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Center for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-4180-P

Baltimore, MD 21244-8013.

Submitted via http://www.regulations.gov

RE: RIN 0938-AT92 Modernizing Part D and Medicare Advantage to Lower
Drug Prices and Reduce Out-of-Pocket Expenses (file code CMS-4180-P)

We are submitting public comment on behalf of the Fenway Institute at Fenway Health. The
Fenway Institute works to make life healthier for those who are lesbian, gay, bisexual, and
transgender (LGBT), people living with HIV, and the larger community. We do this through
research and evaluation, education and training, and policy analysis. We are the research division
of Fenway Health, a federally qualified health center (FQHC) and Ryan White Part C HIV clinic
in Boston, MA that serves 32,000 patients each year. Some 2,200 of our patients are people
living with HIV, about 15,000 of our patients are LGBT, and nearly 4,000 are transgender. A
major focus of our work is technical assistance to HIV care providers, and research to prevent
the transmission of HIV and other sexually transmitted infections (STIs).

We write to express strong opposition to the proposed rule, which would remove “protected
status” from antiretroviral medications, antidepressants, antipsychotics, and other classes of
drugs under Medicare Part D. As you know, the Medicare program is the largest federal program
supporting HIV medical care, covering at least 120,000 people living with HIV (PLWH), or one
in four PLWH who are in care. PLWH on Medicare have more complex and serious medical
conditions than most other patient populations. Most qualify because they are disabled, and more
HIV-positive Medicare beneficiaries are dually eligible for Medicare and Medicaid.* A growing
number of Medicare beneficiaries are older adults living with HIV, most of them long-term
survivors who have lived with the virus since the 1980s or 1990s.

Changing the protected class status for antiretroviral medications to treat HIV could undermine
the substantial progress we have made in HIV care in the U.S. over the past two decades.
According to the Health Resources and Services Administration HIV/AIDS Program, 85.9% of
HIV patients receiving Ryan White HIVV/AIDS Program services were virally suppressed in
2017, compared to 69.5% in 2010. Among all people living with HIV in the U.S., the federal
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government estimates that 54.7% are virally suppressed.? Improved viral suppression rates not
only help individuals living with HIV, but also reduce transmission of the virus to others.

Expanded access to HIV treatment and improved viral suppression could be jeopardized by the
proposed changes, including requiring providers to seek prior authorization and to use step
therapy with generics before accessing brand-label medications. Most antiretroviral medications
are not available in the U.S. generically. We are also concerned at the proposal to exclude HIV
medications if their cost increases at a rate greater than inflation, and at the proposal to allow
Medicare Part D plans to exclude new formulations of a drug even if the older version is taken
off the market.

Removing the protected class status for HIVV medications could lead to delays, disruptions, and
discontinuations in access to treatment for HIV. This could lead to drug resistance,
hospitalizations, and the development of more comorbidities by people living with HIV. This
could have devastating consequences, especially for older Medicare beneficiaries. Many older
adults who have been living with HIV for decades experience early onset of multiple
comorbidities, and many have had an AIDS diagnosis.® Liver disease, cardiovascular disease,
and non-AlIDS related cancers are now leading causes of morbidity and mortality among older
people living with HIV.* Abrupt suspension of antiretroviral treatment increases the risk of
rebound viremia.® Research has shown a link between treatment interruptions and not only
opportunistic infections but also all-cause mortality (i.e. death from non-HIV related causes).
The Medicare Part D rule change proposal as written would likely lead to both of these
outcomes, because treatment interruptions caused by formulary challenges and prior
authorization delays would be inevitable.

Providing medical care to an HIV-infected patient is a complex endeavor. Providers titrate
treatment based on a variety of factors. Forcing Medicare beneficiaries to adjust treatment
regimens that they have developed with their providers, and increasing physician burden—solely
based on cost concerns—could worsen treatment outcomes for PLWH in the U.S. Older adults’
ability to metabolize antiretroviral medications is diminished, relatively to younger patients, and
may result in increased toxicity.” Long exposure to highly active antiretroviral therapy (HAART)
may increase the risk of heart attack® and heart disease resulting from specific classes of
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antiretrovirals.® Given the incidence of non-AIDS related comorbidities among older HIV-
infected patients, closely monitoring and adjusting medication regimens may be necessary to
minimize toxicities and drug-drug interactions.'® In male HIV patients over 50 years and among
postmenopausal women, bone density monitoring and adjustment of the antiretroviral regimen
may be required in order to minimize the risk of fragility fractures.

Many antiretroviral medications, particularly those in wide use a decade or more ago, can cause
liver toxicity. For HIV-positive people co-infected with hepatitis, the interaction of some anti-
retrovirals and cholesterol medications can cause liver toxicity.** Other side effects resulting
from antiretroviral use include lipodystrophy, osteoporosis, pancreatitis, peripheral neuropathy,
and buildup of lactic acid.'? Health care providers treating HIV-positive patients with multiple
comorbid conditions must already balance a number of concerns. Forcing them to change
antiretroviral treatment regimens and to replace medications that are working is bad medicine
and bad public health policy.

Older adults living with HIV may experience cognitive impairment starting at an earlier age
relative to their HIV-negative peers.'® This could be due to “chronic HIV-driven inflammation in
an aging brain.”** Different antiretroviral medications vary in their ability to penetrate the central
nervous system (CNS) and reduce CNS HIV viral load.*® Declines in cognitive ability can reduce
adherence to antiretroviral medication.'® Antiretroviral therapy may increase the risk of
Alzheimer’s disease,'’ depression, and other psychiatric side effects.*® A number of studies have
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found high rates of depression among older people living with HIV.1%2%21 Depression can
correlate with low rates of antiretroviral medication adherence. Treatment with antidepressant
medication can improve antiretroviral adherence.?? For these reasons, we are concerned with the
proposal to remove protected class status for antidepressants and antipsychotics.

Miraculously, thousands of PLWH who a quarter century ago nearly died of AIDS are today
thriving as older adults and long-term survivors living with HIV. This did not just happen. This
was the result of closely monitored care partnerships between providers and patients, often with
the help of critical support services such as case management and treatment adherence
counseling. The proposed changes would throw a monkey wrench into the success we have
achieved with HIV care over the past quarter century, and could worsen health outcomes for
people living with HIV. Please do not move forward with this proposal.

Should you have any questions, please contact Carl Sciortino, Vice President of Government and
Community Relations, at csciortino@fenwayhealth.org or at 857-313-6572. Thank you for
considering this comment on this important issue.

Sincerely,

Jane Powers, LICSW
Acting Chief Executive Officer, Fenway Health

Kenneth Mayer, MD, FACP

Co-chair and Medical Research Director, The Fenway Institute

Director of HIV Prevention Research, Beth Israel Deaconess Medical Center
Professor of Medicine, Harvard Medical School

Jennifer Potter, MD
Co-Chair and LGBT Population Health Program Director, The Fenway Institute
Advisory Dean, Harvard Medical School

Alex Gonzalez, MD, MPH
Medical Director, Fenway Health

Alex Keuroghlian, MD, MPH
Director, National LGBT Health Education Center
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