
Summary of Congressional Briefing on Six Protected Classes

Yesterday, the Partnership for Part D Access had two very successful congressional briefings to

reinforce the importance of safe-guarding the Medicare Protected Classes policy. The briefings were

orchestrated as part of the Partnership, which is being led by the National Council for Behavioral Health

and being managed by Thorn Run Partners. The briefings were widely attended with over 140

congressional staff, patient groups and other stakeholders. Recurring themes of the discussion included

the importance of maintaining broad access to the six protected classes in Medicare, the impact of

switching stable patients, and the need to be vigilant against potential future attempts to restrict access in

Part D.

These briefings are a key part of our strategy to protect Medicare Part D and reinforce the importance of

the protected classes. By continuing to educate Members of Congress and congressional staff, our goal is

to diminish CMS’ ability to use their administrative and regulatory authorities to weaken or eliminate the

protected classes, as attempted earlier this year. The Partnership generated considerable engagement on

social media around the events, and published a press release following their conclusion.

The panel, which was moderated by Chuck Ingoglia of the National Council for Behavioral Health,

featured a pair of courageous patient advocates for the mental health and epilepsy communities,

respectively, Trudy Lapin and Carlton Zeigler. Each shared their very personal stories about their

journey through medication trials and the challenges experienced with formularies and other modes of

medication management utilized by health plans. In addition to patient advocates, the briefing included

engaging testimony from Dr. Nicole Brandt, Senior Care Pharmacist and Professor at the University of

Maryland; Dr. Ray Martins, Chief Medical Officer of Whitman-Walker Health; Dr. Jeanie Tse,

Associate Chief Medical Officer of the Institute for Community Living; Dr. Matthew Cooper, Director

of Kidney and Pancreas Transplantation, MedStar Georgetown; and Dr. Joanne Buzaglo of the Research

and Training Institute of the Cancer Support Community.

Among the key points highlighted during yesterday’s briefings:

 Chuck Ingoglia provided background on the six protected classes policy:

o Policy affects people living with epilepsy, HIV/AIDS, cancer, mental illness, and

transplant recipients;

o These are patients who need access to a broad array of drugs;

o Medicare Part D program enjoys wide support among the public;
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o People were surprised when CMS released its January rule calling for the re-examination

of the six protected classes policy;

o There was congressional and public opposition to the CMS actions;

o CMS never finalized the plan but did not rescind it, meaning it could come back at any

time.

 Carlton Zeigler highlighted why, as a patient living with epilepsy, he needs access to the drugs

recommended by his physician:

o Diagnosed with epilepsy at the age of 17;

o Provided an account of his symptoms, i.e., staring into space, seizures so bad he

dislocated his shoulders and bit holes in his tongue;

o Couldn’t maintain a job because he would have seizures during working hours;

o Had difficulty finding an insurance policy that would accept him;

o Now he has found a combination of medications that work, but access to his medications

would be threatened if the six protected classes policy was changed.

 Trudy Lapin explained how finding the right combination of drugs has helped her succeed while

living with bipolar disorder:

o Diagnosed with major depression in 1993;

o Provided personal account of successful career in academia, was a professor at Yale

College;

o Was initially prescribed with Trazodone, which made her fall asleep at the wheel once,

causing her to total her car;

o Now travels 85 miles every 4-6 months in order to see a specific doctor who prescribed

her the most effective combination of drugs to treat her condition;

o Stressed the importance of maintaining the six protected classes policy because managing

individual symptoms requires a lot of trial and error, and as the body changes, getting the

right combination of medications for each individual will likely change as well.

 Dr. Jeanie Tse discussed her experience with patients in the community, noting the costs and

challenges associated with switching medications:

o Works for ICL, non-profit based in NY that serves people with mental illness and

developmental disabilities;

o For patients with mental illness, it is critical to have access to all options so that you can

select anti-psychotics and anti-depressants with the least adverse side effects for each

individual patient;

o Switching medications incurs far more costs than getting it right in the beginning;

o Those suffering from mental illness are some of the most vulnerable patients in the health

care system;

o 10 percent of Medicare population expends about 70 percent of the funds;

o Managing symptoms of mental health care reduces patient ER visits, reduces costs to the

health care system, and helps people recover;

o People with mental illness die 25 years earlier than people without mental illness –

largely from cardiac issues and other problems associated with poor medication plans;



o Newer, more effective medications are often expensive and would be targeted under a

change in the six protected classes policy;

o Medicare provides better access than Medicaid.

 Dr. Matthew Cooper explained why transplant patients need access to a diverse range of drug

options within a given drug class:

o There is no such thing as a typical transplant patient;

o The average survival rate for a deceased donor transplant is only 10-11 years, which

means children who require transplants from birth will have to undergo multiple

transplant operations in their lifetimes;

o Under the six protected classes policy, Medicare actually ensures patients have more

opportunity to choose the best medications for them than private insurance companies;

o Some patients may tolerate one drug very well but not others;

o Keeping options open for transplant patients means everyone wins;

o Gets 800 new transplant patients per year and provides 200 transplants per year with only

2 nurses; he simply does not have the resources to spend upwards of 30 minutes on the

phone to handle prior authorizations.

 Dr. Joanne Buzaglo highlighted how cancer patients with multiple comorbidities have better

outcomes when they have access to the medications they are recommended:

o More and more, we’re seeing the complexities of treating cancer and the need for

combination, targeted, and individualized therapies;

o It is critical to treat both the “biology and psychology” of a patient’s illness and look at

the implications of a treatment on the patient’s life overall;

o Individuals with cancer benefit greatly from the six protected classes policy;

o Cancer is a disease of aging – the #1 predictor of getting cancer is growing older;

o Cancer is becoming a chronic illness, meaning that patients will need different

medications as their bodies change.

 Dr. Nicole Brandt spoke to how patients can react differently to drugs within the same class:

o Typical Medicare Part D patients – those over 65 – are especially in need of access to a

range of medications since they are among those most at risk for not getting the

therapeutic window “quite right;”

o Even though certain medications are within the same therapeutic class, they are not

interchangeable;

o Typical Medicare Part D patient is over age 65 (80 percent);

o As we age, we metabolize the same medications differently;

o Restricting access means a growing burden on the healthcare system from increased

hospitalizations.

 Dr. Ray Martins explained that HIV patients need access to a variety of medications, as they can

easily become resistant to prescribed medications:



o When you start one HIV medication and stop taking it, you will become resistant to it for

life, thus emphasizing the need for HIV positive patients to have access to a variety of

medications;

o There are over 30 different medications for HIV on the market;

 Several briefing attendees asked questions following the individual speaker presentations,

including whether cost (and not clinical outcomes) was the driver of the proposed CMS rule; the

burden of health insurance prior authorization on patients; and the impact of the proposed CMS

rule on other systems, including the prison system. In response, panelists concluded:

o Prior authorizations increase the burden on the healthcare system and discourages

patients from seeking out the treatment that is right for them;

o The only plausible reason for CMS’ efforts to change the Six Protected Classes policy is

to minimize costs – there is no clinical reason for it;

o Not only is the healthcare system burdened by the CMS plan to reduce access to all

medications under the Six Protected Classes policy, but other systems (i.e., prisons) are

burdened as well.


