July 23, 2014

To the Advisory Committee:
I do not know where to start. I am frustrated by the efforts by some to block the accessibility
of Solvadi to all patients with Hepatitis C. It is a miracle that our drug community has gotten
this far, to have created a drug that has a cure rate of 90%. How can we withhold this from the
public? It is disgusting, unethical and incomprehensible to think that we would keep a patient
from receiving the benefits of this drug one day longer.
It has only been in the last three years that I have been staying informed about the newest
developments for hepatitis C. I am a poster child of a loved one living in total darkness to the
extreme dangers of this disease. My mom learned of having hepatitis C in a letter from the Red
Cross dated September 12, 1990. She went on to endure two treatments of Interferon that
decade, hoping that she would be the 10-25% who would be cured of the disease. She was not.
In 2007, she was told her biopsy showed signs of cirrhosis of the liver. She was given no plan of
action and no prognosis of how her disease may progress. She experienced strange symptoms in
the years after, that no doctor could fully explain. It was not until December of 2010 that my
mom received the news that she had terminal liver cancer. She died at the age of 58 on March
9, 2011. I was 28 years old.
Because hepatitis C was a newer disease, my parents were never well educated about it and
never kept abreast of the new developments in the disease. We all saw the disease as similar to
heart disease or diabetes that would not really catch up to you until you were really old. My
mom’s death was a product of inept doctors and poor oversight of my mom’s condition. My
father would further learn, when looking at the 2007 biopsy report himself in January of 2011,
that cancer had been detected but no one informed my parents or made a plan of treatment. My
mom’s story is a completely tragic one. From the day she learned of her disease she was
starting on a path of death. I am so thankful that we had as many years with her as we possibly
could.
I want this committee to hear from someone affected by this disease. While everyone is
focused on numbers, people are dying. Families are losing their loved ones and this will only get
worse as more and more baby boomers learn of their disease. Our family felt completely
hopeless. We had no support from our doctors. There was no preventative care put in place for
my mom. It was total negligence. I believe that this drug empowers the patient and empowers
their families. They do not have to be dependent on a doctor to recognize the signs of cirrhosis,
to recognize the signs of cancer, or to put together the most effective treatment plan. Families
can now go from a loved one having hepatitis C to a loved one being cured.

This was the last day I saw my mom. She died two weeks after this picture was taken.
Please acknowledge how Hepatitis C destroys the body and takes our loved ones away.
I will never have my mom back.
And she will never meet my daughter/son who is due on January 1.

You all have the power to give people a miracle that we have been praying years for. I hope you
feel the burden of this responsibility and the magnitude of your actions.
Thank you for taking the time to hear my story,

Jenny Goslin, daughter of Sheila Pauline Monica Parducci Graham (1952-2011)

July 31, 2014

To:

Jeanene Smith, MD, MPH, Administrator and Chief Medical Officer
Office for Oregon Health Policy & Research

From: The Pharmaceutical Research and Manufacturers of America

RE:

Oregon Health Plan Treatment of Hepatitis C Medications

Thank you for the opportunity to comment on both the HERC’s and its Value Based Benefits
Subcommittee’s process for addressing the treatment of Hepatitis C in the Oregon Health Plan (OHP).
Issues surrounding patient access to vital medications are of significant importance to us and to our many
research-based innovative biopharmaceutical members across the globe. Due to significant unmet
medical need, coupled with an innovative and research-driven biopharmaceutical development process
here in the United States, diseases like Hepatitis C now have cures, not just treatments. In the long run,
these new medical advancements, as well as many more under development, will serve to change the face
of medical treatments for several chronic and intractable diseases. That is, assuming physicians and
patients have the support and ability to access these new breakthroughs. Unfortunately, however, we
view the process being undertaken by the HERC related to newly approved Hepatitis C cures as both a
barrier to patient access and a step backwards in the fight against Hepatitis C.
Initially, and most fundamentally, we have serious concerns related to any decision by Oregon not to
cover advances in medical science, particularly those that can result in a substantial public health benefit:
the cure of a chronic, contagious condition. The public record regarding coverage of Hepatitis C
medications reflects little consideration of the medical and quality of life benefits and the corresponding
cessation of long-term health interventions that would result from curing hepatitis C.1 Instead, almost the
entire record is comprised of discussions related to the up-front cost of new Hepatitis C medications and
the problems associated with administering the OHP in the short-term.
In addition to our concerns related to patients’ ability to access new and better medications, we have
significant concerns related to the process the HERC and its subcommittees have undertaken to date when
reviewing this potential Hepatitis C decision, and we seriously question whether future determinations
would be permissible under Oregon’s Section 1115 waiver and consistent with the State’s obligations
under the Medicaid Drug Rebate Program.
For example, significant emphasis has been placed, both in HERC discussions as well as in several media
reports on this issue generally, on Oregon’s 1115 waiver as the source of the State’s authority to limit
access. According to HERC’s Q&A document on Hepatitis C, HERC indicates that a final decision could
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Similarly, the dialogue lumps together different hepatitis treatments by FDA approval date, which is not a clinically appropriate
way to develop policies on patient access.
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be implemented by October 1, 2014. If HERC made a final determination to place certain Hepatitis C
treatments below the line on Oregon’s Prioritized List, however, then under the Section 1115 waiver
HERC would have to seek approval from the Centers for Medicare and Medicaid Services (CMS) at least
120 days before the planned implementation date so that CMS could “ensure that the Prioritized List is
comprehensive enough to provide Medicaid beneficiaries with an appropriate benefit package.”2 The
waiver documents further state that any modifications to the Prioritized List may not be implemented
until CMS approves the State’s amendment request.3 Yet, to date, we see no evidence that this federal
approval process has begun.
Moreover, most of the discussion surrounding the guidance on Hepatitis C seems to be grounded in cost
effectiveness considerations and does not appear to encompass much input from the patient and provider
community. Notably, Oregon’s Section 1115 Waiver Approval references Oregon’s commendable
“community-focused health systems transformation approach” and requires, consistent with that
approach, that the State engage in a “robust public process to ensure community engagement” in
developing proposed modifications to the Prioritized List.4 We hope that HERC and its subcommittees
will fulfill their obligation to ensure patients’ and providers’ voices are heard, seriously considered, and
reflected in any final request to CMS for amendment.
We also question how the HERC could satisfy its various state regulatory mandates if it were to restrict
patient access to cures by moving certain Hepatitis C medications “below the line.” For example, OAR §
410-121-00405, states that drugs must generally “be prescribed for conditions funded by the [OHP],” and
that generally medications are not covered if prescribed “for a non-covered diagnosis.” What is not clear
from this provision, however, is how HERC is determining to treat a provider’s prescription for an FDAapproved medication, prescribed for a “condition funded by [OHP]” as not a covered service. Further, we
question whether this move, which arguably looks like an attempt to single out individual drugs rather
than to review a disease state more generally, is consistent with HERC’s overall regulatory authority visà-vis its division of responsibility with the Oregon P&T Committee. Plainly, the process to date looks
quite a lot like an attempt to conduct a “drug class evidence review or medical technology assessment
solely of a prescription drug,” which would be prohibited under ORS § 414.698(1).
At the federal level, we question how Oregon could deny coverage for an FDA-approved medicine
prescribed for a medically accepted indication consistent with its obligations under the Federal Medicaid
Drug Rebate Statute6 The Medicaid rebate statute imposes obligations on manufacturers related to
payment of rebates and imposes obligations on Medicaid programs related to the coverage of prescription
medications subject to Medicaid rebates. Placing an FDA-approved medicine covered by a Medicaid
rebate agreement below the funding line in circumstances where the drug is used for a medically accepted
indication (as defined by the rebate statute)7 does not comport with the coverage requirements set forth in
the rebate statute. Prior authorization policies may comport with the Medicaid rebate statute in specified
circumstances, but a below the line placement (which would effectively mean complete non-coverage)
would not. And, to be sure, the requirements of the rebate statute cannot be waived under Section 1115.8
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We have significant concerns that a move to place Hepatitis C drugs subject to a Medicaid rebate
agreement below the funding line would put the State in violation of the Medicaid Drug Rebate Statute.
We note also that the Medicaid “expansion population” described in the Affordable Care Act (ACA) must
receive benefits under Oregon’s Medicaid Alternative Benefit Plan,9 which must comply with Essential
Health Benefit (EHB) requirements. Importantly, federal EHB regulations ban benefit designs that
“discriminate[] based on an individual’s age, expected length of life, present or predicted disability,
degree of medical dependency, quality of life or other health conditions.”10 Further, under federal law
Alternative Benefit Plans can only be based on certain benchmark plans not relevant here (the Federal
Employee Health Benefits Program BlueCross/Blue Shield PPO option, State employee plans, and the
State’s largest commercial HMO) and “Secretary-approved coverage,”11 meaning “[a]ny other health
benefits coverage that the Secretary [of health and Human Services] determines, upon application by a
State, provides appropriate coverage for the population proposed to be provided such coverage.”12
If Oregon were to modify the Prioritized List to delete coverage for newer hepatitis C medications below
the line and constrict its Medicaid Alternative Benefit Plan to incorporate the modified version of the
Prioritized List, then we believe the State could be in violation of the EHB non-discrimination
requirement, and also would need to seek and obtain CMS’ approval for this scaled-down coverage
package.
Beyond the legal problems stemming from a HERC determination not to cover certain Hepatitis C
treatments, we are concerned most fundamentally with State determinations to deny patients access to
cures. In the long run, these decisions are unlikely to save any costs, are likely to reduce the quality of
patient care, would forego opportunities for public health gains, and unquestionably provide a significant
disincentive for future innovation. All of which is bad for Oregon. Therefore we urge Oregon to take a
serious look at the long-term benefits -- both to patients and the healthcare system -- that can be achieved
when patients have meaningful access to innovative treatments that could reduce the need for expensive
and chronic medical interventions later in life.

CC:

Darren Coffman, Director, Oregon Health Evidence Review Commission
Ariel Smits, MD, MPH, Medical Director, Oregon Health Evidence Review Commission
Thomas Burns, Director, Pharmacy Programs, Oregon Health Authority
Roger Citron, Administrative Support, Oregon Pharmacy & Therapeutics Committee
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