
 
February 2, 2022 

 

 

RE: Draft NCD for monoclonal antibodies directed against amyloid for the treatment of 

Alzheimer’s Disease 

  

Patients Rising Now is a national nonprofit organization dedicated to ensuring patients with 

serious and chronic conditions have access to life-improving and life-saving therapies and 

services. We work with patients, caregivers, clinicians, media, health policy experts, payers, 

providers, and others to create a patient-centered dialogue to support better access to care and 

address the other problems that plague the U.S. healthcare system. 

 

We have serious concerns about CMS’s draft national coverage determination (NCD) – issued 

January 11, 2022 – to limit Medicare coverage for monoclonal antibodies directed against 

amyloid for the treatment of Alzheimer’s Disease (AD) to patients enrolled in qualifying clinical 

trials. If finalized, the NCD, which would restrict access to an FDA-approved treatment to a 

select few patients, would be an unprecedented and unnecessary overreach on the part of CMS. 

In addition, the restrictions imposed by the NCD do not reflect the realities faced by the AD 

patient community. Finally, by imposing strict coverage limitations on emerging therapies, we 

believe the decision would stifle future innovations and delay much needed advancements in AD 

treatments.   

 

CMS Overreach 

 

AD is an insidious, slowly progressing, and debilitating condition that imposes unfathomable 

burdens on patients as well as their caregivers, families, friends, and society at large. I have 

firsthand experience seeing AD’s devastating impact having served as a caregiver for my 

stepmother who suffers from the disease. Countless Americans have similar experiences 

because, unfortunately, AD has become so common that it has touched the lives of most 

Americans either directly or indirectly. In fact, AD has become so endemic that most have come 

to view it as a predictable – if not inevitable – part of aging and the end of life.  

 

Despite the widespread impact of the disease and the massive investments made to develop new 

treatments, the FDA had not approved a single AD treatment in nearly two decades prior to last 

year. In June 2021, the agency granted accelerated approval for aducanumab, a first-of-its-kind 

monoclonal antibody directed against amyloid to treat AD. While the FDA’s approval was not 

without some controversy, it was widely celebrated by AD patients, caregivers, and their 

advocates.  

 

If the NCD is adopted, CMS would be effectively overruling the FDA and appointing itself to be 

the key arbiter of drug safety and effectiveness for Medicare beneficiaries. Historically, once the 

FDA – where decisions are subject to standards extensively defined in statute, regulation, and 

agency guidelines – has approved a new medication, broad coverage under Medicare has been 

the norm. The decision by CMS to severely restrict coverage for aducanumab – along with any 

similar medicines – is virtually unprecedented.  
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The accelerated approval process was designed to give patients suffering from serious conditions 

with few treatment alternatives faster access to promising therapies. Over the years, CMS has 

provided coverage for many treatments approved through this process without even issuing an 

NCD, let alone one that severely restricts patient access. Yet, as some experts have noted, “by 

the FDA’s evidentiary standards, all drugs approved through accelerated approval would fail to 

meet CMS’s evidence requirements as articulated” in the NCD.1  

 

Clinical Realities 

 

Put simply, the accelerated approval pathway allows the FDA to accept a greater degree of 

clinical uncertainty regarding new treatments that address critically unmet needs. The FDA 

actually acknowledged many concerns about the available evidence for aducanumab outlined in 

the NCD. Federal law requires additional trials to confirm any expected clinical benefits after a 

drug receives accelerated approval. Such trials are already set to begin for aducanumab.  

 

However, the NCD would limit coverage for aducanumab to patients participating in randomized 

controlled trials that are approved by CMS and satisfy several additional criteria. On top of an 

unusually expansive view of CMS’s role in approving new treatments, the drug trial 

requirements outlined in the NCD ignore many realities faced by the AD patient population.  

 

For example, the NCD states that “diversity of patients included in each trial must be 

representative of the national population diagnosed with AD.” While increasing diversity and 

addressing the needs of currently underserved populations is a noble goal, that level of diversity 

would be extremely difficult to achieve under normal circumstances. The NCD also requires that 

trials be conducted in a hospital-based outpatient setting, which would make it impossible to 

achieve the patient diversity requirements.  

 

CMS is right to acknowledge that AD’s impact extends across a wide array of ethnic and 

socioeconomic populations. However, by refusing to recognize the diversity of treatment settings 

and preferences among AD patients, caregivers, and healthcare providers, CMS is essentially 

requiring drug trials to discriminate against large segments of a diverse patient population.   

 

Stifling Innovation 

 

Developing a new treatment – for any disease – is always a long and uncertain process. No 

matter the condition, hitting a home run during the first at-bat is exceptionally rare in biomedical 

research. Far more often, the first treatments to make it to market are flawed simply by virtue of 

being first. Usually, the best-case scenario is a series of progressive improvements – often 

utilizing one mechanism of action, and then another, and then finding combinations.  

 

We have seen this play out successfully in treatments for HIV and cancer. In the case of 

autoimmune diseases like rheumatoid arthritis, treatment options progressed slowly from those 

that simply relieved symptoms to those that modified – and sometimes even halted – the 

 
1 https://www.healthaffairs.org/do/10.1377/forefront.20220121.566837  
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progression of the disease. Eventually, treatment options that modified the disease more 

effectively and with fewer side effects, were developed. Every step in this process played an 

essential role in improving treatments for diseases that, for many, had been debilitating.  

 

With AD, the goal for researchers and clinicians – and hope for patients – is to have effective, 

safe, and easy-to-administer treatments. But the history of biomedical research tells us achieving 

that goal will almost certainly require a progression through less effective treatments. And, if 

those first steps are never taken, the journey will never be made.  

 

To put it bluntly, the NCD threatens to stop the development of effective AD treatments in its 

tracks. Once again, aducanumab is the first medication approved to treat AD in decades. 

Significant investment went into its development, testing, and approval. Similar treatments, 

along with others in different therapeutic areas, are also being researched. Creating obstacles and 

denying patients access at this initial phase will undoubtedly hinder these efforts and stifle future 

innovations to treat AD.  

 

Even worse, the NCD would eliminate the voice of patients in the long-term development of AD 

treatments and exclude their voices in helping to shape future treatments. Expanded access to 

new therapies is the most effective way to produce the real-world evidence needed to both prove 

their effectiveness and set the stage for more innovations. In the end, patients – not the FDA, 

CMS, or even the drug companies – are the ones who will write the story of any medicine’s 

successes or failures in treating any disease.  

 

Given these concerns, we urge CMS to reconsider its approach. If adopted, the NCD would not 

only have a negative impact on AD patients, but it would also threaten the treatment options for 

any patients hoping to benefit from progress made possible by the FDA’s accelerated approval 

pathway.  

 

 

Sincerely, 

 
Terry Wilcox 

Co-Founder & Executive Director, Patients Rising Now 

 


