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What is SOC?

* Guidelines
* Practice pattern
* Package insert

* What prevents legal
ramifications



History and Evolving
Landscape of HCV Therapy
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peglFN-alfa 2b = peg-interferon alfa-2b; RGT = response-guided therapy; OBV/PTV-R + DAS = ombitasvir/paritaprevir and ritonavir + dasabuvir (or 3D).
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2001;58(9286):958-965; Poordad F, et al. N Engl J Med. 2011;364(13):1195-1206; Jacobson IM, et al. N Engl J Med. 2011;364(25):2405-2416; Lawitz E, et al. N Engl J Med. 2013;368(20):1878-1887;Jacobson IM, et al.
Lancet. 2014;384(9941):403-413; Afdhal N, et al. N Engl J Med. 2014,;370(20):1889-1898; Nelson DR,

et al. Hepatology. 2015;61(4):1127-1135; Zeusem S, et al. Ann Intern Med. 2015;163(1):1-13; Feld JJ, et al. N Engl J Med. 2015;373(27):2599-2607; Foster GR, et al. N Engl J Med. 2015;373(27):2608-2617.



Summary: Treatment-Naive Genotype 1a Without Cirrhosis

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

Treatment-Naive Genotype 1a Patients Without Cirrhosis

RECOMMENDED DURATION RATING ©
Daily fixed-dose combination of elbasvir (50 mg)/grazoprevir (100 mg) for NG e[l I A
patients without baseline NS5A RASs? for elbasvir ’
.?—.Z‘;z fixed-dose combination of glecaprevir (300 mg)/pibrentasvir (120 8 weeks LA
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 who are non-black, HIV-uninfected, and whose HCV RNA 8 weeks I, B
level is <6 million IU/mL
Daily fixed-dose combination of sofosbuvir (400 mg)/velpatasvir (100 mg) 12 weeks I, A
ALTERNATIVE DURATION RATING ©
Daily fixed-dose combination of paritaprevir (150 mg)/ritonavir (100
mg)/ombitasvir (25 mg) with dasabuvir (600 mg) as part of an extended-
) " - . . 12 weeks I, A
release regimen or plus twice-daily dosed dasabuvir (250 mg), with
weight-based ribavirin
Daily simeprevir (150 mg) plus sofosbuvir (400 mqg) 12 weeks I, A
Daily daclatasvir (60 mg)€ plus sofosbuvir (400 mg) 12 weeks I, B
Daily fixed-dose combination of elbasvir (50 mg)/grazoprevir (100 mg)
with weight-based ribavirin for patients with baseline NS5A RASs? for 16 weeks la, B
elbasvir
a |Includes genotype 1a resistance-associated substitutions at amino acid positions 28, 30, 31, or 93 known to confer antiviral resistance.
P This is a 3-tablet coformulation. Please refer to the prescribing information.
© The dose of daclatasvir may need to increase or decrease 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.
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HEPATITIS B / HEPATITIS D /2017

EASL 2017 Clinical
Practice Guidelines on
the management of...

CHOLESTASIS - PBC & PSC / 2017

The diagnosis and
management of patients
with primary biliary
cholangitis
HEPATITISC 7 2
Recommendations on
Treatment of Hepatitis C
2015

HEPATITISC / 2016
EASL Recommendations

on Treatment of
Hepatitis C 2016

HEPATIC ENCEPHALOPATHY / 2014

Hepatic Encephalopathy

in Chronic Liver Disease:
2014

cholangitis  ~

AGUTE LIVER FAILURE £ 2017
Management of acute
(fulminant) liver failure

NOM-HCC LIVER TUMOURS £ 2016
The management of
benign liver tumours

HERATITIS G /213
Management of
hepatitis C virus
infection - Revised
Version
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Guideline Utilization

* Are they user friendly?
* Do they reflect SOC?
* Do they direct toward appropriate treatment choice?



Access



Pts With Minimal Liver Disease Denied HCV Treatment
Access in Many Settings

* Medicaid reimbursement criteria for DAAs based on documented liver fibrosis stage required for
reimbursement

|:| Mo Restricfions |:| Chronic HCW |:| F1 . F2 . F3 . F4 |:| Restrictions Unknown

Restricfions Varied 9 No MCO Programs

Greenwald R, et al. CHLPI/NVHR Summary Report. 2016.



Pts Using Drugs/Alcohol Denied Access to HCV
Treatment in Some Settings

* Medicaid reimbursement criteria for DAAs based on required drug/alcohol
abstinence period

2016 FFS Medicaid Sobriety Requirements 2016 MCO Medicaid Sobriety Requirements

Greenwald R, et al. CHLPI/NVHR Summary Report. 2016.



Barriers to SOC

Insurance
Drug testing
Fibrosis

Co-morbid conditions

RETENTION



|dentifying Priorities to Improve Outcomes

HCV Care Cascade
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Holmberg SD, et al. N Engl J Med. 2013:368(20):1859-1861.



|dentifying Priorities to Improve Outcomes

Eliminated by Effective
HCV Care Cascade Therapy
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|dentifying Priorities to Improve Outcomes
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|dentifying Priorities to Improve Outcomes
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The Role of Emotion in Economic Behavior

URUDY

Pricey Sovaldi Ends Up Being Cost-Effective Hep C
Treatment For Prisoners: A Bitter Pill To Swallow?

Oct 21, 2014 11:55 AM Susan Scutri
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Ann Intern Med. 2014;161:546-553. doi:10.7326/M14-0602

From Handbook of Emotions, Third Edition,
edited by Michael Lewis, Jeannette M. Haviland-Jones, and Lisa Feldman Barrett. Copyright 2008 by The Guilford Press. All rights reserved.



Strategies to Optimize Therapy

* Simplify the regimen
* Decrease toxicity
* Shorten duration
* Improve efficacy



Strategies to Optimize Therapy

* Simplify the regimen
5 ..
e Shorten duration

s+ Improve-efficaey



1. Expand Provider Pool
2. Lesson Paperwork
3. Eliminate Thought

One Size [Fits

SIMPLE

Cirrhosis
Genotype

Sub Genotype
Viral Load

RAV (RAS, RAP)
DDls




Risks of Amazing therapy

* Taking the thought out of therapy might remove all
thought

* People will miss cirrhosis

* Prescribers will be cavalier
* Prescribe to individuals not ready to be adherent
* Forget DDIs
* Miss decompensated disease
* Miss renal insufficiency

e Patients will be cavalier
* Reinfection



Conclusions

e Standard of Care is set through several mechanisms
* Providers may not be able to provide SOC






