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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 to 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 have no
cause to anticipate a lower, sustainable cost for HCV medications. Meanwhile, we
struggle to provide appropriate coverage of other new specialty pharmaceuticals that also
have high price tags. Some of these show much less promise in terms of meaningful
therapeutic benefit.
Much has been said already about Sovaldi and the other recently-released HCV agents. It
is a significant concern for all payers, but especially for Medicaid and Medicare. HCV
patients are disproportionately beneficiaries of Medicaid or Medicare. This is true
nationally, and Oregon is no different. What sets Oregon somewhat apart is that
Oregonians have a 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, effective treatment, and is especially
vulnerable to exceptionally high costs for that treatment.
We previously shared an analysis performed by Dr. Dan Hartung. This analysis identified
10,164 Medicaid clients as of September 2014 who appeared to be good potential
candidates for the newly-available HCV treatment.
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The gross cost of treatment was estimated to be between $84,000 and $150,000 per
patient, depending on the treatment length indicated. Our entire gross drug spend for all
drugs in 2014 was $591,191,199. This cost and demand meant that if we treated only half
of the potential HCV candidates, we could end up more than doubling the previous year’s
entire drug spend.
With guidance from experts, we developed a strategy to target and prioritize treatment to
those patients identified as the best candidates to successfully complete and benefit from
treatment. Prescribing hepatologists and gastroenterologists help ensure treated patients
are appropriate and prepared to successfully receive treatment. The Hartung analysis
indicated that treating the more advanced patients was cost effective when compared to
the previously available treatments. Based on historical utilization and assumptions
regarding provider capacity, we concluded approximately 500 patients would be
treated annually at a projected cost of up to $51 million per year for the first six years.
Since the new agents came on the market, total expenditure for these new HCV drugs
continues to increase. Based on year-to-date expenditures, we expect to exceed $30
million in expenditure for 2015. Again, these appear to be well-tolerated, cost effective
therapies that we anticipate will result in a reduction in costs for other services. However,
the upfront costs to provide the treatment continue to drive substantial increases in the
pharmaceutical budget.
The national attention paid to the new HCV treatments is well-deserved, but the concern
over dramatic pharmacy budget increases is not limited to HCV. There are newer
treatments for chronic conditions that, unlike the hepatitis drugs, do not provide a cure
and will need to be taken by patients every year for the rest of their lives. For example,
the PCSK9 inhibitors will be prescribed to treat high cholesterol and will result in a gross
cost increase of approximately $14,000 to $29,000 per patient per year. New treatments
for cystic fibrosis will exceed $250,000 per year for one patient. The estimated number of
patients who meet current FDA-approved indications for the new cystic fibrosis treatment
is very small but will still result in a significant financial impact of approximately $4
million per year. With the recent FDA approval of Orkambi (ivacaftor/lumacaftor), and
anticipated expansion of FDA-approved indications, many more patients will likely
qualify for treatment and the additional annual costs could be as high as $46 million.
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What we face is not a drug cost problem; it is a drug price problem. State Medicaid
programs are limited in our ability to control pharmacy benefit expenditure, particularly
as federal law requires us to provide a pathway to coverage for all FDA-approved drugs,
no matter how minimal the likely benefit per dollar spent. While federally mandated
rebates help, they provide limited relief.
This limitation is especially evident for generics, for which we do not have the same
rebate protections when the manufacturer raises their average price in excess of the
Consumer Price Index.
Again, thank you for your work and attention on the financial impacts of these very
expensive pharmaceuticals. Please let me know if you have any questions about this
letter or would like further information. I can be reached by telephone at 503-945-6777 or
via email at Lynne.Saxton@state.or.us.
Sincerely,

Lynne Saxton
Director
CC: Jeremy Vandehey
Karmen Fore
Drew Johnston

Douglas A. Ducey, Governor
Thomas J. Betlach, Director

July 17, 2015
Mr. Peter Gartrell
U.S. Senate Committee on Finance
Ranking Member Ron Wyden (Oregon)
219 Dirksen Senate Office Building
Washington, D.C. 20510
Dear Mr. Gartrell:
The AHCCCS Administration submits the requested information in response to your July 8,
2015 correspondence requesting a list of the top 25 drugs ranked by total amount paid for
calendar year 2014. The attached spreadsheet includes the following:
Fields requested:
Claim count
Wholesale acquisition price (WAC)
Drug quantity
Days of supply
The number of unique recipients

Field descriptions on the excel spreadsheet:
Number of Prescriptions
Health Plan Paid Amount
Quantity Dispensed
Days Supply
Distinct Members

The first and second tabs on the spreadsheet are the Top 25 Drug by Cost for the Fee-For-Service
(FFS) and Managed Care Organizations (MCOs) respectively. The third and fourth tabs are the
specific reports for Sovaldi and Harvoni for the Fee-For-Service and Managed Care
Organizations (MCOs) respectively.
The current AHCCCS enrollment is 1,746,175 members. Of these members, 1,471,809 are
enrolled in MCOs and 116,747 are in the FFS program. An additional 50,483 are in Medicare
Savings Programs and 107,136 are in a program that provides emergency services only.
Excluding the Medicare Savings Program and emergency services 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 are below.
Has the state agreed to any supplemental rebate with Gilead for Sovaldi or Harvoni? If so,
when?
Yes. The effective date of our agreements is January 1, 2015.
Also, many states have had to make special budget line items or other special provisions for
Sovaldi and other new HCV drugs because of the cost. Has your agency had to make any
special funding provisions that your state has had to request or adopt to cover the cost of these
drugs?
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There was an existing $15 million in the MCO capitation rates for treatments that Sovaldi and
Harvoni are replacing. These dollars were left in the rates to cover a portion of the costs of
Sovaldi and Harvoni. Arizona added an additional $30 million in funding to the capitation rates
to address the additional costs of Sovaldi and Harvoni, for total funding of $45 million.
Lastly, is there any estimate of the number of HCV patients in the Medicaid program?
There are approximately eighteen thousand identified HCV patients within the AHCCCS
program. It should be noted that the national consensus among health care professionals is the
number of Hepatitis C patients is understated due to lack of testing.
In the event that you have additional questions, please contact me at your convenience.
Sincerely,

Thomas J. Beltach
Director

TEXAS HEALTH AND HUMAN SERVICES COMMISSION

CHRIS ThAYWR

August 14, 2015

axEaECoMMIssIoN

The Honorable Ron Wyden
Ranking Member
Committee on Finance
United States Senate
219 Dirksen Senate Office Building
Washington, D.C. 20510
The Honorable Charles E. Grassley
Senior Member
Committee on Finance
United States Senate
135 Hart Senate Office Building
Washington, DC 20510
Dear Senator Wyden and Senator Grassley:
and
Thank you for exploring the fmancial impact that Gilead Sciences, Inc.’s (Gilead) Sovaldi
other second generation direct acting antiviral medications for the treatment of the Hepatitis C
has on Medicaid programs. Unfortunately, the high cost
virus (second generation HCV drugs)
of these drugs forced the Texas Health and Human Services Commission (HHSC) to carefully
examine which Medicaid beneficiaries are truly in medical need of these products and required
FNSC to implement strong prior authorization requirements.
—

—

The HHSC Pharmaceutical and Therapeutics (P&T) Committee first reviewed Sovaldi in
January of 2014 and recommended a preferred status, contingent upon implementation of prior
authorization criteria. HHSC began developing a medical necessity and prior authorization
criteria for second generation HCV drugs, based on reliable and appropriate evidence. In July
that same year, HHSC requested detailed clinical outcome data from Gilead (see Attachment 1).
The associate director for medical sciences for this company, Michelle Puyear, was extremely
helpful and provided and explained the data. In addition, HHSC enlisted the services of the
Oregon Health Science University Medicaid Evidence Based Decisions Project to help review
the data and assist with drafting appropriate prior authorization criteria. Texas Medicaid
eventually determined that second generation HCV drugs are medically necessary for
beneficiaries if they are diagnosed with the Hepatitis C virus and experience a METAVR score
of P3 or F4. The METAVIR test assesses the level of liver fibrosis on a scale of increasing
severity from FO to F4.
P.

0.
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For most of 2014, HHSC program staff focused on the clinical aspects of the drugs, but the high
drug cost remained a concern. Because Sovaldi was not yet on the Texas Medicaid formulary,
Gilead leadership asked to meet with FU4SC executive leadership, and a meeting was conducted
on August 6, 2014. The Gilead executives and representatives in attendance were:
• Kacy Hutchison, Vice President of Government Affairs
• Coy Stout, Vice President of Managed Markets
• Justin Crum, Director, National Accounts, Strategid Accounts Central
• Tyler Hunter, Executive Manager, National Accounts
HHSC’s former Executive Commissioner, Dr. Kyle Janek, expressed his displeasure with
Gilead’s pricing. He reminded the Gilead executives and representatives of the impact of their
drug to the state budget. Given the size of the Texas Medicaid population, Dr. Janek also asked
for a discounted rate. He referenced the drug’s availability at a fraction of the price in other
countries and the lilcelthood that it would be cheaper for Texas to fly Medicaid recipients to those
countries for treatment than to treat them in the U.S. Gilead executives and representatives
explained that the company limited access to the drug in other countries to citizens of those
countries and then defended their pricing model. Gilead offered no meaningful discounts until
January 2015 when two other second generation HCV drugs entered the market: Haiwoni (also
by Gilead) and AbbVie, Inc.’s (AbbVie) Viekira Pak.
In October 2014, IfflSC’s Preferred Drug List (PDL) vendor, Magellan Medicaid
Administration, sent solicitation letters to all manufacturers of second generation HCV drugs.
These letters solicited manufacturers to provide their supplemental rebate offers so the same
could be presented to the P&T Committee in its January of 2015 meeting. During this period, but
prior to the P&T Committee meeting, FNSC and Gilead discussed coverage criteria and drug
price/rebates on multiple occasions. Attachment 2 lists the conversations FII4SC held with
representatives of Gilead in 2014 and 2015.
In early January 2015, news outlets reported that Express Scripts—the nation’s largest pharmacy
benefits manager—had signed an exclusive arrangement with AbbVie to make Viekira Pak its
sole preferred second generation HCV drug. Shortly after that announcement, and leading up to
the January P&T Committee meeting, Gilead met with Texas FNSC again and offered a more
substantial supplemental rebate. The deadline for submitting supplemental rebate offers had
expired, but HHSC made an exception because of the particular nature of the situation. To be
fair, HHSC also allowed AbbVie to revise its offer (post-deadline) and AbbVie did.
Upon completion of their January 2015 review, the P&T Committee recommended Viekira Pak
as the preferred product for recipients in both fee-for-service traditional Medicaid and managed
care Medicaid. The committee’s decision was based on the understanding that both Harvoni and
Viekira Pak were effective treatments, but because AbbVie submitted more aggressive rebates to
HHSC’s PDL vendor, Viekira Pak was more cost effective.
In Texas, almost 90 percent of Medicaid recipients receive benefits through a managed care
organization (MCO). When Sovaldi was the only U.S. Food and Drug Administration (FDA)
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approved second generation HCV drug, there was much uncertainty about potential
expenditures, and calculating an actuarially-sound MCO premium rate that took this drug into
account was not possible. Therefore, HHSC was forced to develop an MCO contract amendment
and obtain approval from the Centers for Medicare & Medicaid Services to reimburse MCOs for
the cost of second generation HCV drugs through a separate non-risk-based payment process. In
Texas’ managed care Medicaid, second generation HCV drugs are the only products that are
‘carved-out” of the MCO premium rate. M-ISC’s policy has consistently required MCOs to
assume the risk for all prescription drugs.
Like all states, Texas struggles with the challenge of trying to provide beneficiaries with
maximum access to second generation HCV drugs without compromising its Medicaid
program’s solvency. In Texas, approximately 17,000 Medicaid recipients (primarily adults) were
identified with a primary diagnosis of Hepatitis C. Based on HHSC’s medical-necessity criteria,
product indications, and HCV population demographics, HHSC forecasted potential utilization,
and estimates that approximately 1,200 recipients per fiscal year will obtain second generation
HCV drugs. The table below provides the estimated net costs per year after all rebates.
FY 2015
(Apr -_Aug)
All Funds*

PY 2016

FY 2017

FY 2018

$ 20.1

$ 65.8

$ 53.4

$ 54.7

Federal Funds*

$ 11.7

$ 27.1

$ 23.3

S 23.9

TX General Revenue*

$ 8.4

$ 38.7

$ 30.0

$ 30.9

Notes
•

•
•
•

*

All dollar amounts in millions
Analysis is based on three Hepatitis C treatments: Viekira (12-week), Viekira + Ribavirin (12-week),
and Sovaldi (24.week).
Assumed effective date April2015 with pent-ifp demand assumed in State Fiscal Year (SFY,) 2015.
HHSC System Forecasting, March 2015

The state’s experience with second generation HCV drugs prompted the 84th Texas Legislature
to pass a rider on the state’s appropriations act in June 2015. The rider requires HHSC to
estimate the potential cost of all new outpatient drug products prior to covering the products. All
products with an estimated annual cost of greater than $500,000 must be submitted to the
Legislative Budget Board for review. This requirement may increase the amount of time
between approval of a new treatment by the FDA and provision of that treatment to Medicaid
clients.
In January 2015, Texas Medicaid began limited coverage of Sovaldi and Olysio (manufactured
by Johnson and Johnson) on an exception basis for recipients with HCV and the most urgent
medical needs. In April 2015, Texas Medicaid fully implemented its coverage of the second
generation HCV drugs.
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The rebate revenue from manufacturers lessens the impact of second generation HCV drugs on
the state’s Medicaid budget. However, given the exorbitant price of these medications, the
rebates are insufficient and these drugs jeopardize the solvency of the state’s Medicaid and
public health programs. Manufacturers lowering the price at which these drugs are sold to
providers would be more beneficial than rebates to the Texas Medicaid program and would also
benefit its state-funded health programs.
HHSC is hopeful that as new HCV and other breakthrough drugs are approved, market forces
will reduce costs. Otherwise, Texas and all other states will experience budgetary difficulties that
could negatively affect the Medicaid program.
Your exploration of these issues is greatly appreciated. if you would like additional infonnation
or have additional questions, please contact me at 512-707-6142 or by email at
Andy.Vasquez@hhsc.state.tx.us.

Sincerely,

Andy Vasquez
Texas Health and Human Services Commission
Medicaid/CHIP Deputy Director, Vendor Drug Program

Attachment 1

TEXAS HEALTH AND HUMAN SERVICES COMMISSION

KYLE L JANEK, MD.
E’<ECUIWE COMMISSIONER

July 29,2014

Ms. Stephanie Tran
Associate Manager, Medical Infonnation
Gilead Sciences, Inc.
333 Lakeside Drive
Foster City, CA 94404
Ms. Trait
We are writing to request clinical data from Gilead Sciences to answer pertinent questions on the
Hepatitis C drugs, Sovaldi (sofosbuvir) and the combination drug, ledipasvir/sofosbuvir.
Chronic Hepatitis C is estimated to affect 3.2 million people in the United States and has a high
prevalence rate in patients with income below the poverty line. Hepatitis C affects a large
number of Texas Medicaid patients and, with the high cost of treatment, it will represent a
significant cost to the state of Texas.
The preliminary clinical evidence prompted the FDA to grant Sovaldi a Priority Review and
Breakthrough Therapy designation, which it awards products for indicating substantial
improvement over available therapies for patients with serious or life threatening diseases, can
cut the FDA review time from 10 months to 6 months. The FDA has also granted
ledipasvir/sofosbuvir a Breakthrough Therapy designation. There is evidence of the benefits
Sovaldi, and by extension ledipasvir/sofosbuvir, will bring to our Hepatitis C patients. However,
the full extent of benefits, as well as potential deficits, remains out of reach. The state of Texas
is dedicated to providing the most prudent, cost-efficient, and beneficial health care to our Texas
Medicaid clients. We have been diligently reviewing clinical information, as well as several
guidelines to help form an appropriate clinical edit. As we recommended by our Drug
Utilization Board, we have been reaching out to stakeholders for additional input and concerns.
The available guidelines and reviews have been helpful in our draft of a clinical edit. In our
review of both the guidelines and the available studies, questions have remained that need to be
answered so we can guarantee every step of our clinical edit is founded on the most cunent and
complete information. With such a significant impact on the state health care budget, there is
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very little room for error. We appreciate that some information has been published and provided
for both products, but there is still data that would be crucial to providing the most accurate
representation of cost-effective treatment, based on available clinical evidence.
In order to help us address these items, we are asking Gilead Sciences for the following:
•

All data on adverse effects from all studies that have been published, presented, and/or
available for both Sovaldi and ledipasvir/sofosbuvir.
• All data to calculate incidence of relapse after SVRI2 for all studies that have been
published, presented, and/or available for both Sovaldi and ledipasvir/sofosbuvir.
• A flow diagram showing what happened to all people who were initially screened for
enrollment in any study studies that have been published, presented, and/or available for both
Sovaldi and ledipasvir/sofosbuvir.
o Study investigators should complete a ftll CONSORT flow diagram (available at
www.consort-statement.org/).
o For each outcome reported there should be a clear indication of the numerator and
denominator for each of the outcomes analyzed.
o SVR12 and SVR 24 data for all studies that have been published, presented at a
meeting, or available to the investigators or manufacturers.
o Please include data that may have been incomplete from any studies that have been
sent to HHSC staff.
• Quality of life data for all studies that have been published, presented, and/or available for
both Sovaldi and ledipasvir/sofosbuvir..
We ask that all material be provided in a format that staff can employ to adjust our clinical edit
criteria. We appreciate your continued cooperation and timeliness in this matter.
Please let me know if you have any questions or need additional information. Joshua
Dominguez Pharm. D., Vendor Drug Pharmacist, serves as the lead staff on this matter and can
be reached by telephone at 512-462-6390 or by email at Joshua.Dominguezbhsc.state.tx.us.
Sincerely,

7

Andy V quj
Medicaid/CHIP Deputy Director, Vendor Drug Program

Attachment 2
Meetings between Health and Human Services (HHSC) staff and Gilead Sciences, Inc. regarding
clinical and financial considerations of Texas Medicaid coverage of Sovaldi and Harvoni.
Meeting Date

4;

V.

Description

May 6, 2014

Discuss coverage status of Sovaldi.
Gilead representatives include: Tyler Hunter

June 2, 2014

Discuss coverage status of Sovaldi.
Gilead representatives include: Tyler Hunter

June 20, 2014

Clinical update on Sovaldi
Gilead representatives include: Tyler Hunter, Michelle Puyear

July 29, 2014

HHSC letter to Gilead requesting detailed clinical data

Aug. 6, 2014

Meeting with HHSC executive commissioner requested by Gilead to discuss
coverage of Sovaldi
Gilead representatives include: Kacy Hutchison, Coy Stout, Justin Crum, Tyler
Hunter

Aug. 13, 2014

Detailed discussion of HHSC’s clinical data request.
Gilead representatives: Michelle Puyear, Tyler Hunter

Oct. 21, 2014

Initial discussion regarding Harvoni; including clinical and rebate considerations
Gilead representatives include: Tyler Hunter, Michelle Puyear

Nov. 14, 2014

Discuss Gilead rebate offers for Harvoni and Sovaldi.
Note: FNSC conveyed our continued, serious concerns with Gilead’s pricing
structure and they committed to taking our request to their management with
response expected by the next week.
Gilead representatives include: Coy Stout, Justin Crnm, Tyler Hunter, Erin Smith

Nov. 20, 2014

Discuss enhanced Gilead rebate offer. Gilead offered slight increase from
original offer for Harvoni and extended offer to Sovaldi.
Gilead representatives include: Justin Cmm, Tyler Hunter, Erin Smith (Gilead
Government Affairs)

I.

Dec. 4, 2014

Touchbase meeting regarding I-II-ISC evaluation of enhanced rebate offers.
Gilead representatives include: Justin Crum, Tyler Hunter

Dec. 17, 2014

Touchbase meeting regarding HHSC evaluation of enhanced rebate offers.
Gilead representatives include: Justin Crum, Tyler Hunter

Jan. 7, 2015

.

Jan. 16, 2015

Touchbase meeting regarding FU-ISC evaluation of enhanced rebate offers.
HHSC offers extension to supplemental rebate offer submission deadline based
on Gilead commitment to submit a new, revised final offer.
Gilead representatives include: Justin Cmm, Tyler Hunter
Pre-P&T Committee meeting discussion regarding Gilead’s final, revised offer.
Gilead representatives include: Coy Stout, Kimberly Hawkins, Justin Crum

