-dose combination of glecaprevir (300 mg)/pibrentasvir (120 mg)® 12 weeks I, A
Daily fixed-dose combination of sofosbuvir (400 mg)/velpatasvir (100 mg)* 12 weeks I, A
ALTERNATIVE DURATION | RaTING B

Daily fixed-dose combination of sofosbuvir (400 mg)/velpatasvir (100 12 weeks lla, B

mg)/voxilaprevir (100 mg) when Y93H is present

Daily daclatasvir (60 mg)°® plus sofosbuvir (400 mg) with or without weight-based 24 weeks lla, B !
ribavirin l
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Peginterferon/Ribavirin-Experienced, Genotype 1a Patients Without

Cirrhosis

Recommended and alternative regimens listed by evidence level and alphabetically for:

Peginterferon/Ribavirin-Experienced, Genotype 1a Patients Without

Cirrhosis

RECOMMENDED DURATION RATING 9
Daily fixed-dose combination of elbasvir (50 mg)/grazoprevir (100 mg) for 12 weeks 1A
patients without baseline NS5A RASs® for elbasvir
Daily fixed-dose combination of glecaprevir (300 mg)/pibrentasvir (120 mg)® B weeks I, A
Daily fixed-dose combination of ledipasvir (90 mg)/sofosbuvir (400 mg) 12 weeks I, A
Daily fixed-dose combination of sofosbuvir (400 mg)/velpatasvir (100 mg) 12 weeks I, A

ALTERNATIVE DURATION RATING 63




Peginterferon/Ribavirin-Experienced, Genotype 1a Patients With
Compensated Cirrhosis

Recommended and alternative regimens listed by evidence level and alphabetically for:

Peginterferon/Ribavirin-Experienced, Genotype 1a Patients With
Compensated Cirrhosis® ©

RECOMMENDED DURATION RATING O
Daily fixed-dose combination of elbasvir (50 mg)/grazoprevir (100 mg) for 12 weeks I, A
patients without baseline NS5A RASs" for elbasvir
Daily fixed-dose combination of sofosbuvir (400 mg)/velpatasvir (100 mg) 12 weeks I, A
Daily fixed-dose combination of glecaprevir (300 mg)/pibrentasvir (120 mg)® 12 weeks I,B
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Decompensated Cirrhosis Genotype 1, 4, 5, or 6 Infection

Recommended regimens listed by evidence level and alphabetically for:

Patients With Decompensated Cirrhosis® Who Have Genotype 1, 4, 5, or
Infection and Are Ribavirin Eligible

RECOMMENDED DURATION RATI!

Daily fixed-dose combination of ledipasvir (90 mg)/sofosbuvir (400 mg) with low 12 weeks I, 4
initial dose of ribavirin (600 mg, increase as tolerated)

Daily fixed-dose combination of sofosbuvir (400 mg)/velpatasvir (100 mg) with 12 weeks W
weight-based ribavirin®

Genotype 1 or 4 infection only: Daily daclatasvir (60 mg)® plus sofosbuvir (400 12 weeks l,
mg) with low initial dose of ribavirin (600 mg, increase as tolerated)

? Includes CTP class B and class C patients who may or may not be candidates for liver transplantation, includir
with hepatocellular carcinoma.

® Only available data for genotypes 5 and 6 are in a small number of patients with compensated cirrhosis.

“ Low initial dose of ribavirin (600 mg) is recommended for patients with CTP class C cirrhosis; increase as toler
“ Only available data for genotype 6 are in patients with compensated cirrhosis.

® The dose of daclatasvir may need to be increased or decreased when used concomitantly with cytochrome P4
inducers and inhibitors, respectively. Please refer to the prescribing information for daclatasvir.




Recommended regimens listed by evidence level and alphabetically for:

Patients With Decompensated Cirrhosis® Who Have Genotype 1, 4, 5, or 6
Infection and Are Ribavirin Ineligible

RECOMMENDED DURATION RATING
Daily fixed-dose combination of ledipasvir (90 mg)/sofosbuvir (400 mg) 24 weeks I, A"
Daily fixed-dose combination of sofosbuvir (400 mg)/velpatasvir (100 mg) 24 weeks I, A°
Genotype 1 or 4 infection only: Daily daclatasvir (60 mg)® plus sofosbuvir (400 24 weeks I,C
mg)

? Includes CTP class B and class C patients who may or may not be candidates for liver transplantation, including those
with hepatocellular carcinoma.

® Only available data for genotypes 5 and 6 are in a small number of patients with compensated cirrhosis.

* Only available data for genotype 6 are in patients with compensated cirrhosis.

“ The dose of daclatasvir may need to be increased or decreased when used concomitantly with cytochrome P450 3A/4
inducers and inhibitors, respectively. Please refer to the prescribing information for daclataswvir.




Recommended regimens listed by evidence level and alphabetically for:

Patients With Decompensated Cirrhosis® and Genotype 1, 4, 5, or 6 Infection
in Whom Prior Sofosbuvir- or NS5A-Based Treatment Failed

RECOMMENDED DURATIOM RATING ©
Prior sofosbuvir-based treatment failure only: Daily fixed-dose combinationof | 24 weeks I, c®
ledipasvir (90 mg)/sofosbuvir (400 mg) with low initial dose of ribavirin (600 mg;
increase as tolerated)
Daily fixed-dose combination of sofosbuvir (400 mg)/velpatasvir (100 mg) with 24 weeks I, c®
weight-based ribavirin®
# Includes CTP class B and class C patients who may or may not be candidates for liver transplantation, including those |
with hepatocellular carcinoma.
® Only available data for genotype 6 are in patients with compensated cirrhosis.
* Low initial dose of ribavirin (600 mg) is recommended for patients with CTP class C cirrhosis.
? Only available data for genotypes 5 and 6 are in a small number of patients with compensated cirrhosis.

/N




Recommended Regimens listed by evidence level and alphabetically for:

Patients With Decompensated Cirrhosis® Who Have Genotype 2 or 3
Infection and Are Ribavirin Eligible

(600 mg, increase as tolerated)

RECOMMENDED DURATION RATING 9
Daily fixed-dose combination sofosbuvir (400 mg)/velpatasvir (100 mg) with weight-| 12 weeks I, A
based ribavirin
Daily daclatasvir (60 mg)® plus sofosbuvir (400 mg) with low initial dose of ribavirin 12 weeks I,B

with hepatocellular carcinoma.

3A/4 inducers and inhibitors, respectively. Please refer to the prescribing information for daclatasvir.

#Includes CTP class B and class C patients who may or may not be candidates for liver transplantation, including those

® The dose of daclatasvir may need to be increased or decreased when used concomitantly with cytochrome P450

SN AN




Recommended regimens listed by evidence level and alphabetically for:

Patients With Decompensated Cirrhosis® Who Have Genotype 2 or 3 Infection
and Are Ribavirin Ineligible

RECOMMENDED DURATION | pating @
Daily fixed-dose combination of sofosbuvir (400 mg)/velpatasvir (100 mg) 24 weeks A
Daily daclatasvir (60 mg)" plus sofosbuvir (400 mg) 24 weeks II,C

* Includes CTP class B and class C patients who may or may not be candidates for liver transplantation, including those
with hepatocellular carcinoma.

" The dose of daclatasvir may need to be increased or decreased when used concomitantly with cytochrome P450
3A/4 inducers and inhibitors, respectively. Please refer to the prescribing information for daclataswir.

/ I\




Recommendations for Patients With CKD Stage® 1, 2, or 3

RECOMMENDED

RATING ©

No dose adjustment is required when using:

» Daclatasvir (60 mg)®

* Daily fixed-dose combination of elbasvir (50 mg)/grazoprevir (100 mg)

» Daily fixed-dose combination of glecaprevir (300 mg)/pibrentasvir (120 mg)©

*» Fixed-dose combination of ledipasvir (90 mg)/sofosbuvir (400 mg)

* Fixed-dose combination of sofosbuvir (400 mg)/velpatasvir (100 mg)

» Simeprevir (150 mg)

» Fixed-dose combination of sofosbuvir (400 mg)/velpatasvir (100 mg)/
voxilaprevir (100 mg)

= Sofosbuvir (400 mg)

I, A

* Chronic kidney disease (CKD) stages: 1 = normal (eGFR =90 mL/min}; 2 = mild CKD (eGFR 60-89 mL/min); 3 =
moderate CKD (eGFR 30-59 mL/min); 4 = severe CKD (eGFR 15-29 mL/min); 5 = end-stage CKD (eGFR <15 mL/min)
® Refer to the prescribing information and the section on HIV/HCV coinfection for patients on antiretroviral therapy.

® This is a 3-tablet coformulation. Please refer to the prescribing information.




commended regimens listed by evidence level and alphabetically for:

atients With CKD Stage® 4 or 5 (eGFR <30 mL/min or End-Stage Renal
sease)

RECOMMENDED GENOCTYPE DURATION RATING o
ily fixed-dose combination of elbasvir (50 mg)/grazoprevir 1a,1b, 4 12 weeks |, B
)0 mg)
ily fixed-dose combination of glecaprevir (300 1,2,3,4 5,6 |8to 16 weeks" |, B
)/pibrentasvir (120 mg)®

hronic kidney disease (CKD) stages: 1 = normal (eGFR >90 mL/min); 2 = mild CKD (eGFR 60-89 mL/min); 3 =
derate CKD (eGFR 30-59 mi/min); 4 = severe CKD (eGFR 15-29 mL/min); 5 = end-stage CKD (eGFR <15 mL/min)
his is a 3-tablet coformulation. Please refer to the prescribing information.

atients in this group should be treated as would patients without CKD. Duration of glecaprevir/pibrentasvir should be
sed on presence of cirrhosis and prior treatment experience (please refer to appropriate section). As such, strength
rating may be lower for certain subgroups.




OF HEPATOLOGY

Table 7. Treatment recommendations for HCV-monoinfected or HOV/HIV-coinfected patients with chronic hepatitis C without cirrhosis, including
treatment-naive patients (defined as patients who have never been treated for their HOV infection) and treatment-experienced patients (defined as
patients who were previously treated with pegylated IFN-2 and ribavirin; pegylated IFN-=, ribavirin and sofosbuvir; or sofosbuvir and ribavirin).

Patients Prior treatment experience SOFAEL GLE/FIB SOFAVELVOX SOFILDV GZR/EBR DSy e

12 wk (HCWV RNA
Treatment-naive 12wk ok - B1ZWE - <a00,000 1Wimi) -
i 12 wh (HCV RNA
Tresmentxpenences e oo [T el

Genotype 1a

Treatment-nalve 12 wk 8wk e

Genatype b 2wk(FY) 12wk (FY

Treatment-experiencad 12 wh Bwk 12 wk 12wk

Treatment-nalve 12 wk Bwk
Genotype 2 .

Treatment-experienced 12 wk Bwk
e 5 Treatment-nalve 12 wk Bwk

i Treatment-experiencad 12 wh 12 wik

Treatment-nalve 12 wh Bwk
Genotype 4

Treatment-experienced 12 wk Swk

Treatment-nalve 12 wk Bwk
Genotype 5 .

Treatment-experienced 12 wk Bwk

Treatment-nalve 12 wh Bwk
Genotype & .

Treatment-experiencad 12 wh Bwk

DA, direct-acting antiviral; D5V, dasabuvir; EBR, elbasvir; GLE, glecaprevir; GZR, grazoprevir; HCV, hepatitis C virus; HIV, human immunodeficiency virus; LV, ledipasvir;
OBV, ombitasvir; P, pibrentasvir; FTV, pantaprevir; r, ritonavir; S0F, sofoshuvic; VEL, velpataswvir; WO voxilaprevir.




Table 8. Treatment recommendations for HOV-monoinfected or HOV/HIV-coinfected patients with chronic hepatitis C with compensated {Child-Pugh &)
cirrhosis, including treatment-naive patients [defined as patients who have never been treated for their HCV infection] and treatment-experienced
patients [defined as patients who were previously treated with pegylated IFN-z and ribavirin; pegylated IFN-w, ribavirin and sofosbuvir; or sofosbuvir
and ribavirin).

Patients Prior treatment expenience SOFVEL  GLEPB  SOFNELVOX  SOFILDV GZRIEBR “B”[E‘”' *
o Treatment-naive 12wk 12wk - 12wk mgﬂﬂfﬁ -
a
e Treatment-experienced 12 wk 12 wk Eﬁﬂuﬂrﬁ
Treatment-naive 12 wk 12wk 12wk
GenolPe 10 e stment experienced 12 vk 120k
Treatment-naive 12 wk 12wk
Genotypa 2 )
Trestment-experienced 12 wk 12wk
Genolype 3 Treatment-naive T 2wk
Treatment-experienced e ewk
Conoped | TEEtNGIe 12wk 12wk 12 wik gﬁ%ﬂrﬁ
Tragiment: fnperiancad 12wk 2wk Ne N[ N[ N0
Gomipes  EementnEle 12wk 12wk [0NGCT 2wk NG e
Trahment axperianced 12wk 2wk Mo M [ N[ N
Genoypeg  Teementazive 12wk 12wk [00NeTTE 2wk NG NG

Teamnogened  wtouk [N SN e e

DAA, direct-acting antiviral; DSV, dazabuvir; EBR, elbasvir; GLE, glecaprevir; GZR, grazoprevir; HCV, heparitis C virus; HIV, human immunodeficiency virus; LOY, ledipasvir;
OBV, ombitasvir; FIE, pibrentasvir; PTV, paritaprevir; r, nitonavir; S0F, sofosbuvir; VEL, velpatasvir; YO vodlaprevir.




Table 4E. Drug-drug interactions between HOV DAAs and cardiovascular drugs.

VELY PIB
VO

oV GZRS SOF GLES
EBR

SOF!
LDV WEL PTWIr
+ D58V

S0F SOF
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