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Centennial Care’s goal of treatment
for hepatitis C is:

e By 2020, to reduce morbidity and mortality by
providing evidence-based treatment for all of
our identifiable members with chronic
hepatitis C infection, while being responsible
fiscal stewards.
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Agenda

ntroduction to Hepatitis C Virus
HCV in the United States and New Mexico
HCV in our Centennial Care population

— Population model

— Current treatment: patients and expenses vs.
targets, based on encounter and prior auth data

Action plan for 2016 and beyond
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The Major Hepatitis Viruses
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Hepatitis C Virus

 The third hepatitis virus,
discovered in 1989

e Transmitted by:

— Healthcare exposure =
55% (especially common
in “baby boomers” born
between 1/1/1945 and
12/31/1965)

— Intravenous drug use =
40%

— Men having sex with
men (MSM) = 5%




Hepatitis C Genotypes

Prominent genotypes vary
geographically
In the United States there
are 2.7 —4.0 M people with
chronic HCV infection:
— Genotype 1 =70%
e 1a=55%
« 1b=15%
— Genotype 2 =19%
— Genotype 3 =10%
— Genotype 4-6 = 1%

Region

Predominant HCV
genotype

Europe, North
America, Japan

Genotype 1a, 1b
(genotypes 2 & 3 are
less common)

Southeast Asia Genotype 3

Egypt, the Middle
East, Central Africa Genotype 4
South Africa Genotype 5
Asia Genotype 6

http://www.hepatitisc.uw.edu/go/screening-diagnosis/epidemiology-us/core-concept/all
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http://www.hepatitisc.uw.edu/go/screening-diagnosis/epidemiology-us/core-concept/all

HCV Disease Progression over 10 — 25
Years (single infection)

100%: (100 people)

*_..--""-- ""—-______-‘
20% (20)

Resolved

35% (28) 'BE%{

70% (36) 30% (186)

Some liver damage,
no cirrhosis

—

75% (12) 25 (4)

Slowly progressive
cirrhosis
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HCV Therapy: A Revolution

Approval
HCV Approval Ledipasvir/ Sofosbuvir
Antibody pegging-alfa- - type Telaprevir  Ombitasvir/Paritaprevir/r +
Testing 2b -Specific Boceprevir dasabuvir
Discovery of Approval RGT :Approva! More All Oral
HCV Ribavirin Slmeprev.lr IFN-Free
(Ch,ron) 1 Sofosbuvir Regimens *

1989 1992 1998 2001 2005 2011 2013 2014 2016

_-_--

SVR: 6% 12% 20% 40% 54% 65-75% >90% >95%
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HCV Viral Eradication Yields Many Benefits

Sustained
Virologic
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All Oral Therapy Has Many Advantages
over Intravenous Treatment

e Minimal pre-testing needed . is 07
P 8 Are you living with Hepatitis
° LOW intenSity Of mon itori ng West Coarl Chveal Tridls ia laehing 1er adkilla agee |E-BS whs
. . kares Brea ‘llll‘u:!d.'lhi HEY germatype laffa 1o plrll:lp.“.l:
® S|de effects more eas”y o clinca’ reszarch sindy for en investigatiorad pedication®
managed gty e gy et
| frap i (Pl Biagaaned =itk 5LY Li ar 1§
 High efficacy across a broad ey e

spectrum of patients
* Noinjections
 Well-tolerated
e Short duration
e High success
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The Backlog Problem

e Because of the lack of
effective treatment that
could be tolerated, a large
backlog of patients
needing treatment has
accumulated.

e Unfortunately, the
majority of these patients
are in advanced stages of
liver disease.
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HCV in the United States
and New Mexico
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Quiz: What group has the majority of
Hepatitis C infections in America?
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The wave of HCV Infection heads toward Medicare eligibility

Milliman 2013: Health Care Reform and Hepatitis C: Convergence of Risk and Opportunity (analysis of NHANES,
MarketScan 2010, Medicare 5% Sample, and Medicaid Contributor data. Does not include prison population).

1.0%

Those Born in 1950
will turn 65 In 2015
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Quiz on Hepatitis C

e | think that the US cost HCV Infection Heads toward Medicare

of treating those
“bumps” in the curves
to the right will be
— $165 thousand
— $165 million
[ — $165 billion ]
— §165 trillion
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2013 Screening Recommendations from the
US Preventive Services Task Force and CDC

( S C re e n t h O S e b O r n Annals of Internal Medicine CrinicaL GUIDELINE

Screening for Hepatitis G Virus Infection in Adults: U.S. Preventive

between 1/1/1945 and S T oy S
12/31/1965 because the "
incidence of chronic HCV

infection is twice as high

 Only 50% of have history
of
— Blood transfusion
— Sexual exposure
— IV drug use
— “Non-professional” tattoo s o Il Mol

A g

also recornmends affering 1 . aduls,

o adults ko

See alsa:

Print

Editaral comment. 364
Surmary far Patients, ..o 132
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New Mexico has the highest prevalence of HCV in the US

Milliman 2013: Health Care Reform and Hepatitis C: Convergence of Risk and Opportunity (analysis of NHANES,
MarketScan 2010, Medicare 5% Sample, and Medicaid Contributor data. Does not include prison population).

Map of the 2013 State Prevalence of Diagnosed and Undiagnosed HCV)
in the United States - U.S. HCV Prevalence: 0.86% (2,642,520)
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2013 HCV Prevalence by Health Insurance Type

Milliman 2013: Health Care Reform and Hepatitis C: Convergence of Risk and Opportunity
(analysis of NHANES, MarketScan 2010, Medicare 5% Sample, and Medicaid Contributor data)

Total U.S. Estimated Estimated Number
Health Insurance Type Population Prevalence of of HCV-RNA+
(Thousands) HCV-RNA+ (Thousands)

Uninsured 48,600 2.08% 1,012
Veteran Affairs 5,600 5.40% 302
Commercial 164,200 0.47% 77ra
ﬂ:ﬂﬁﬁfiﬂ“ and 6,900 2.91% 201 ‘
Medicare (non dual) 37,600 0.31% 117
Medicaid 43,300 0.87% 377
Other Military 2,200 0.47% 10
Prison 1,500 30.0% 450
Total 310,000 1.05% 3,249
Total without Prison 308,500 0.91% 2,799 Ee
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In 2013, half of HCV infected patients were
undiagnosed and many were without insurance

Milliman 2013: Health Care Reform and Hepatitis C: Convergence of Risk and Opportunity (analysis of NHANES,
MarketScan 2010, Medicare 5% Sample, and Medicaid Contributor data. Does not include prison population).

Number of Lives with HCV

(Diagnosed & Undiagnosed)

In 2013, Most of the People with Undiagnosed HCV Have No Insurance
Most People with HCV Have Mild/Moderate Disease

800,000

700,000 -

600,000
500,000

400,000 -

300,000
200,000
100,000

0

b ‘_-

Medicare
(Dual & Non-
Dual)

Medicaid
(Non-Dual)

Commercial VA and Other

Payer Type

Military

Uninsured

W Undiagnosed : 1,317,090

W Diagnosed w/
Mild/Moderate :
888,810

Diagnosed w/ Cirrhosis :
401,810

® Diagnosed w/ Advanced
Liver Disease : 34,790
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Prevalence of HCV is higher among lower-income individuals

Milliman 2013: Health Care Reform and Hepatitis C: Convergence of Risk and Opportunity (analysis of
NHANES, MarketScan 2010, Medicare 5% Sample, and Medicaid Contributor data).

1.4% - Average non prison HCV
prevalence: 0.91%

1.2%

1.0%

0.8%

0.6%

0.4% |

Prevalence Rate of HCV RNA

0.2%

0.0% .
Below 150% | 150% to Below 200% to Below 300% to Below  400% and
20059 J00% 400% above
Income-to-Poverty Level
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Portion of Diagnosed and Undiagnhosed HCV
Patients by Percent Federal Poverty Level

Milliman 2013: Health Care Reform and Hepatitis C: Convergence of Risk and Opportunity
(analysis of NHANES, MarketScan 2010, Medicare 5% Sample, and Medicaid Contributor data).

Lower Income is Associated with More HCV and More Undiagnosed HCV

50%

B Diagnosed

B Undiagnosed

Below 150% | 150% to Below 200% to Below 300% to Below 400% and
200% 300% 400% above

Federal Poverty Level
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HCV Guidance: Recommendations for Testing, Managing,
and Treating Hepatitis C (at www.hcvguidelines.org)

e The American Association for

the Study of Liver Diseases
and the Infectious Disease
Society of America
(AASLD/IDSA) initially
recommended treatment for
high risk and highest risk
HCV positive individuals
(about 25-30% of all
Americans who are HCV
positive).

|;;ir’w\51.[)

HCV Guidance:
Recommendations for
Testing, Managing, and

Treating Hepatitis C

BIDSA,

Collaborating Pariner

\S-TISA

Printable version of the
Full Report

Full Report Menu

Full Report
NTRODUCTION
METHODS

HCY TESTING AND
LINKAGE TO CARE
WHEN AND IN WHOM
TO INITIATE HCV
THERAPY
OVERVIEW OF COST,
REIMBURSEMENT,
AND COST-
EFFECTIVENESS
CONSIDERATIONS
FOR HEFATITIS C
TREATMENT
REGIMENS

NITIAL TREATMENT
QOF HCW INFECTION
RETREATMENT OF
PERSONS IN WHORM

PRIOR THERAPY HAS

FAILED
MONITORING
PATIENTS WHO ARE

STARTING HEPATITIS

C TREATMENT, ARE
OM TREATMEMT, OR
HAVE COMPLETED
THERAPY

Home » Full Report
Full Report

INTRODUCTION

METHODS

Trne Guidance wes develeped by & pang

and infectious diseases, using an evidence-base
W to healthcara...

of HCV experts in the fialds of hepatology
d review of information that is largely

Methods Table 1, Summary of the Process and Methods for the Guidance
L)euelopmenl

Methods Table 2. Halung Syslem Usad to Rate the Level of the Evidence and
Strength of the Recommendation for Each Recommendation

Recommendations: are based on scientific evidence and expert oginion

Methods Table 3, Commonly Used Abbreviations and Thelr Expansions

HCW TESTING AND LINKAGE TO CARE

A summary of recommendations for Testing and Linkage to Care is found in the
BOX.

Read mores>

Testing and Linkage to Care Box: Summary of Recommeandations for Testing
and Linkage to Care

et
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http://www.hcvguidelines.org

National attention focused on new guidelines: Treat Everyone!

HCV Guidance: Recommendations for Testing, Managing, and Treating Hepatitis C at
www.hcvguidelines.org

AMERICAN ASSOCIATION §OR
W o

* However, in October of
2015, AASLD/IDSA issued E1DSA
this press release

Hepatitis C Guidance Underscores the Importance of Treating HCV Infection: Panel
Recommends Direct-Acting Drugs for Nearly All Patients with Chronic Hepatitis G

[
Expérts at the American Association for the Study for Liver Diseases (AASLD) and the
Infectious Diseases Society of America (IDSA) have updated HCVguidelines.org, a website
developed in collaboration with the International Anthviral Society-USA (IAS-USA) 1o provide up-

to-date gusdance on the treatment of hepatitis C virus (HCV). Based on expanded “real-word™
experience with the tolerability and efficacy of newer HCV medications, the section on “When
and in Whaom to Initiate HCV Therapy™ no lenger includes tables that offer recommendations on

O o ogfe
r a to m ' 'On how to prioritize patients for treatment.
“When the direct-acting medications were first introduced, all our knowledge about how these

drugs worked came from clinical trials. We needed to gain mare experience with their safety
bafore we encouragad all infected persons to initiate therapy. We now have that expedience,”
said panel co-chair David Thomas, MD

[ 4 [ ] [ ]
” According to the guidance, successful hepatitis C treatment results in sustained viralogic
response—or virologic cure—and thus would benefit nearly all of those chronically infected with
HCV. Preniously, tha panal of axperts who write the guidance had priositized treatmeant with the

direct-acting anti-virals for those with the greatest need, particularly those with severe liver
disgase

[ ] [ ]
Since the panal’s initial recommandation, thera have bean opportunities 1o treat many of the
highest-risk patients and to learm more about the new medications. “Thera are also axpanding
data on the benefits of HCV treatrment for patients with all stages of disease, including mild lver

disease,” added panel co-chair Raymond Chung, MD.

Because of the cost of the new drugs, or regional availability of appropriate health care
providers, a practitioner may still need to decide which patients should be treated first
Additionally, those with short life expectancies unrelated to HCV infection are not recommended

. for treatment with these newer therapies. according to the guidance. “However, the goal is to
treat all patients as promptly as feasible to improve health and to reduce HCV transmission”

said panel co-chair Henry Masur, MD.

“A good relationship between doctor and patient is crucial to achieving the best outcomes with
direct-acting therapies. The physician needs to make an assessment of a patient's

[ ] [ ]
understanding of the treatment goals and provide education on the importance of adherence to
the therapy and follow-up care,” added panel co-chair Gary Davis, MD.
Wisit www. HCVguidalines.org for updates to this and other sections of the guidance.
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http://www.hcvguidelines.org

National attention focused on new guidelines: Treat Everyone!

HCV Guidance: Recommendations for Testing, Managing, and Treating Hepatitis C at
www.hcvguidelines.org

Population Number of Estimated Cost to
Group Chronic HCV Treat
United States “3 — 4 million”  $300 - S400 billion

New Mexico ~35,000 ~S3.5 billion
Centennial Care 10,000 — 15,000 S$1.0-S1.5 billion

Since the budgets of each of the above entities cannot
bear the cost of treatment of all these patients all at
once, what are the appropriate policy decisions to
effectively treat all patients over time? l


http://www.hcvguidelines.org

The Benefits of Earlier Treatment

Van Nuys K, Brookmeyer R, Chou JW, et al. Broad Hepatitis C Treatment
Scenarios Return Substantial Health Gains, But Capacity Is A
Concern. Health Affairs, 34, no.10 (2015):1666-1674.

(rvinios & vaewrrs |
October 2015 study from
. . . “.=~ . Broad Hepatitis C Treatme
Health Affairs, in which the Scenarios Retur Substanta
Health Gains, But Capacity Is A
authors modeled three (of e

many possible) scenarios for
the treatment of chronic HCV .
positive individuals i

Bawa P Gafdman

Substantial long-term socio-
economic benefit from
treatment was established
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The Benefits of Earlier Treatment

Van Nuys K, Brookmeyer R, Chou JW, et al. Broad Hepatitis C Treatment
Scenarios Return Substantial Health Gains, But Capacity Is A
Concern. Health Affairs, 34, no.10 (2015):1666-1674.

Cumulative Hepatitis C Treatment And Nontreatment Medical Expenditures Net Of Baseline
Expenditures In A 50-Year Simulation, By Treatment Scenario

200

Current approach in many Medicaid plans
(including NM prior to 12/1/2015)

150

100 _

Treat advanced

Recommended by AASLD/IDSA
Guidance in October 2015

Treat all diagnosed

Billions af dallars {US)
Ln
|

Treat 5 percent
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50-Year Simulation Relative To Baseline, By Treatment Scenario

Billions of dollars (US)

The Benefits of Earlier Treatment

Van Nuys K, Brookmeyer R, Chou JW, et al. Broad Hepatitis C Treatment
Scenarios Return Substantial Health Gains, But Capacity Is A
Concern. Health Affairs, 2015; 34 (10):1666-1674.

Cumulative Discounted Costs And Benefits Of Hepatitis C Treatment Strategies In A

1,400 <
B Hepatitis C treatment costs B 1 QALY valued at £200,000
1,200 4 W Nontreatment medical expenditures W 1 QALY valued at 150,000
B Netexpenditures 1 QALY valued at 3100000
1,000 —
Common approach
8004t in many Medicaid
0o |l plans (including NM Recommended
prior to by AASLD/-IDSA
400 _| 11/17/2015) Guidance in
- October 2015
200 _ e
—
|
0 ———— — ._-_4_
-200
I I 1
Treat advanced Treat 5% Treat all diagnosed

DEPARTME

WVICES

N T



S1 Trillion Societal Benefit to Earlier Treatment

Van Nuys K, Brookmeyer R, Chou JW, et al. Broad Hepatitis C Treatment
Scenarios Return Substantial Health Gains, But Capacity Is A
Concern. Health Affairs, 34, no.10 (2015):1666-1674.

e “A policy of treating
every patient with new
agents, regardless of
the extent of his or her
liver damage, would
generate $0.8-51.5
trillion in total social
value ... or roughly ten
times the social value
of treating only
patients with advanced
disease.”

e Over fifty years:

— 50.6-51.2 trillion from
improved health

— 5139 billion from
reduced medical
spending by preventing
costly liver damage

— $100-200 billion in
manufacturers’ profits

)
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The Challenge to Identify and Treat

Holmberg S, et al. Hepatitis C in the United States, N
Engl ) Med 2013; 368:1859-1861.

* The treatment of HCV in America TP ———
has been a challenge, and prior 1
experience has been poor due to L6 milon (50%) had Y detece
the toxicity of the treatment l
regimens and their lack of """'“"“""“‘””T’“’”‘“’“"
efficacy 1 1

e |tis expected that the oral g |-e| 02100 e
treatments now available will | | |
result in a much higher o mom 71
percentage of patients being I
treated il e

M
HUMAN W SERVICES

LT M E N T



August 2015: Much Lower Centennial
Care Approval Numbers than Planned

Centennial Care Treatment Requests and Approvals (ALL MCOs)
12/1/14 Data Point = all of 2014
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Average =
259/year

1000

800

600

400
200 -iz
0 n T T T

»»»»»’»\‘?»\‘?’»’»»\»»’»’»’»’»’»’»’»’»
0\'\,\ \'\,\ \'\,\ \'\,\ \'\,\ \'\,\ \'\,\ \'\,\ \'\,\ \'\,\ \x\ \x\ \x\ \\,\ \\,\ \'\,\ \'\,\ \'\,\ \'\,\ \'\,\ \'\,\ \'\,\ \'\,\ \'\,\ \'\,\

i Requests W Approvals Projected Year End Approvals

__)

HUMAN'

DEPART

=(

S RVICES

ENT



40.0%
35.0%
30.0%
25.0%
20.0%
15.0%
10.0%

5.0%

0.0%

Hepatitis C in the US

Distribution of HCV Patients by Severity
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(including NM
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In October 2015: MAD Convenes
MCOs to Increase Treatment Rates

 Centennial Care Goal e Survey of Plans
presented: By 2020, to performed:
reduce morbidity and — 4 hour meetings with
mortality by providing each plan
evidence-based — Extensive review of
treatment for all of our approval processes and
identifiable members treatment data
with chronic hepatitis C — Feedback received on
infection, while being proposed Letter of

. . Direction with very

responsible fiscal specific treatment
stewards. guidance

)
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Hepatitis C in the US

Distribution of HCV Patients by Severity
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As we finalized our proposal, we received help

rom CMS in a November 5, 2015 Letter to States

“Consistent with the regulation at 42
CFR §438.210, services covered under
Medicaid managed care contracts
(with MCOs, prepaid inpatient health
plans, and prepaid ambulatory health
plans) must be furnished in an
amount, duration, and scope that is
no less than the amount, duration,
and scope for the same services for
beneficiaries under FFS Medicaid.”

DEPARTMENT OF HEALTH & HUMAN SERVICES
icare & Medicaid

Boulevar

Baltimore, Maryland 21244

Center for Medicaid and CHIF Services

NOVEMBER 5, 2015

MEDICAID DRUG REBATE PROGRAM NOTICE Release No. 172

For State Technical Contacts

The Centers for Medicare & Medicaid Services (CMS) remains committed to Medicaid
beneficiaries continuing to have access to needed prescribed medications, a commitment we
know that states share. The purpose of this letter is to advise states on the coverage of drugs for
Medicaid beneficiaries living with hepatitis C virus (HCV) infections. Specifically, this letter
addresses utilization of the direct-acting antiviral {DAA) drugs approved by the Feod and Drug
Administration (FDA) for the treatment of chronic HCV infected patients.

Rules Regarding Medicaid Drug Coverage

Coverage of prescription drugs is an optional benefit in state Medicaid programs, though all fifty
(50) states and the District of Columbia currently provide this benefit. States that provide
assistance for covered outpatient drugs of manufacturers that have entered into, and have in
effect, rebate agreements described in section 1927(k) of the Social Security Act (the Act) under
their Medicaid fee-for-service (FFS) programs or Medicaid managed care plans are required to
comply with the requirements of section 1927(d)1) and (2) of the Act.

Section 1927{d)}{1) of the Act provides that a state may subject a covered cutpatient drug to prior
authorization, or exclude or otherwise restrict coverage of a covered outpatient drug if the
prescribed use is not for a medically accepted indication as defined by section 1927(k)(6) of the
Act, or the drug is included in the list of drugs or drug classes (or their medical uses), that may
be excluded or otherwise restricted under section 1927(d)(2) of the Act.

Section 1927(k)6) of the Act defines the term “medically accepted indication™ as any use of 2
covered outpatient drug which is approved under the Food Drug And Cosmetic Act (FFDCA), or
the use of which is supported by one or more citations included or approved for inclusion in any
of the compendia described in section 1927(g)(1)(B)i)

et
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Comparison of CMS Letter to
Centennial Care Plan

CMS Letter

e Can’trestrict prescribing to
specialists

e Can’tdeny treatment due to
concurrent drug use

e (Can’trestrict treatment to
only those with advanced
disease

 Reference to AASLD/IDSA
guidelines

Centennial Care Plan

Can’t restrict prescribing to
specialists

Can’t deny treatment due to
concurrent drug use

Expand treatment to the
many more people (5 of 7
possible groups)

Concern re some portions
of AASLD/IDSA guidelines

—
—
—
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More “News” on HCV Drug Pricing
from the Senate Finance Committee

December 1, 2015: “WASHINGTON — Senate Finance v ) commmememe {57
Committee Ranking Member Ron Wyden, D-Ore., and
senior committee member Chuck Grassley, R-lowa, today THE PRICE OF SOVALDI

U.S. HEALTH CARE SYSTEM

released the results of an 18-month investigation into the
pricing and marketing of Gilead Sciences’ Hepatitis C drug
Sovaldi and its second-wave successor, Harvoni. Drawing o
from 20,000 pages of internal company documents, dozens UNITED STATES SENATE
of interviews with health care experts, and a trove of O . Harer, Chairman
data from Medicaid programs in 50 states and the District

of Columbia, the investigation found that the company
pursued a marketing strategy and final wholesale price of VoY
Sovaldi — $1,000 per pill, or $84,000 for a single course of
treatment - that it believed would maximize revenue.
Building on that price, Harvoni was later introduced at
$94,500. Fostering broad, affordable access was not a key .

consideration in the process of setting the wholesale = =
prices.” HUMAN Wl SERVICES
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PREPARED BY THE STAFFS OF RaNKING MEMBER RoON
WYDEN AND COMMITTEE MEMBER CHARLES E. GRASSLEY

Printed for the use of the Committes on Finance




lowa Department of Human Services

Branstad Kim Reynolds Gharlos M. Palmer
or . Govornar Diractor

FER 9 201

M. Peter Gartrell
U.S. Senate Comittee on Finance
210 Diraan Sonate ¢ cmoe Building
Washington, D
Peter_Garrel

anoo sanals. gov
Dear Mr. Gartrell

response to your recent questions of the lowa Depariment of Human Services
EDHS: req:rumg Medicaid phamaceutical expenditures.

The request was ta provide a list of the top twenty-five drugs ranked by total amount paid for
‘calendar year 2014, Additionally, ihe request was to include claim count, wholesale
acquisilion cost (WAC), drug quanily, days" supply and the number of unique recipients. ||
was also requested 1o include the same information for the drugs Sovaldi® and Harveni ™,

they were not included In the top 25 drugs by amount paid. lowa Medicaid reimburses
pharmacy claims based on a state specific average acquisition cost (AAC) and uses WAC
when an AAC is not avalable. Therefore, the lowa AAC has also been included in the data
whete applicable. Please note that both the WAC and AAC can change over time 5o the
average WA and AAC for calendar year 2014 Is provided, The data requested Is provided
as an altachment

Al prescaplian drugs are ﬂ’vmugh {1 o forsendcn (FFE) peagr, e e datn prsnt
edicald cumently covers
550000 lavane Approxmately 53, 000 et umbers‘ ar 11 porcent of he ot
population, are covered by an HMO managed care plan (Meridian Health Plan of lowa);
however, pharmacy is carved out of the managed care plan

Regarding the questions specific to Hepatitis G Virus (HCV), the state estimates 5,406 HCY
patients in the Medicaid program. The lowa DHS has nat implemented any <pema\ funding
provisions (special budget line items, ete.) for coverage of thasa drugs, by

incorparated the cost of specialty drugs (ncluding HGV medications) into s st and
future Medicaid budgat requests

‘The lowa Medicald program participates in the Sovereign States Drug Cansortium (SSDC)
for supplemental drug rebales. To dale, the program has not accapted a supplemental
rebate for any of the HCY medications; however, the rebates offered are under consideration
and will be discussed at the April Pharmaceutical and Therapeutics (PAT) Commitee
meating.

1305 E Walnul Steel. Des Moines, U 50313-0114

COMMONWEALTH OF PENNSYLVANA

0CT -2 2015

The Honorable Ronald L. Wyden
The Henorable Charles E. Grassley
United States Senate

Senate Commitiee on Finance
Washington, D.C. 20510

DearSenators Wyden and Grassley:

Thank you for the opportuniy to describe
coverage of the newest Hepatitis C agents in the Pennsylvania (PA) Medicaid program
Sovaldi and Harvoni (manufactured by Gilead), Dakiinza (manufactured by Bristol-
Myers Squibb), and Viekira Pak and Technivie (manufaclured by AbbVie) are all
covered under the PA Wiedicad progrem and aveilable in bot the fee-for-senvioe (FFS)
and the managed care delivery systems. Al of the recently-approved drugs for

treatment of Hepatitis C are very costly. The high price of the newer Hepatit c
medications sparked national and intemational debate over fair pricing which, combined
with several unknowns that mace overall costs unpredictable, generated significant
concem over potential cost of care and indirectly impacted policy decisions on coverage
and access.

Cost Concerns and Potential Impact

The Department of Human Service's (Department's) clinical pharmacists
routinely monitor ihe pipeline for new drugs coming to market. They were aware of the
anticipaled release of each of the new oral Hepailis C drugs and their promise of higher
cure rates with fewer side effects compared to previous treatment options. Like all new
drugs, the pharmacists were not aware of costs until the drugs received final approval
from the U.S. Food and Drug Administration (FDA) and became available in the market
When the prices were announced, PA Medicaid, ike every other public and privale third
party payer in the nation, experienced “sticker shock."

Concens about the cost of the new Hepatitis C drugs were exacerbated by a
number of unknowns that made fotal cost unpredictable, The biggest unknown was the
size of the target population due to the following:

+ Pent-Up Demand - Many people diagnosed with Hepatitis C decided to
delay treatment until the newer Hepatitis C drugs were available, as the
new drug treatment regimens were entirely oral and were anticipated to
increase effectiveness, decrease side effects, and shorien treatment time
compared to previous y-available regimens.

OFFIGE OF THE DIRECTOR

e Braran, Gorarmer

500 Summer St NE E20

Salem OR 97301

Voice: 503-847-2340

Fax 503-947-2341

October 19, 2015 www Oregon Gov/OHA
www health.oregon.gov

‘The Honorable Senator Ron Wyden
The Honorable Senator Chuck Grassley
221 Dirksen Senate Office Building
‘Washington, DC 20510

Dear Senators Wyden and Grassley:

Thank you for the opportunity 1o provide updated information on the challenges
presented in Oregon by the incidence and prevalence of the Hepatitis C Virus (HCV) and
the cost implications for health care reform. Thank you also for your work on this
complicated and important issue.

The emerging HCV treatments of Sovaldi, Harvoni and Olysio contribute to the problem
of rapidly increasing health care costs. When Sovaldi came to the market, Oregon
Medicaid was both eager to provide access to the promising new treatment and shocked
by the unpredicted price tag. Since then, we've seen Harvoni and Olysio, and still other
new agents are on their way. Even with the promise of added competition, we Imc no
cause to anticipate luw:(, stainable cost for HCV

struggle to provid f other new specialty < hat also
have high price tags. Some of these show much less promise in terms of meaningful
therapeutic benefit.

Much has been said alrezdy about Sovaldi and the other recently-released HCV agents. It
is a sigaificant concem for all payers, but especially for Medicaid and Medicare. HCV
patients are disproportionztely beneficiaries of Medicaid or Medicare. This is true
nationally, and Oregon is no different. What sets Oregon somewhat apart is that
Oregonians have  higher incidence of hepatitis C than the national average. The
‘mortality rate in Oregon from HCV was nearly twice the national average in 2011. Thus,
Oregon is especially interested in life-saving, cffective treatment, and is especially
vulnerable to exceptionally high costs for that treatment.

We previously shared an analysis performed by Dr. Dan Hartung, This analysis identificd
10,164 Medicsid clients ss of Septemiber 2014 who appeared to be good potential
candidates for the newly-available HCV treatment.

STATE €

HINGTON
HEALTH CARE AUTHORITY
626 8ih Avenue, SE + P.0, Dos 45502 « Olympia, Washington 98504.5502

September 23, 2015

The Honarable Ron Wyden

The Honorable Chuck Grassley
Committee on Finance

United States Senate

219 Dirksen Senate Office Building
Washington, D.C. 20510

Dear Senator Wyden and Senator Grassley:

Specialty pharmacy drugs have long consiituted a portion of twial pharmaceutical costs. These
medications have histerically been used to treat s limited number of medical conditions that
affect relatively small numbers of the U.S. population.

Mote recently, cffective, safe and very expensive spocialiy phannaceuticals have become
available for o wider number of medicel conditions. While some of these phamaceuticals turget
less eommon conditions such as cystic fibrosis and multiple selerosis, others are used to treat
ety common conditions such us chranie hepatitis C and high cholesterol.

‘Newer treatments for chronic hepatits C that have come 10 market in the last two yeurs have
‘posed especially difficult challenges for payers. Hepatits C isa chronic infection eaused by the
hepatitis C virus. I affests nc percent of the U.S. population and is the leading cause of
cirrhosis, liver cancer and liver transplantation in the U.S.

In Washingion State, it is estimated that between 75,000 and 85,000 people hatbur the hepalitis
virus; bused on available epidemiologic and clinical data, fhe Washington State Health Care
ity (HCA) estimated that as of July 2014, mose than 23,310 Medicaid clients were
wnically infected with hepatitis C. The especially high prevalence of heputitis C in the
Medicaid population reflects the increased prevalence of risk factors for hepatitis C in this
population.

In November 2013, the Food and Drug Administration (FDA) approved Sovaldi (sofasbuvir) in
‘combination with ribavirin and interferon for the treatment of hepatitis C. Sovakdi, mmwm,l\\r\a]
by Gilead Scicnoes, represents a major brcakihrough in the treatment of hepas ofits
effectiveness and lack of toxicit i
two older medications —ribav

cves
and interferon — both associated with a high dey

Letters from eight states to the Senate Finance Committee expressing

concerns regarding the

e Hosls Care Tt CamtinmentSysem Thomas J. Batlsch, Director

July 17,2015

M. Peer Gartrell
U Senate Committee on Finance
Ranking Member Ron Wyden (Orcgon)
219 Dirksen Senate Office Building
Washingion, D.C. 20510

Diear Mr. Gartrell:
The AHCCCS Admiisiration submits the requested information in response o your July

2015 corespondence requesting a list of the top 25 drugs ranked by total amount paid for
calendar year 2012, The atiached spreadsheet includss the following

Number of Prescriptions

Whalesale acquisition price (WAC) ‘Health Plan Paid Amount

Drug quantity Quantity mspm
Diays of suppl Days Suppl
“The number of unique recipients Disines Merbees

The first and sccond tabs or: the spreadsheet are the Top 25 Drug by Cost for the Fec-For-Service
{FFS) and Masagod Care Organizations (MCOs) respestively. The thind end fourth Labs sre the
specific reports for Sovald and Harvoni for the Fee-For-Service and Managed Care
Organizations (MCOs) respectively

Ihe current AHCCCS enrollment is 1,746,175 members, OF these members, 809 are
earolled in MCOs and 116,747 are in the FFS program. An additional 50,463 are in Medicare.
Savings Programs and 107,136 are in a program that provides emergency services only.
Excluding the Medicare Savings Program and emergency scrvices populations, 92.7% of the
remainder of the AHCCCS population is enrolled in MCOS and 7.3% is in FFS.

You also requested additional information and the Administration's responses arc below

Has the state agreed to any supplemental rebate with Gilead for Sovaldi ar Harvoni? If so,
when?

Yes. The effective date of our agreements is January 1, 2015

Also, many states have had 10 make special budget line items or oiher special provisions for
Svaldi and other new HCV drugs because of the cost. Has your agency had to make any
special funding provisions that your state has had o request r adapt 1o cover the cast of these
drugs?

607 East Jofforson, Phosrés, AZ B5034 - PO Box 25420, Phosniz, AZ 85002 -6

RICK SCOTT
GOVERNOR
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October 19, 2015

The Hanerable Orrin G. Halch

Comiltee on Finance
Uniled Stales Senate

219 Dirksen Senata Offica Buiiding
Washington, D.C. 20510

The Flacrebls R Wyden
Ranking Me

Committee on N Enance

United States Senate

219 Dirksen Senate Office Buikling
Washington, D.C. 20510

Dear Chairman and Ranking Member:

Thank you for asking about the Florida Medicaid Program's experience with the now generation
of Hepala C érugs hal became amame baginning in December of 2013.

Florida the Agen a Medicald prescrib vg control
program and he Agency ullies 8 Profered Drug List (FDL) a8 Dalloflheu program. The
Preferred Drug List (PDL) i a listing of cost effective therapaulic options recommended by the
state's Medicaid Pharmacy and Thérapeuitics Commitiee. The Pharmacy and Therapeulics.
Committee is an advisory commitioe of physicians and pharmacists that ansures that he ¢rugs
availabie on the PDL allow providers s selection that guarantees quality of care and cost
containment

In Florida, most Medicaid recipients are enrolled in the Statewide Medicaid Managed Care
(SMMC) program. Under the SMMC pragram, the Agency negolialed capitsfion rales and
entered ino contracts with fully risk bearing health pians (o provide services, including
prescription drugs, 1o Medicaid enrollees beginning in May of 2014. Healtn plans are required
to utize the Agency’s PDL and develop prior authorization criteria and prolocols, which cannot

mora restrictive than ihat used by the Agency, fof reviewing requests for brand name drugs
that are not on the Agency's PDL.

FaceBook comIAGAFlorida
Yautune camIAHCAFlorida

StidaShare. netAHCAFlorida

CABINET FOR HEALTH AND FAMILY SERVICES
DEPARTMENT FOR MEDICAID SERVIGES

Steven L. Beshear Audrey Tayse Haynes
Gavemor 275 Eain 1.6 A Secrelary
Frnklor, 1Y 40821
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Commissioner

The Honorable Charies E. Grassley
Chaitman

Commities on the Judiciary

United States Senate

135 Harl Senate Office Bullding
Washington, D.C. 20510

The Hanorable Ron Wydsn
Ranking Member

Commitiee on Finance

United States Senate

221 Dirksen Senate Office Buiding
Washington, D.C. 20810

Oclaber 21, 2015

Re: High Cost Prics of HCV Treatment

Dear Senators and Congressmen,

One of the. i 's public is heptis C. It
Kontucky with the onsiaugt nd we

have bean ool ot oy

bings about a ubll ol concen, ut also the mgactof never hepalks s (HCV)

on st hoats carieaEad bUGets This s ot oy & s fo
Kenducky bt rtionai bl hasih concam.

Karkuck's e L about 7 percent of fts

budge

alist pnm f $84,000 for a tyma\ T2:wesk course of (reaiment. Harvoni®, made by the same
company, Gilesd Sciences. has a st prios closer 1o $100,000. Newer addiions may be
svallable but are ako o
Medicaid programes, these do fe to ofset | frop 7o

KanluckyUrkridedSpii.com ‘ @,,wlm arm.rr

An Equsl Coparsunty Empioyar MIFID

cost of treatment of new oral agents

TEXAS HEALTH AND HUMAN SERVICES COMMISSION

August 14, 2015 [k,

The Honorable Ron Wyden
Renking Member

Comumittee on Finance

United States Senste

219 Dirksen Senate Office Building
Washington, D.C. 20510

“The Honorable Charles E. Grassley
Senior Member

Committee on Finance:

United States Senste

135 Hast Senite Office Building
Washington, DC 20510

Dear Senstor Wyden and Senator Grassley:
Ioc.'s (Gilead) Sovaldi — and
other second generation edi m-wmun‘ is C
virus (second m!rlnwﬂl."ldmgs)—hnsml‘md ‘programs, Unfortunately, the high cost
nfmdmmmamw.»mmmmmsmmm {ll}-lscjlnme[\.llly

xamine which Medicaid beneficiaces ae truly in medical need of these producs and required
HHSC w0 prioc

The HHSC ical and ics (PAT) Commi iewed Sovaldi in
January of 2014  pefeed st contngent ion of prior

edical necessity

eriteria for second generation HCVde based on reliable and lppmpnmnevldm In July
tha same year, HESC requestd detaled clinical outcome data from Gilead (sce Attachumeat 1).
Puym was extremely

helpful ey ‘_amcd.uln.ﬂd‘m‘m.uurr
Orezon i y Medicaid Evi ions Project to belp review
the data and ssist with iteria, Texas Medicaid
mwmmm;mmmmm;mmmmmnm

TAVIR score
o3 ovbh. The METAVER vt Tiver fibrosis on & i
severity from FO 1o F4.

P.O.Box 13247 » Austin, Teaas 78711 4900 North Lamar, Ausiin, Texas 78751 = (512) 424-6500




HCV in our Centennial Care
Population
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HCV in Centennial Care:
a Population Model

“All models are
wrong. Some
are useful.”

W. Edwards Deming

(1900-1993), American engineer,

professor, statistician, author,
lecturer, management consultant
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The Importance of the Model

e The cost to treat all
Centennial Care members
with chronic HCV is likely
> S1 billion

 Being over budget by
even 100 courses of
treatment in a single year
= 510,000,000, a factor
with equal impact to
Health Plans, MAD/HSD,
and New Mexico

e The budgetary problem is

primarily short-term (5
years) while we treat the
backlog of previously
untreated HCV-positive
individuals

Once the backlog has
been treated, the “run
rate” expense may be in
the $S20 - S50 M per year
range for New Mexico

)
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Key Model Conclusions

NM HCV + individuals = 38,000

CC HCV + individuals = 13,800

CC known HCV + individuals = 6,918

CC known HCV + individuals likely to get
treatment (if no restrictions = 3,585)

— FO =580

—F1=1,255

— F2 and greater = 1,721

Target for 2016 = 1,750

— Remaining 29 may be accounted for by extrahepatic
HCV manifestations and other high risk groups .

HU MAN ill SE VICES



Additional Calculations by Kimberly Page, PhD at UNM
Prevalence of HCV in New Mexico

* NHANES (1% prevalence)
— 20,856

* Populations not included in NHANES (2014):

Lower Estimate Upper Estimate
Population Estimated Size
% Infected % Infected
Prison 25,336 23.0 5,827 41.1 10,413
[incl. probation/parale)
Homeless 2,746 1.0 27 36.7 1,008
Hospitalized 2,198 1.0 21 17.0 361
Nursing homes n/a - -
Active-duty military n/a
Indian reservations 121,636 1.0 1,216 115 13,988
Total 7,092 27,176
1]
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Additional Calculations by Kimberly Page, PhD at UNM

Prevalence of HCV in New Mexico

28,000 67,500

23,000 55,000

= x_..
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HCV in our Centennial Care
Population: Current Treatment

—
—
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New Mexico Data

 The four Centennial Care health plans have
been submitting data regarding all members
for whom there was a request for HCV
treatment in 2014-2016 YTD

 Health plans provided genotype for each
patient, and a level of fibrosis when available

 Southwest Care Center also provided
genotype data

)
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New Mexico Genotype Data

(through 10/31/2015)

Distribution of HCV Genotype

US (NHANES data) vs. New Mexico (MCO data 2014-2015 YTD)

0% I
4 5 6
H US (NHANES) 72% 16% 12% 0% 0% 0%
B NM (MCO data) 71% 11% 16% 1% 0% 0%
it
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New Mexico Fibrosis Stage Data
(through 10/31/2015)

Distribution of Fibrosis Stage
US (NHANES data) vs. New Mexico (MCO data 2014-2015 YTD)
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DC HCC
W US (NHANES) 16% 35% 22% 14% 6% 3% 3%
B NM (MCO data) 16% 25% 14% 11% 25% 8% 1%
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Centennial Care’s goal of treatment
for hepatitis C is:

e By 2020, to reduce morbidity and mortality by
providing evidence-based treatment for all of
our identifiable members with chronic
hepatitis C infection, while being responsible
fiscal stewards.

)
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Goals of Treatment for Hepatitis C

Centennial Care: By 2020, to reduce morbidity and mortality by providing
evidence-based treatment for all of our identifiable members with chronic
hepatitis C infection, while being responsible fiscal stewards.

— BCBS: To use limited resources in a reasonable/responsible manner to
successfully treat as many members as possible, focusing on those who
will receive the greatest clinical benefit.

— Molina: To have transparent, easily accessible, consistent, up to date
and evidence-based criteria which will permit greater and more
equitable access to hepatitis C drugs.

— PHP: To treat all clinically appropriate individuals with chronic
Hepatitis C with evidence-based treatment protocols, prioritizing the
patient’s clinical status and financial resources.

— UHC: To treat the members most in need.

HUMAN Wl SERVICES
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Best Practices from Centennial Care
Health Plans

BCBS — had been treating Fibrosis level 2 patients
for all of 2015, (now treating all stages of HCV)

Molina — Care Coordination role starts at the first
receipt of treatment request

PHP — through communication between finance
and medical, opportunity to treat additional
patients was identified and treatment guidelines
expanded; 340B pricing

UHC — communication regarding enhanced HCV

screening to providers
I
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Action Plan for 2016

1
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Action Plan Highlights for 2016

Treatment criteria specified via a Letter of
Direction on 12/1/2015, updated 7/27/2016

Revised “checklist” and provider network
education

Expanded role of care coordination

New data collection and staging requirements
Expanded screening efforts

Financial changes

)
—
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Treatment Criteria Explicitly Specified

 TREAT all patients over age 18, all genotypes,
with F2 level or greater of fibrosis (or equivalent):

— APRI score greater than 0.7 (use 40 for AST ULN), OR
— FIB-4 greater than 1.45, OR

— Transient elastography (Fibroscan®) score greater than
or equal to 7.1 kPa, OR

— Liver biopsy confirming a METAVIR score F2 or greater,
OR

— Imaging study that shows cirrhosis, OR

— Although not widely used in New Mexico, a
FibroSure® score of greater than or equal to 0.49 is

also consistent with F2 level fibrosis
I
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Why Not Treat Everyone Now?

e Budgetary constraints suggest that we will be
more effective in being able to treat everyone
by 2020 if we continue to prioritize those
patients with significant fibrosis, who are
most likely to benefit from treatment

 The references for the treatment of FO-F1
patients provided in the guidance from
AASLD/ASIM still do not contain a single
published article (there are two posters and
two abstracts from 2015 conferences)

>
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Why Not Treat Everyone Now?

 These references do not allow any peer
reviewed critique of experimental
methodology that is so valued in the medical
research community

e The Medical Assistance Division feels that it is
important to have an evidence based
approach to our decision making, particularly
given the > S1 billion cost of treatment

>
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Treatment Criteria Specified

 TREAT all patients with extrahepatic
manifestations of HCV infection:

— type 2 or 3 essential mixed cryoglobulinemia with
end-organ manifestations (e.g. vasculitis), or

— kidney disease
e proteinuria
* nephrotic syndrome or
e membranoproliferative glomerulonephritis

— lymphoma
I
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Treatment Criteria Specified

e Specifically, TREAT those with decompensated
cirrhosis and hepatocellular carcinoma unless
requesting physician certifies that patient life
expectancy is < 12 months

* No restriction of prescribing provider to
specific subspecialties is allowed

* No restriction of treatment based on active
alcohol or other drug use is allowed

)
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Treatment Criteria Specified

e TREAT Other High Risk Populations with Level
A or B Evidence for Treatment

— Pre- and post-liver transplant, or other solid organ
transplant

— HIV-1 co-infection
— Type 2 diabetes mellitus (insulin resistant)

— Debilitating fatigue impacting quality of life (e.g.,
secondary to extra-hepatic manifestations and/or

liver disease)
I

>

Il SERVICES

LT M E N

HUMAN



Treatment Criteria Specified

 Retreatment after failed all-oral therapy: same
criteria as for treatment, with ECHO
consultation

)
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Treatment Criteria To Be Revisited
Retroactively

 Health plans were required to go back and
offer reconsideration to all patients who meet
the new criteria, but were denied using
previous criteria prior to December 1, 2015

4
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Revised “Checklist” and Provider
Network Education

e One page checklist to focus on most common
scenarios; ask only for information that will
influence decision

e Provider Network Education

— Health plan visits to key (top 5 requesting) provider
groups to explain new criteria and new checklist

— Longer term efforts between MAD, health plans and
ECHO to develop a strategy for provider education

— Stronger connection with ECHO program for
retreatment for those who do not respond to, or

relapse with, all oral therapy "
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New Checklist

 Key changes:

— F2 level of fibrosis defined for
major testing modalities; only

one test required

— Lab work must be done in the

past 3 months

— Interferon questions removed
— Many (but not all) previous

Uniform New Mexico HCV Check

ist for Centennial Care

|PATIENT NAME: DOB:
1. DIAGNOSIS: O Chronic Hepatitis C Infection
2 Genotype Subtype ((f applicable)___ (aktach results)
0. KOV RNA Level within the past 3 menths: Lewel,, Date: . /! [attach results)

. ¥es O No O Does the patient have HIV-1 coinfection or one of the following extra-hepatic manifestation of
HCW Infection [if yes, circle and include documentation]: Lymphama, Vasculitis, or Renal Disease, insulin
resistant M, debllitating fatigue [documented in chart notes x & months), porphyria cutanea tanda.

2. ADDITIONAL REQUIRED LABS |within 3 months of request- please attach results]
Ol ast, O act, O ailirusin, Olalbumin, B Mg, B Platelet count, O axe, O Hemeglooin, O Creatinine

3. Yes O Mo O Patient has had or is patient being considered for LIVER TRANSPLANT? If yes, do not
complete the rest of this form; just fox to members Health Plan.

4. UVER ASSESSMENT
s+ ¥es O o O Does the patient have [circle all that apphy] APRI == 0.7 (F2), OF Fib-4 == 1.45, OF METAMR...

Score == £2, OR Transient Elastagraphy Store == 7.5 kP (F2), OF ElhrpSure >= 0.49 (F2), O radiographic
imaging or physical examination findings consistent with drrhosis (attach relevant results or notes)

5. Yes O o O 15 patien: TREATMENT EXPERIENCE

“Ves,” answer 2, b & ¢ I "Mo,” go to &)

2. st regimen(s} patient has received in past including year and duration of therapy:
5. ¥es O No O uninown O 0id patient complete treatment regimen (s} If nat, reazan for discontinuatian:

€ What was patient's respanse to therapy? O Uninown
O Azlapse [post

ment SWA, then slevated HOV RNA level some time later).

O Hon-respense W AMA remained detectable after complete treatment course]

6. REQUESTED MEDICATION(S]

Drugi.. Dose: Duration: weeks
Drugin Dose: Duration: weeks
D I am agreeable to approval and use of alternative and equivalent fermulary ﬂﬂ.lﬂi:lw“hfﬂ ual or greater SVR;

please substitute and notify me.

(m] I am agreeable to approval and use of atternative druglsl. doseis] and/for duration{s] based on cumrent
AASLD/ASID guidance.

Comments:

Checklist “requirements” now
changed to recommendations
to comply with CMS

E
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Expanded Role for Care Coordination

e Refer all patients to care coordination or
community healthcare worker when request for
medication received, per best practices within
Centennial Care

— Help to gather missing data for auth decision

— Help verbally explain decision to patient

— Help explain the need for medical follow up for
patients denied care

— Help with medication delivery and adherence, and
follow up testing, for patients with care approved.

e Some of these functions can also be met by health plan
pharmacists, PBM and pharmaceutical company care
management programs m
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Data Collection Requirements

e “Stage” all patients as part of authorization
process (whether approved or denied)

e Keep a sortable database so denied patients
can be reconsidered when coverage guidelines

change
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Quarterly reporting of members
treated and prescription costs

e Plans submit quarterly reports of Prior
Authorization data by genotype and fibrosis
stage

* Plans are now provided their comparative
data to all of Centennial Care after data
submission complete

e |If the number of Centennial Care HCV patients
treated is significantly below target, MAD will
re-evaluate treatment criteria "
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Expanded Screening Efforts

e All plans required to develop screening
program to include:

— Publication of guidelines based on USPSTF (2013)
or CDC (2013) or AASLD/ASID (2015)

— Distribution to provider network

— Distribution to members

e Considering member rewards for screening

>
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Align Financial Incentives

* Created a Delivery System Improvement Fund
target to ensure that health plans are
incentivized to provide treatment:

— 2016: exceed 50% of treatment target
— 2017: exceed ??% of treatment target
— 2018: reach 100% of treatment target

>
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7/27/2016 LOD Update

e Clarify Delivery System Improvement Fund for
Hep C related to number of members treated

 Request a further 20% reduction in cost per
treatment course by 6/30/2017

)
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Quarterly MCO Meetings

Review treatment data
Review progress on DSIF treatment targets
Discussion with ECHO experts

Discuss benefit expansion timelines
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Fall 2016 Update:
So, what actually happened as a result?

e Significant increase in those treated in the last
two months of 2015

 Near tripling of numbers treated on a monthly
basis in the first 9 months of 2016

* 13% reduction in cost per treatment course
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Dramatic Increase in Approval Rates

Centennial Care Treatment Requests and Approvals (ALL MCOs)
12/1/14 Data Point = all of 2014
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What About Lawsuits in Other States?

5/27/2016: The Washington State Medicaid Program “is hereby ENJOINED from
continuing to apply its February 25, 2015 HCV treatment policy, including its
exclusion of all treatment based on fibrosis score, and is required to return to
providing coverage for prescription medications to treat Hepatitis C virus (“HCV”)
without regard to fibrosis score, consistent with existing state and federal
Medicaid requirements. The parties are hereby ORDERED to submit a joint status
report to the Court sixty (60) days after the date of this order with an update as to
the implementation of these changes.”

5/27/2016: The Florida Agency for Health Care Administration announced Friday
that it is taking corrective measures to ensure that state Medicaid recipients will
have proper and timely access to Hepatitis C (HCV) treatment, including coverage
of Direct-Acting Antiretrovirals. Florida was spurred to change course after

the Florida Legal Services, Inc., Legal Aid Society of Palm Beach County, Inc., and
the National Health LawProgram (NHeLP) discovered that the Florida health
agency’s policies were violating patients’ rights pursuant to the Medicaid Act.

8/17/2016: Colorado board recommends expanded coverage for hepatltls C ﬁ(ug -

ACLU threatens lawsuit over coverage policy
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From the Hep C Coalition 2016 Strategic Plan

On December 12t 2015, New
Mexico’s Medicaid program being
very forward-thinking and strategic
in complying with and going beyond
this guidance, to ensure broader
access ... To go beyond treating only
the sickest of individuals infected with
HCV (treating only those with a liver
fibrosis score of F3 & F4), New
Mexico’s Medicaid program also
increased treatment to include more
recent infections with a liver fibrosis
score of F2. These changes to
providing a cure will further ensure
that all New Mexicans who are living
with HCV will be treated within the
next 5 years.

HEPATITIS C
in NEW MEXICO

TALK, TEST, CURE
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S500 Million of Good News for NM:
Cost Per Treatment is Rapidly Declining
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Effect of Declining Prices

e Cost of treating 13,800 CC members at 2014
prices = $1.341 B

e Cost of treating 13,800 CC members at
estimated 2017 prices = $S828 M

e Savings 2017 vs 2014 =S513 M
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Additional Benefits

 What will the additional benefit be of moving
from treating only the most advanced patients
to treating all appropriate patients over the
next 10 and 50 years?

)
—
~—y
-

Il SERVICES

LT M E N

HUMAN



The Benefits of Earlier Treatment

Van Nuys K, Brookmeyer R, Chou JW, et al. Broad Hepatitis C Treatment
Scenarios Return Substantial Health Gains, But Capacity Is A
Concern. Health Affairs, 2015; 34 (10):1666-1674.

Cumulative Discounted Costs And Benefits Of Hepatitis C Treatment Strategies In A
50-Year Simulation Relative To Baseline, By Treatment Scenario
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Projected 10-year Centennial Care Results
(in S millions, QUALY = $150,000/year)

Treat Sickest Treat All | Difference
(2015) (~2018)

Rx Cost 5(175) $(500) $(325)
Other Medical Costs S(44) S394 S438
QUALYs S102 S570 S467
Total S(117) S112 S580

For the many assumptions related to QUALYs, Rx costs over time, treatment
effectiveness, see Appendix, pages 14-19, in: Van Nuys K, Brookmeyer R, Chou JW, et
al. Broad Hepatitis C Treatment Scenarios Return Substantial Health Gains, But
Capacity Is A Concern. Health Affairs, 34, no.10 (2015):1666-1674.



Centennial Care Hepatitis C
Strategy Summary

Goal to expand coverage to treat all chronic and
active HCV patients by 2020

Goal to provide evidence based coverage

— Expand coverage to F1 fibrosis patients in 2017
— Reduce cost per treatment course by 20% by 7/1/2017

— Expand coverage to FO fibrosis / all patients when
financially feasible

Continue to partner with Hepatitis C advocacy
community
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Summary of Centennial Care Benefit

Expansion Timeline
Distribution of HCV Patients by Severity
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Key Challenge: Enhanced Screening

Number Treated per Year
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Two Important Obligations

e To treat all patients with
active, chronic Hepatitis

C infection

e To be faithful stewards
of the state’s limited
financial resources

OKay,who's
it gonna ber.
Whaoo ocoooo’s
i gonna be?.
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Special Thanks to...

Nancy Smith-Leslie, Director of the Medical Assistance
Division

Andrew Gans and Laine Snow from the DOH for their help
with the population model

The Hepatitis C Coalition for their collaborative
development of a statewide strategy

Karla Thornton, MD, with Project ECHO, for her help at
every stage of this project

All of the Health Plan Medical Directors and pharmacists
who provided research articles and significant input and
data to help us to make evidence based decisions

This group, for supporting the efforts of Centennial Care

with your time and talents.
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Questions? Comments?
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