
Due to the burdens of participating in 
a clinical registry, your provider is not 

participating in one and neither are any 
other local providers.

You are unable to participate in a patient 
registry due to the burdens of consistently 

reporting clinical information.

CMS will only cover the treatment if 
you are participating in a prospective 
clinical study – like a clinical registry 

– which could be a provider-based 
clinical data registry, a patient registry 

or something else CMS will require.

CMS will only cover the treatment 
if you are participating in an FDA-

approved or NIH-supported clinical trial. 
Unfortunately, there aren’t any in your 

community, and you don’t have the 
time or flexibility to attend study visits 

required as part of the trial.

Because you have a health condition 
or a co-morbidity listed in the exclusion 

criteria, you are not eligible to 
participate in the trial.

Your provider is not participating in one 
and neither are any other local providers.

If it is a blinded study design, you may 
receive a placebo instead of the medicine.

A Patient’s Journey: An Example of Accessing New 
Alzheimer’s Treatments Through Medicare Part B

Last year, for the first time, research led to an entirely new class of therapies directed at the underlying cause of 
Alzheimer’s disease, with one such therapy already FDA-approved. Unfortunately, the Centers for Medicare & Medicaid 
Services (CMS) has finalized a coverage determination that severely restricts patient access to these medicines even if the 
patient matches the criteria for the intended patient population. Let’s take a closer look at some of the barriers seniors with 
Alzheimer’s could face in attempting to access this class of treatments.

Since there is a national 
coverage determination (NCD) 
in place for amyloid PET scans 

for Medicare beneficiaries, 
access to those scans is 

significantly restricted and 
there are no participating 

facilities near you.

You are willing to pay up to $14,000 out of pocket to get the PET 
scan or you qualify for Medicare to cover the PET scan.

Your doctor recommends 
a drug approved via the 

FDA’s accelerated approval 
pathway.

Your doctor recommends 
a drug approved via the 

FDA’s traditional approval 
pathway when such a drug 

is approved.

You manage to find 
a clinical registry.

You manage to find 
a clinical trial.

You manage to 
enroll in a clinical 

registry.

You receive the medicine.

While biopharmaceutical companies have made tremendous progress in scientific and medical innovations for 
neurodegenerative diseases like Alzheimer’s over the past decade, efforts are in vain if patients are prevented from 
accessing these life-altering treatments.

You schedule a consultation with your doctor regarding your Alzheimer’s 
diagnosis, and they want to schedule a brain imaging study called a PET 
scan to see if you have amyloid plaques. This is required before you can 

begin treatment with a new class of treatments for Alzheimer’s.

Because of the results of your PET scan, your doctor 
suggests you obtain treatment.

You manage to find 
a clinical trial.


