of Coverage
Development

Under the Social Security Act, the Centers for Medicare &
Medicaid Services (CMS) provides coverage for products and
services that are deemed "reasonable and necessary” to
patients over 65 and disabled populations. CMS may issue a
National Coverage Determination (NCD) that establishes a single
coverage standard on how a product or service approved by the
Food and Drug Administration is covered (and, thus, reimbursed)
in the Medicare Part B program. In 2005, CMS introduced the
Coverage with Evidence Development (CED) paradigm that
requires Medicare patients to enroll in a CMS-approved CED
clinical study as a condition of coverage for that product or
service. CED has never been explicitly authorized by Congress.

CMS imposes additional administrative, financial, and
operational costs to healthcare providers (HCPs) to enroll
patients in CED studies and facilitate data collection and
monitoring to fulfill the CED requirements. Coverage for CED-
restricted products or services is limited to patients willing and
able to participate in CED-approved studies and who have
access to a provider willing to do the same. This undue burden
placed on patients disproportionately affects rural, lower-
income, and lower-resourced communities, leading to widening
gaps in healthcare disparity and delayed initiation to
appropriate treatment for many patients.

The goals of this paper are to:
+ Describe HCPs' awareness, utilization, and perception of CED
+ Discuss CED's burden on providers and patients

+ Recommend improvements to the CED paradigm should CMS
continue to advance and implement the policy

Given the added burden of CED and the barriers to treatment
confronting providers and patients, it is imperative that CMS
consider the implications of CED to patient accessibility and
evaluate the policy's purpose in its current form and
application.

This paper aims to provide insights
into the burdens and challenges
associated with CED studies and
draws from survey findings with
HCPs and in-depth interviews with
HCPs, patients, and policy experts
who have experience with CED. In
addition, should CMS continue to
move forward with this paradigm,
this paper offers recommendations
on how the CED process must be
improved to ensure it operates for
the benefit of patients without
factors that create barriers to
access and care.



An Overview of the CED Policy
and History

In 2006, the Centers for Medicare & Medicaid Services
(CMS) formally issued the first guidance document of a
new form of coverage restriction to National Coverage
Determinations (NCDs) called Coverage with Evidence
Development (CED).' CED is a process CMS uses

when it believes certain products and services

are promising but need further research to determine
whether these treatments are “reasonable and
necessary” for Medicare patients. When CMS invokes
CED for an NCD, patients must enroll in a
CMS-approved clinical study to obtain Medicare
coverage for that product or service. CMS updated

the CED regulatory guidance in 2014 indicating its intent
to expand and advance CED coverage restrictions, and
issued proposed guidance in 2023.23

However, CED has never been explicitly authorized by
Congress.” This lack of clear authority is particularly
troubling when coverage restrictions undermine or
duplicate the authority of the Food and Drug
Administration (FDA). Until recently, this policy had never
been applied to an on-label use of an FDA-approved
therapy. In April 2022, CMS issued an NCD with CED that
covers FDA-approved monoclonal antibodies directed
against amyloid for the treatment of Alzheimer's
disease.® This action raises concerns about whether CMS
is impeding access to FDA-approved drugs and entire
classes of therapeutics. Thus, the CED policy may create
an additional barrier that shrinks the pool of beneficiaries
with access to certain treatments, weakening efforts to
fulfill unmet needs and delaying patient access to
innovative, FDA-approved drugs with established safety
and efficacy.

Over the years, CMS has employed CED 27 times across
8 therapeutic areas.® The vast majority of those coverage
restrictions have remained in place since inception.

Only 7 of the 27 CED requirements have been removed;
in 4 cases, the CED requirements were removed while
the NCD remained in place, taking between 4 to 12 years
for such a decision; 3 resulted in removal of the NCD and
deferral of coverage decisions to local contractors and
they took between 10 to 13 years to be removed.®’ The
most recent was the removal of the NCD with CED for
beta amyloid positron emission tomography (PET) in
dementia and neurodegenerative disease in October 2023.
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CMS retired the CED after a decade of extensive
evidence generation and more than 30 published
peer-reviewed manuscripts demonstrating the clinical
value of amyloid PET, but rather than providing broad
national coverage, CMS deferred coverage to local
contractors, raising the specter of inconsistent coverage
and still potentially raising access barriers for Medicare
beneficiaries.”®

Some of the 20 remaining CED policies have been in
place for over 15 years, with little indication from CMS on
when it plans to conclude its data gathering to satisfy
the CED requirements. Accordingly, CED ends up being
a black hole for many products and services, from
which full access is never addressed, discussed, or
granted. While these CED requirements remain in place,
patients and providers face increased burdens to
obtain coverage, potentially limiting patients’ access to
life-saving treatments.

Survey Findings on HCP
Perceptions of CED

A survey was conducted between June 15 and July 10,
2023, among 400 healthcare providers (HCPs), which
included specialists in neurology, dementia, cardiology,
oncology, and radiology. The purpose of the survey was
to understand the baseline awareness of, and
participation in, CED among HCPs in select specialty
areas. It should be noted that survey respondents do
not represent all HCPs and were provider specialists
with the ability to add capabilities to participate in
CED. Respondents who were familiar with CED and had
participated in a CED study were further probed on
their perceptions of the challenges, benefits, and
burden associated with CED. The mean years in
practice of the HCPs ranged from 14 to 17 years. The
majority of HCPs were located in urban areas (45%-
56%), followed by suburban areas (38%-55%), and rural
areas (0%-13%).

Table 1. Breakdown of survey participants, by specialty
and number

Neurologists 10
Cardiologists 100
Oncologists 100
Dementia specialists 70
Radiologists 20




Awareness of CED

When asked about their awareness of CED, 30% of all
HCPs who were surveyed (n=121) provided neutral
coverage-based responses. Twenty-six percent (n=103)
had a positive response to how CED incentivizes
research and data collection, improves access to new
treatments, drives innovation, and is helpful or
appropriate. Seventeen percent (n=68) had a negative
response, citing CED as bureaucratic and inefficient,
and saw it as reducing coverage, reimbursement, and
resources. The remaining 27% (n=108) had a range of
miscellaneous responses from “unsure” to specific
treatment mentions.

Regarding specific CED policies, 89% of neurologists,
dementia specialists, and radiologists (n=177) were
aware of the CED for amyloid-detecting PET scans.
Likewise, 81% of cardiologists (n=81) were aware of the
CED for transcatheter aortic valve replacement (TAVR),
and 80% of oncologists and radiologists (n=96) were
aware of the CED for oncological PET scans. However,
only 24% of surveyed HCPs (n=42) who were aware of
the CED for amyloid-detecting PET scans had
participated in the CED process to receive coverage.
Similarly, 22% of respondents (n=18) who were aware of
the CED for TAVR and 21% (n=20) who were aware of the
CED for oncological PET scans had participated in a
CED. In other words, many of the surveyed HCPs were
aware of CED coverage requirements for the specific
procedures but had low participation in the CED trials.

Figure 1. Survey participants' awareness of, and
participation in, CED policies
Awareness of... (% at least know a little)
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@ Increased access to
healthcare with a wide range
of resources but associated
paperwork barriers. gg

- Neurologist

e

lelted access to advanced
medlcal treatments for
Medicare/Medicaid patients.

- Neurologist gg

T

ThIS might deny more coverage
but also save money. gg

- Radiologist

e

A bunch of people sitting
around talking about how to
cut costs at the expense of

patients. gg

- Cardiologist



Neurologists (n=110) and dementia specialists (n=70) were
also asked for their views on CED restrictions on the use
of FDA-approved amyloid-targeting therapies. Overall,
HCP reactions were negative, stating the CED restriction
overcomplicated the process and led to additional steps
on top of an already burdensome insurance process that
included additional paperwork and time spent away
from direct patient care. Many said they lack the
resources needed to manage the additional burden of
this process. HCPs also thought the CED restrictions
would prolong the time it took for patients to get
treatment and would restrict patient access.

Respondents were then surveyed on their awareness
of specific clinical trials and registries that are part

of the CED policies for amyloid-detecting PET scans,
oncological PET scans, and cardiology TAVR
procedures. Of neurologists, dementia specialists, and
radiologists, 67% (n=133) and 65% (n=130) were aware of
the Imaging Dementia-Evidence for Amyloid Scanning
(IDEAS) and New IDEAS clinical trials, respectively, for
amyloid-detecting PET scans. Eighty-seven percent of
cardiologists (n=87) were aware of the TAVR registry,
while 58% of oncologists and radiologists (n=70) were
aware of the National Oncologic PET Registry (NOPR).

Figure 2. Survey participants' awareness of, and
participation in, specific CED trials/registries

Awareness of... (% at least know a little)
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| think that this would
decrease the utilization of
amyloid-targeting therapies.

— Neurologist gg

Al

This would unnecessarily
restrict a lot of patients not
enrolled in CED.

- Neurologist gg

il

| think it would probably
worsen urban/rural
healthcare disparities.

- Neurologist

)

il

Frustrated as this again
undermines clinical judgment
of physicians and increases
administrative burden.

Another demonstration of
governmental intervention in
medical care. gg

— Dementia specialist



HCP awareness of specific CED trials and registries was
lower than their knowledge of the general CED policy, but
participation in the trials and registries varied. Only 16% of
surveyed HCPs (n=21) who were aware of the IDEAS or
New IDEAS clinical trials had patients enrolled. Even fewer
participated in NOPR, with only 10% (n=7) of oncologists
and radiologists who were aware of the registry had
patients enrolled. Participation was much higher for the
TAVR registry, with 48% of cardiologists (n=40) who were
aware of the national registry had patients enrolled.

Experiences with CED reimbursement

Respondents with patients enrolled in one of the specific
clinical trials or registries were asked about their
experiences with the CED reimbursement process. Of
surveyed HCPs who had patients enrolled in the amyloid-
scanning IDEAS or New IDEAS clinical trials, 48% (n=10)
had a positive experience with the reimbursement
process. Similarly, 48% of surveyed cardiologists with
patients enrolled (n=19) responded positively to the TAVR
registry reimbursement process, and for NOPR, 71% (n=5)
of respondents who had participated had positive
reactions. While HCP reactions were varied, respondents
acknowledged the challenges endemic to working with
CMS to receive reimbursement.

Attitudes towards CED

When asked about the rationale for not participating in a
CED, surveyed HCPs said the main reasons were lack of
information, insufficient staff to support the additional
burden, and patient hesitancy to enroll in clinical trials.
HCPs would consider participating if more information on
CED (including reimbursement) was available, eligibility
criteria for patients were expanded, and CMS simplified
the process.

Surveyed HCPs who had participated in a CED

were further asked about their perceptions of the

CED process; specifically, ease of enrollment and

initial setup, need for additional staff, timeliness of
reimbursement, perceived burden, and hesitancy of
patients to participate in a clinical trial. Overall,

many HCPs indicated the initial setup enabling their
practices to participate in the CED was difficult. While
HCP reactions toward the reimbursement process were
mostly positive, some indicated they were not receiving
reimbursement in a timely manner. However, many

HCPs who overcame the initial hurdles of participating do
believe the benefits of CED outweigh the burden, though
this is likely due, in part, to the additional staff they
added to help facilitate the process.
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It's a novel trial with useful
implications, but it is hard to
work with CMS. gg

- Radiologist on IDEAS
or New IDEAS clinical trial

@@ Reimbursement has not been
great for TAVR, but it has not
been limited, per se, because
of its requirement for

participation in a registry. Dg
— Cardiologist on TAVR registry

Overall, feelings around participation were split, with
surveyed HCPs having both positive and negative
comments about participating in CED clinical trials.
Respondents said the support of additional staff
helps make the CED process manageable.
Otherwise, many HCPs claimed the paperwork and
increased data collection required for CED would be
too cumbersome and a barrier to patient enrollment
in CED trials. The survey results highlight that while
HCPs appear to be aware of CED and understand
the purpose of CED in receiving coverage for select
products and services, few HCPs enroll patients in
any CED clinical trials or registries due to the
increased burden on HCPs, staff, and patients.
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Figure 3. Survey participants who strongly or somewhat agreed regarding statements about specific

CED trials or registries
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@@ Participation in CED initiatives may
require significant investments of time
and resources, which can be challenging
for individual clinicians to achieve on

their own.

)

— Dementia specialist

Q@ The paperwork burden. gg

—Cardiologist

Not enough administrative
support in the office. Qg

—Neurologist

@@ Costly initial expenses. QD

—Radiologist



Provider, patient, and policy perspectives
on the burden of CED

A series of in-depth interviews were conducted to help
shed light on particular aspects of CED that may
present challenges for providers and patients alike.
Select HCPs who responded to the survey and said they
participated in a CED were chosen for interviews.
Patients and policy experts were also consulted to
explore what changes could be made, by CMS or other
stakeholders, to help alleviate and address these
barriers and burdens.

Administrative burden of CED on HCPs and staff

The administrative requirements needed to participate
in a CED study involve the initial setup of the CED
clinical trial or registry at the provider's facility, patient
enrollment, continued monitoring and data collection,
additional paperwork, and reimbursement from CMS.

The burden on HCPs and administrative staff can vary
depending on whether the CED requires the setup of a
traditional clinical trial or a registry. When the CED
requires data collection in the context of a clinical trial,
only select facilities may be an approved site, and
patients must be referred to that facility to participate.
Selected facilities can receive an overwhelming number
of patients, depending on the demand and the
availability of other clinical trial sites nearby.

Depending on where they live, Medicare beneficiaries will
have uneven access to facilities where they can
participate in a CED trial. Patients, particularly
individuals in underserved communities, may have to
travel long distances, well beyond the 30-minute
standard, to access clinical trial sites.” According to a
policy expert, "When data are collected via a registry,
that makes it far more accessible. [For] facilities or
physicians or practitioners who deliver CED-covered
therapies that require registry enrollment, that burden is
far lower and tends to involve a lot more places that
makes access much better for Medicare beneficiaries. So
there's a huge spectrum of burden, depending on what
kind of data are necessary and how it's collected.” Yet,
there are still significant steps that must occur to
establish a registry, during which time patients have no
Medicare coverage. On average, the process to set up a
registry takes between 18 and 24 months to complete.”

N

N

N
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| stopped advocating once
we learned the burdensome
process of CED. gg

- Radiologist

I was all in on CED, then
when | saw what the hurdle
was, | was all out. gg

- Radiologist

There is extra work, working
through a clinical trial
coordinator, etc. There is
only so many personnel we
have. It's more resource-
intensive than having it
outright approved by CMS
overall.

)

- Cardiologist



Facilities may also have to establish data repositories
and compare the inclusion and exclusion criteria to
determine if patients would benefit and qualify to be
enrolled. According to a neurologist, “[There is]
increased discussion between coordinator and
providers and making sure patients are not missed that
should be enrolled. That is all particularly challenging.”
In addition, certain outcomes must be followed under
CED, introducing increased regulatory oversight and
coordination with CMS. Therefore, for many HCPs, the
enrollment process may not be simple and involve
additional coordination.

The data-collection mechanism impacts the degree of
CED burden on HCPs. Data collection via electronic
health records can save staff hours compared to paper
forms. For example, to enroll a patient in the TAVR
registry, doctors must fill out an 11-page form for each
patient. Moreover, CEDs may continue into perpetuity
resulting in continuous data collection, monitoring,
follow-up, and increased burden on HCP and staff for
an unspecified amount of time.

To participate in some CED trials, HCPs may need
additional staff to facilitate the process and help
complete the administrative requirements under CED.
One cardiologist said, “In order to allow patients to go
forward under this structure, you yourself have to have
clinical trial coordinators and other personnel to
support it being carried out. The alternative would be
not as palatable. It's another layer of requirements
needed for us to be able to utilize technology.”

To comply with CED requirements, HCPs may need staff
to support the additional data collection required for
enroliment into the CED study and to obtain
reimbursement. These added burdens can siphon
support from another drug, device, area of
investigation, or patient. In addition, more paperwork
tends to prolong the reimbursement process. One
radiologist said, “The amount of paperwork required
under CED is more than is needed for a conventional
Medicare or Medicaid patient.” CMS needs to consider
the impact of CED on the productivity of providers and
staff and on an already burdened and overwhelmed
healthcare system.
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Financial and operational burden of CED on
providers and innovators

The potential need for additional resources to hire
staff to address the administrative burden of CED
presents both financial and operational costs to
HCPs. Larger facilities with the infrastructure to
support additional clinical trials may find it easier to
enroll patients in CED studies, whereas smaller
community hospitals may have more challenges,
resulting in drained resources or an inability to provide
new technologies to patients.

As noted by one cardiologist, “We have often thought
about this through the lens of: Is this clinically
valuable, is this a financially viable opportunity, what
is likely to come from participation? But we've been
less cognizant on operational impact. We already
have a backlog of time for people to get in, so does it
have other operational downstream concurrent or
future impacts? Many times, the answer is yes.”

If CMS continues to consider placing more CED
coverage restrictions on FDA-approved therapies, it
is important to evaluate the impact this will have on
system operations, their ability to allocate resources
to invest in patient care, and which systems will even
consider taking on this burden.

Furthermore, it is not always clear who should bear
the costs of participation, developing systems to
collect and input data, or sharing with data registries.
A policy expert noted, “There's a lot of additional
payment that goes into this whole process to set up
these systems to make sure that the specialists and
the facilities are adequately paid. Industry has to
pay for the registry data if a registry is the data
collection method for that CED, or they may
sometimes have to pay for the clinical studies. If
you're a smaller company, you may not have the
resources to do all of that.”

In the example of the TAVR CED, an annual enrollment
fee of $25,000 per hospital site in 2019 was required
to participate in the registry hosted by the Society of
Thoracic Surgeons and the American College of
Cardiology." Larger manufacturers may have more
resources to help pay for registries for data collection
or sponsor clinical trials, whereas smaller companies
may find the additional barrier of CED on top of
gaining FDA approval overly burdensome, potentially
deterring investment in therapeutic areas where CED
may be deployed.



In addition, without clear guidance from CMS on a set
time frame, manufacturers may be unsure of what
requirements must be met to “graduate” from CED and
what events may trigger failure leading to an adverse
coverage determination by CMS or even threaten FDA
licensure. As exemplified by the recent removal of the
NCD with CED for amyloid PET, even with extensive
evidence generated over the past decade, CMS did not
establish national coverage and instead transitioned to
local coverage discretion, potentially leading to further
coverage delays and variability in coverage across
Medicare beneficiaries.” The CED process requires
significant capital on top of the already substantial
investment needed to undergo FDA approval for
manufacturers, and often with no end in sight when
coverage for these life-saving therapies will be fully
accessible to all Medicare patients.

Undue burden of CED on patients

CED is disproportionately burdensome on rural
communities, lower-income communities, and lower-
resourced communities and can increase disparate
healthcare in underrepresented patient groups. There is
concern that CEDs are restricting coverage for
therapies that have existing inequitable access to care.
One survey showed rural areas had double the rates of
Alzheimer's disease deaths compared to urban areas,
likely due to the lack of access to healthcare
professionals and providers with experience treating
Alzheimer's disease and related dementias.” In 2018, a
study on TAVR demonstrated only 4% of patients
receiving TAVR in the United States were African
American.” CEDs, such as those placed on TAVR, that
require participation in a clinical trial as a condition of
coverage further restrict access for patients and
increase the geographic inequity of care.

"It sort of widens the haves and the have-nots in the
Medicare program. It's really geared towards people
who are better resourced and better informed, people
who live in wealthier urban areas near academic
research centers. For folks who don't fit into those
categories, it's a losing situation. It's ironic because it's
exactly those communities that are more dependent on
Medicare coverage and reimbursement, and those folks
are going to be less likely to have the ability to self-
insure or to have rich supplemental plans that could
help them in some other way, even if the base item or
service isn't covered,” said a policy expert.

N
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The economics for this do
factor in, they're not the

only factor, but they are a
factor that informs
decision-making of whether

we participate or not. gg

— Cardiologist

| think the problem is with
CED that the incentives are
not always aligned. It's
when there’s this problem of
lack of consolidation of
resources and misaligned
incentives that we end up
with these policies that just
go on and on without really
actually developing the
data that was the intention

to begin with. gg

- Policy expert



Patients may live in rural areas, hours away and
sometimes even in different states from a clinical trial
site, with less access to public and private
transportation. One analysis showed how a clinical trial
CED requirement could severely limit treatment for
virtually all Americans living outside of major cities.’
Many patients may not have the economic means to
commute or take time out of daily tasks and change
their routine to participate in a study. CED restrictions
can increase the burden on patients by requiring a
specific site of care or ongoing monitoring and data
collection to fulfill CED requirements.

Minority groups are often underrepresented in clinical
trials, and CED requirements can further expand these
disparities.™ As one policy expert noted in an interview,
"With both the PET CED and the TAVR CED, [CMS] kind
of weaponized the issue of equity by stating that the
CED clinical studies didn't have enough diverse
participation in the first round, and they've used it as a
rationale to extend the CED further. The sort of
paradigm that set up inequitable access in the first
place is continued to be justified because it wasn't
diverse enough. It creates a loop of inequity.”

After CMS initiated the NCD requiring CED for TAVR in
2012, an analysis using 2012-2018 TAVR registry data
demonstrated that higher proportions of
socioeconomically disadvantaged, Black, and Hispanic
populations had significantly lower rates of TAVR
compared with more affluent and White populations.”
In 2019, CMS acknowledged that there was insufficient
evidence for minority populations, yet rather than lift
the CED to potentially broaden access, it left the TAVR
CED in place, further perpetuating disparate access.*
Similarly, the original IDEAs CED registry for amyloid-
detecting PET scans showed approximately 92% of
patients who used the registry were White. In an effort
to enroll a more diverse patient population, the New
IDEAS study was established. However, despite efforts to
recruit a majority diverse patient population, only 27%
of New IDEAS study participants identified as Black,
Hispanic, or Latino as of June 2022, 18 months after
recruitment began.” CED operates to limit access to
underserved patient populations by restricting access
only to patients who are able to enroll in CED studies.

Patients may be hesitant to participate in a clinical trial
and may lack awareness and understanding of the CED
process. The extra steps needed to commit to the study
as well as complications that may come from language
barriers, preexisting discomfort with healthcare
providers, and the investigational nature of CED studies
can deter patients from participating.
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One radiologist commented on his experience with a
patient: "It takes longer because of the fact many
times there is a care partner with them, so it's 2
people you're talking to and the discussion is longer.
For the second appointment, if they decide to move
forward, | bring up the registry and sometimes they
get confused. Just to make the decision to go on it or
not could take 2-3 visits." Even after explanations
from HCPs, patients may struggle to understand the
benefit of participating due to lack of health literacy
or may not see value in the added effort needed due
to previously failed treatments. A patient’s decision
to undergo treatment can already be difficult, and
adding the additional decision to participate in a
clinical trial can lead to further delays, or even the
decline, in patient initiation of appropriate care.

@@ That decision is totally
taken out of the doctor’s
hand and the patient too,
for that matter, if it has to
go for somebody else to
determine if it's reasonable
and necessary. If it's not
reasonable and it's not
necessary, the doctor
wouldn’t have prescribed it.
| think the ‘reasonable and
necessary’ should come
from the treating physician
and what the patient’s
wishes are. It's just kind of
turned upside down as far
as helping the patient.

- Patient
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The barriers created by CED also add to the complexity of decision-making between patients and providers. In
addition to helping patients understand their treatment, providers must ensure patients understand what
participating in a CED trial entails. As one radiologist noted, "Patients don't really get it or what it really means.
Some don't want their data out in that way. They also say let me think about it. That gives them a little caution
because they think it may increase premiums, report to their job, etc. There are a lot of variables and hesitancy from
the patients. Some are not educated and don't like the fact they have to go through clinical trials and don't
understand the term.” Patients want to understand how their data is being collected and used by CMS. They also
want to know whether their participation will create any barriers to receiving care. Shared decision-making
between patients and providers must address whether the benefits outweigh the burden for patients.

Improvements to CED

The fundamental question of whether CED, in its current form and application, accomplishes the stated goal of
efficiently providing patients access to new products and services while continuing to learn about them should be
scrutinized. However, if CMS continues to use CED, then improvements must be made to alleviate the burden on
providers and patients.

The following recommendations outline solutions to improve CED:

@

@

CMS must implement better communication and
more transparency in the CED process,
specifically around timelines and data needs for
reassessment. Clearer guidelines are needed to
articulate when data collection is deemed
sufficient, such that a device or therapy may
"graduate” from the CED program.

CMS should provide more direct guidance for
HCPs and staff on enrolling patients in CED
clinical trials, along with education on what to
expect, how to fulfill CED data collection
requirements, and how to file for reimbursement
to avoid delays.

CMS should strive to alleviate provider burden by
increasing the availability of information
(specifically on reimbursement), expanding
eligibility criteria, increasing support from hospital
systems, and simplifying both the enrollment
process and the methods for collecting data.

Ongoing data collection should not operate as a
barrier to access. Rather than limit access
through restrictive CED studies, CMS should
explore how to leverage claims data to better
understand how medicines and services operate
outside clinical trials.

CMS should involve patients in the CED process
and enhance engagement by seeking input
from patient advocacy groups, patient
representatives, caregivers, and individuals
with lived experiences when evaluating and
updating CED policy and criteria. This
involvement can help ensure that patient
perspectives, heeds, and preferences are
considered in CED programs and requirements.

CMS should ensure that the CED policy
supports and supplements the FDA approval
process rather than generates an evidentiary
gap between what the FDA wants and what
CMS wants. Patients and providers depend on
the FDA as the authority to determine the
safety and effectiveness of approved
therapies. CED, as it stands, causes confusion
on the validity of the FDA's decision, potentially
duplicating the FDA's efforts to assess
therapies, while also interfering with patient/
provider decision-making regarding the most
appropriate care for patients.
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@@ Having a streamlined
protocol adopted across the
country would be easier.
Each center has different
regulations if their board
wants increased oversight.
That is the case for us, and it
makes it a bit more
challenging. Having that
standardized process would

be helpful. gg

— Neurologist

Q@ “[CMS] could be more
transparent in asking for
public comment. Letting the
patients know exactly what
they're up against, and then

listen to them. Making it more
available for public comment

so that their voices can be
heard. They're the ones that

this is affecting.” QD

- Patient

Cencora

@@ It puts hesitancy on patients

as it makes it seem the FDA
approved but CMS doesn’t
approve, so it causes
hesitancy that those
agencies don’t agree. If FDA
and CMS can’t come to a
conclusion, does that mean
it's safe and effective? It's a
point for confusion
depending on patients’
understanding and left to
interpretation and even more
education on my part. gg

— Radiologist
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Conclusion

CMS continues to wield CED as a tool to restrict coverage to FDA-approved
treatments without fully considering the burden placed on HCPs and patients to
adhere to its requirements. Increased use of CEDs has the potential to exacerbate
inequalities in access to healthcare and overwhelm HCPs and staff with additional
layers of clinical studies, strict coverage requirements for sites of care, and
prolonged mandates for data collection of health outcomes. CMS should examine
the CED policy and evaluate whether required data collection is, in fact, providing
beneficial impact to beneficiaries rather than perpetuating gaps in access and
care. CED in its current use places undue burden on both HCPs and patients to
access innovative, FDA-approved treatments.

cencora



References

1. CMS. Guidance for the public, industry, and CMS staff National
Coverage Determinations with data collection as a condition
of coverage: coverage with evidence development. July 12,
2006. Accessed October 10, 2023. https://www.cms.gov,
medicare/coverage/determinationprocess/downloads/ced.
pdf

2. CMS. Guidance for the public, industry, and CMS staff:
coverage with evidence development. November 20, 2014.
Accessed October 10, 2023. https://www.cms.gov/medicare-
coverage-database/view/medicare-coverage-document.
aspx?MCDId=27

3. CMS. (Proposed) coverage with evidence development.
Proposed guidance document. June 22, 2023. Accessed
October 10, 2023. https://www.cms.gov/medicare-coverage-
database/view/medicare-coverage-document.
aspx?mcdid=35&docTypeld=-1&sortBy=title&bc=16

4. Peschin S, Farber D, Trinh J. Fagade of evidence: how
Medicare's coverage with evidence development rations care
and exacerbates inequity. Alliance for Aging Research.
February 13, 2023. Accessed October 10, 2023. https://www.
agingresearch.org/wp-content/uploads/2023/02/Facade-
of-Evidence-CED-2-13-2023.pdf

5. CMS. Monoclonal antibodies directed against amyloid for the
treatment of Alzheimer's disease. CAG-00460N. Accessed
November 1, 2023. https://www.cms.gov/medicare-coverage-

database/view/ncacal-tracking-sheet.aspx?NCAId=305

6. Zeitler E, Gilstrap L, Coylewright M, et al. Coverage with

evidence development: where are we now? Am J Manag Care.

2022;28(8):382-389. doi:10.37765/ajmc.2022.88870

7. CMS. Beta amyloid positron emission tomography in dementia
and neurodegenerative disease. CAG-00431R. October 13,
2023. Accessed October 17, 2023. https://www.cms.gov.
medicare-coverage-database/view/ncacal-decision-memo.
aspx?proposed=N&ncaid=308

8. Partnership to Fight Chronic Disease. Amyloid beta PET scans:
by the numbers. Accessed November 1, 2023. https://www.
fightchronicdisease.org/sites/default/files/PFCD%20PET %20
By%20The%20Numbers%20%281%29.0df

10.

1.

2.

13.

4.

5.

16.

Cencora

Grogan J. CMS's Alzheimer's coverage policy will inhibit access
and discourage innovation. USC Schaeffer. October 21, 2022.
Accessed October 17, 2023. https://healthpolicy.usc.edu
evidence-base/cmss-alzheimers-coverage-policy-will-
inhibit-access-and-discourage-innovation

Partnership to Fight Chronic Disease. Patient registries under
CED: checklist of endless difficulties. Accessed October 19,

2023. http://www.fightchronicdisease.org/sites/default/files
PFCD%20-%20CED%20Checklist%20Infographic%20final.pdf

American College of Cardiology. STS/ACC TVT registry 2019
enrollment. Accessed November 1, 2023. https://cvquality.acc.
org/docs/default-source/rfi_thank-you/2019-tvt-registry-
enrollment-packet-vl1.pdf?sfvrsn=437081bf O

Huber B. Alzheimer's hits rural Kansans harder. And Medicare is
cutting them out. Kansas City Star. March 10, 2023. Accessed
November 1, 2023. https://www.kansascity.com/opinion
readers-opinion/guest-commentary/article272936480.
html#storylink=cpy

Goldberg SL, Gray R, Horne A. Should volume requirements
dictate access to care with TAVR? Struct Heart. 2018;2(3):199-
201. doi:10.1080/24748706.2018.1439207

Food and Drug Administration. Clinical trial diversity. November
4,2022. Accessed October 10, 2023. https://www.fda.gov
consumers/minority-health-and-health-equity/clinical-trial-
diversity

Nathan AS, Yang L, Yang N, et al. Racial, ethnic, and
socioeconomic disparities in access to transcatheter aortic
valve replacement within major metropolitan areas. JAMA
Cardiol. 2022;7(2):150-157. https://jamanetwork.com/journals
jamacardiology/article-abstract/2786194

American College of Radiology and the Alzheimer's
Association. New IDEAS study update. June 2,
2022.2022;21(5):462-470. doi10.36849/JDD.6609

14


https://www.cms.gov/medicare/coverage/determinationprocess/downloads/ced.pdf
https://www.cms.gov/medicare/coverage/determinationprocess/downloads/ced.pdf
https://www.cms.gov/medicare/coverage/determinationprocess/downloads/ced.pdf
https://www.cms.gov/medicare-coverage-database/view/medicare-coverage-document.aspx?MCDId=27
https://www.cms.gov/medicare-coverage-database/view/medicare-coverage-document.aspx?MCDId=27
https://www.cms.gov/medicare-coverage-database/view/medicare-coverage-document.aspx?MCDId=27
https://www.cms.gov/medicare-coverage-database/view/medicare-coverage-document.aspx?mcdid=35&docTypeId=-1&sortBy=title&bc=16
https://www.cms.gov/medicare-coverage-database/view/medicare-coverage-document.aspx?mcdid=35&docTypeId=-1&sortBy=title&bc=16
https://www.cms.gov/medicare-coverage-database/view/medicare-coverage-document.aspx?mcdid=35&docTypeId=-1&sortBy=title&bc=16
https://www.agingresearch.org/wp-content/uploads/2023/02/Facade-of-Evidence-CED-2-13-2023.pdf
https://www.agingresearch.org/wp-content/uploads/2023/02/Facade-of-Evidence-CED-2-13-2023.pdf
https://www.agingresearch.org/wp-content/uploads/2023/02/Facade-of-Evidence-CED-2-13-2023.pdf
https://www.cms.gov/medicare-coverage-database/view/ncacal-tracking-sheet.aspx?NCAId=305
https://www.cms.gov/medicare-coverage-database/view/ncacal-tracking-sheet.aspx?NCAId=305
https://www.cms.gov/medicare-coverage-database/view/ncacal-decision-memo.aspx?proposed=N&ncaid=308
https://www.cms.gov/medicare-coverage-database/view/ncacal-decision-memo.aspx?proposed=N&ncaid=308
https://www.cms.gov/medicare-coverage-database/view/ncacal-decision-memo.aspx?proposed=N&ncaid=308
https://www.fightchronicdisease.org/sites/default/files/PFCD%20PET%20By%20The%20Numbers%20%281%29.pdf
https://www.fightchronicdisease.org/sites/default/files/PFCD%20PET%20By%20The%20Numbers%20%281%29.pdf
https://www.fightchronicdisease.org/sites/default/files/PFCD%20PET%20By%20The%20Numbers%20%281%29.pdf
https://healthpolicy.usc.edu/evidence-base/cmss-alzheimers-coverage-policy-will-inhibit-access-and-discourage-innovation/
https://healthpolicy.usc.edu/evidence-base/cmss-alzheimers-coverage-policy-will-inhibit-access-and-discourage-innovation/
https://healthpolicy.usc.edu/evidence-base/cmss-alzheimers-coverage-policy-will-inhibit-access-and-discourage-innovation/
http://www.fightchronicdisease.org/sites/default/files/PFCD%20-%20CED%20Checklist%20Infographic%20final.pdf
http://www.fightchronicdisease.org/sites/default/files/PFCD%20-%20CED%20Checklist%20Infographic%20final.pdf
https://cvquality.acc.org/docs/default-source/rfi_thank-you/2019-tvt-registry-enrollment-packet-v1.pdf?sfvrsn=437081bf_0
https://cvquality.acc.org/docs/default-source/rfi_thank-you/2019-tvt-registry-enrollment-packet-v1.pdf?sfvrsn=437081bf_0
https://cvquality.acc.org/docs/default-source/rfi_thank-you/2019-tvt-registry-enrollment-packet-v1.pdf?sfvrsn=437081bf_0
https://www.kansascity.com/opinion/readers-opinion/guest-commentary/article272936480.html#storylink=cpy
https://www.kansascity.com/opinion/readers-opinion/guest-commentary/article272936480.html#storylink=cpy
https://www.kansascity.com/opinion/readers-opinion/guest-commentary/article272936480.html#storylink=cpy
https://www.fda.gov/consumers/minority-health-and-health-equity/clinical-trial-diversity
https://www.fda.gov/consumers/minority-health-and-health-equity/clinical-trial-diversity
https://www.fda.gov/consumers/minority-health-and-health-equity/clinical-trial-diversity
https://jamanetwork.com/journals/jamacardiology/article-abstract/2786194
https://jamanetwork.com/journals/jamacardiology/article-abstract/2786194

