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Overview 
On August 7, 2024, the Centers for Medicare and Medicaid Services (CMS) released a final 
procedural no�ce outlining a Medicare coverage pathway to achieve more �mely and 
predictable access to certain new medical technologies. CMS’ Transi�onal Coverage for 
Emerging Technologies (TCET) Pathway  uses current na�onal coverage determina�on (NCD) 
and coverage with evidence development (CED) processes to expedite Medicare coverage of 
certain U.S. Food and Drug Administra�on (FDA)-designated breakthrough devices. In addi�on 
to the TCET procedural no�ce, CMS finalized updated criteria in its 2024 CED guidance 
documents . 
 
CMS, in its fact sheet , says the new TCET pathway increases the number of NCDs it will conduct 
per year, and supports both improved pa�ent care and innova�on by providing a clear, 
transparent and consistent coverage process while maintaining robust safeguards for the 
Medicare popula�on. CMS an�cipates accep�ng up to five TCET candidates per year and, for 
technologies accepted into and con�nuing in the TCET pathway, its goal is to finalize an NCD 
within six months a�er FDA market authoriza�on. 

https://www.govinfo.gov/content/pkg/FR-2024-08-12/pdf/2024-17603.pdf
https://www.federalregister.gov/documents/2024/08/12/2024-17603/medicare-program-transitional-coverage-for-emerging-technologies
https://www.federalregister.gov/documents/2024/08/12/2024-17603/medicare-program-transitional-coverage-for-emerging-technologies
https://www.cms.gov/medicare-coverage-database/view/medicare-coverage-document.aspx?mcdid=38&docTypeId=1&status=all&sortBy=title&bc=16
https://www.cms.gov/medicare-coverage-database/view/medicare-coverage-document.aspx?mcdid=38&docTypeId=1&status=all&sortBy=title&bc=16
https://www.cms.gov/newsroom/fact-sheets/final-notice-transitional-coverage-emerging-technologies-cms-3421-fn
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Background 
The TCET pathway is designed to deliver transparent, predictable, and expedited na�onal 
coverage for certain eligible Breakthrough Devices that are Food and Drug Administra�on (FDA) 
market-authorized. It builds upon CMS’ experience with the Parallel Review program and the 
Coverage with Evidence Development (CED) pathway. 
 
The TCET pathway reflects the feedback received from mul�ple stakeholder groups, including 
beneficiaries, pa�ent groups, medical professionals and socie�es, medical device 
manufacturers, other Federal partners, and others involved in developing innova�ve medical 
devices. This feedback was obtained from informal and formal mee�ngs, the comments 
received through rulemaking for the Medicare Coverage of Innova�ve Technologies (MCIT) 
pathway, and subsequent listening sessions that were held following the repeal of the 
MCIT/Reasonable and Necessary (R&N) final rule (86 FR 62944, November 15, 2021). The MCIT 
rule never became legally effec�ve and thus was not implemented. CMS explains how the new 
TCET pathway addresses stakeholder concerns iden�fied and recognizes that new approaches 
are needed to improve the Medicare coverage process when making decisions on certain 
emerging technologies at the na�onal level. 
 
The TCET pathway is intended to balance mul�ple considera�ons when making coverage 
determina�ons:  
(1) facilita�ng early, predictable, and safe beneficiary access to new technologies;  
(2) reducing uncertainty about coverage by evalua�ng early the poten�al benefits and harms of 
technologies with manufacturers; and  
(3) encouraging evidence development if notable evidence gaps exist for coverage purposes. 
 
 The TCET pathway aims to coordinate benefit category determina�on, coding, and payment 
reviews and to allow any evidence gaps to be addressed through fit-for-purpose studies. A fit-
for-purpose study design is one where the study design, analysis plan, and study data are 
appropriate for the ques�on the study claims to answer. 
 
 Medicare covers a wide range of items and services. In general, in order for an item or service 
to be covered under Medicare, it must meet the standard described in sec�on 1862(a)(1)(A) of 
the Social Security Act (the Act) – that is, it must be reasonable and necessary for the diagnosis 
or treatment of illness or injury or to improve the func�oning of a malformed body member. 
CMS makes reasonable and necessary coverage decisions through various pathways to facilitate 
expedi�ous beneficiary access to items and services that meet the statutory standard for 
coverage. 
 

A. Current Medicare Coverage Mechanisms 
The TCET pathway described in this no�ce will leverage the exis�ng NCD pathway, and CED, to 
provide a streamlined coverage pathway for emerging technologies. CMS summarizes its 
current coverage pathways: 
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1. Claim-by-claim Adjudica�on 
In the absence of an NCD or a local coverage determina�on (LCD), Medicare Administra�ve 
Contractors (MACs) make coverage decisions under sec�on 1862(a)(1)(A) of the Act and may 
cover items and services on a claim-by-claim basis if the MAC determines them to 
be reasonable and necessary for individual pa�ents. Though claims may be denied if they are 
not determined to be reasonable and necessary, the claim-by-claim adjudica�on pathway 
remains the fastest path to poten�al coverage. The majority of all Medicare Parts A and B claims 
have coverage determined through the claim-by-claim adjudica�on process.  
 
2. Local Coverage Determina�ons (LCDs)  
MACs develop LCDs under sec�on 1862(a)(1)(A) that apply only within their geographic 
jurisdic�ons (see sec�ons 1862(l)(6)(B) and 1869(f)(2)(B) of the Act). LCDs govern only the 
issuing MAC’s claims adjudica�on and are not controlling authori�es for qualified independent 
contractors or administra�ve law judges in the claims adjudica�on process. The MACs follow 
specific guidance for developing LCDs for Medicare coverage as outlined in the CMS Program 
Integrity Manual (PIM), Chapter 13. This manual is used in making determina�ons for items and 
services at the local level. LCDs generally take 9 to 12 months to develop. MACs are expected to 
finalize proposed LCDs within 365 days from opening. 
 
3. Na�onal Coverage Determina�ons (NCDs) 
The term “na�onal coverage determina�on” is defined in sec�on 1862(l)(6)(A) of the Act 
and means a determina�on by the Secretary of the Department of Health and Human Services 
(the Secretary) with respect to whether or not a par�cular item or service is covered na�onally 
under Title XVIII of the Act. In general, NCDs are na�onal policy statements published to 
iden�fy the circumstances under which a par�cular item or service will be considered covered 
(or not covered) by Medicare. NCDs serve as generally applicable rules to ensure that similar 
claims for items or services are covered in the same manner. O�en an NCD is writen in terms of 
defined clinical characteris�cs that iden�fy a popula�on that may or may not receive Medicare 
coverage for a par�cular item or service. Tradi�onally, CMS relies heavily on health outcomes 
data to make NCDs. 
 
Medicare has provided coverage for certain promising technologies with limited evidence based 
on the condi�on that they are furnished in the context of approved clinical studies or with the 
collec�on of addi�onal clinical data. CMS has supported the Coverage with Evidence 
Development (CED) policy since July 12, 2006, and the most recent CED policy as described in 
the 2024 guidance document. CED enables providers and suppliers to perform high-quality 
studies that will produce evidence that may lead to posi�ve na�onal coverage determina�ons. 
 
The Agency for Healthcare Research and Quality (AHRQ) reviews all CED NCDs and collaborates 
with CMS to define standards for clinical research studies to address the CED ques�ons and 
meet the general standards for CED studies. NCDs also include a determina�on on whether the 
item or service under considera�on has a Medicare benefit category under Part A or Part B. All 
items and services covered by Medicare must fall within the scope of a statutory benefit 
category. Also, to be covered, the item or service must not be excluded from coverage by 

https://www.cms.gov/regulations-and-guidance/guidance/manuals/downloads/pim83c13.pdf
https://www.cms.gov/regulations-and-guidance/guidance/manuals/downloads/pim83c13.pdf
https://www.cms.gov/medicare-coverage-database/view/medicare-coverage-document.aspx?mcdid=38&docTypeId=1&status=all&sortBy=title&bc=16
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statute or our regula�ons. CMS notes benefit category determina�ons are made outside of the 
Coverage and Analysis Group and may take 3 months or longer to complete. CMS warns that in 
some cases benefit category reviews may not be completed within the accelerated �meframes 
needed for the TCET pathway. The NCD pathway has statutorily prescribed �meframes and 
generally takes 9 to 12 months to complete from the opening of the tracking sheet. 
 
4. Clinical Trial Policy (CTP) NCD 310.1. 
The CTP policy is applied when Medicare covers rou�ne care items and services (but generally 
not the technology under inves�ga�on) in a clinical study that is supported by certain Federal 
agencies. The CTP coverage policy was developed in 2000. CMS notes that coverage under CED 
and CTP may not occur at the same �me. Addi�onally, this coverage policy has not generally 
been u�lized by device manufacturers because they usually seek coverage of the device under 
inves�ga�on, which is not always available under CTP. 
 
5. Parallel Review Program 
Parallel Review is a mechanism for FDA and CMS to simultaneously review the clinical data 
submited by a manufacturer about a medical device to help decrease the �me between FDA's 
approval of an original or supplemental premarket approval (PMA) applica�on or gran�ng of a 
de novo classifica�on request (De Novo request) and the subsequent CMS proposed NCD. 
Parallel Review has two stages: (1) FDA and CMS meet with the manufacturer to provide 
feedback on the proposed pivotal clinical trial; and (2) FDA and CMS concurrently review (“in 
parallel”) the clinical trial results submited in the PMA applica�on, or De Novo request.  
 
FDA and CMS independently review the data to determine whether it meets their respec�ve 
Agency's standards and communicate with the manufacturer during their respec�ve reviews. 
This program relies upon a technology having a quality evidence base to support the clinical 
analysis for the NCD. 

B. Differences Between FDA and CMS Review 
While FDA and CMS have a well-established history of collabora�on in the review of evidence 
for emerging medical technologies, FDA and CMS must consider different legal authori�es and 
apply different statutory standards when making marke�ng authoriza�on and coverage 
decisions, respec�vely, for medical devices. Generally, FDA makes marke�ng authoriza�on 
decisions based on whether the relevant statutory standard for safety and effec�veness is met, 
while CMS generally makes NCDs based on whether an item or service is reasonable and 
necessary for the diagnosis or treatment of an illness or injury for individuals in the Medicare 
popula�on. These two reviews are separate and are conducted independently by the two 
agencies. FDA approval or clearance alone does not en�tle that technology to Medicare 
coverage, given Medicare statutory coverage requirements. 
 
CMS looks to the evidence suppor�ng FDA market authoriza�on and the device’s approved or 
cleared indica�ons for use for evidence generalizable to the Medicare popula�on, data on 
improvement in health outcomes, and durability of those outcomes. If there is no data on these 
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elements in the Medicare popula�on, it is difficult for CMS to make an evidence-based decision 
on whether the device is reasonable and necessary for the Medicare popula�on. Consequently, 
the poten�al benefits and harms of a device for older pa�ents with more comorbidi�es may not 
be well understood at the �me of FDA market authoriza�on. 
 

C. FDA Breakthrough Devices Program 
Under the TCET coverage pathway, CMS will coordinate with FDA and manufacturers of 
Breakthrough Devices as those devices move through the FDA premarket review processes to 
ensure �mely Medicare coverage decisions following any FDA market authoriza�on. FDA's 
Breakthrough Devices Program is not for all new medical devices; rather, it is only for those that 
FDA determines meet the standards for Breakthrough Device designa�on.  
 
The Breakthrough Devices Program is for medical devices and device-led combina�on products 
that meet two criteria. The first criterion is that the device provides for more effec�ve 
treatment or diagnosis of life-threatening or irreversibly debilita�ng human diseases or 
condi�ons. The second criterion is that the device must sa�sfy one of the following elements: 

o It represents a breakthrough technology;  
o No approved or cleared alterna�ves exist; 
o It offers significant advantages over exis�ng approved or cleared alterna�ves, 

including the poten�al, compared to exis�ng approved alterna�ves, to reduce or 
eliminate the need for hospitaliza�on, improve pa�ent quality of life, facilitate 
pa�ents’ ability to manage their own care (such as through self-directed personal 
assistance); or establish long-term clinical efficiencies; or  

o The device availability is in the best interest of pa�ents. 
 
Devices mee�ng these criteria are also likely to be highly relevant to the needs of the Medicare 
popula�on if the item or service falls within a Medicare benefit category. FDA has explained in 
guidance that because decisions on requests for Breakthrough designa�on will be made prior to 
marke�ng authoriza�on, FDA considers whether there is a “reasonable expecta�on that a 
device could provide for more effec�ve treatment or diagnosis rela�ve to the current standard 
of care in the U.S for purposes of the designa�on. This reasonable expecta�on can be supported 
by sources including “literature or preliminary data (bench, animal, or clinical)”. 
 

II. Summary of Proposed Provisions and CMS Response to Public Comments on the Proposed 
No�ce  
On June 28, 2023, CMS published a proposed no�ce to establish the TCET Pathway. CMS 
received approximately 150 public comments in response to the publica�on. Commenters 
included a broad range of interested par�es, including physicians, professional socie�es, 
manufacturers, manufacturer associa�ons, venture capital firms, health plans, and pa�ent 
advocates. The following is a summary of the public comments that CMS received related 
to the proposed no�ce, and its responses to the public comments. 
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A. Overarching Comments Regarding CMS’ Proposal to Establish the TCET Pathway 
 
CMS proposed that the TCET pathway use the NCD and CED processes to expedite Medicare 
coverage of certain Breakthrough Devices. CMS states the TCET pathway would be voluntary 
and the goal of the pathway is to reduce uncertainty about coverage op�ons through a pre-
market evalua�on of poten�al harms and benefits of technologies while iden�fying any 
important evidence gaps. Addi�onally, CMS’ proposal for the TCET pathway provided an 
evidence-development framework to provide manufacturers with opportuni�es for increased 
pre-market engagement with CMS, to reduce manufacturer burden, increase flexibility to 
address evidence gaps to support Medicare coverage. In the proposed no�ce, CMS an�cipated 
accep�ng up to five TCET candidates annually. 
 

1. General Concerns 
 

Public comments generally supported the TCET concept, expressing that it could result in faster 
access to newly FDA market-authorized technologies for Medicare beneficiaries. Commenters 
agree the proposal would promote innova�on, decrease uncertainty and delays in coverage, 
and improve beneficiary access to cu�ng-edge treatments. Most commenters expressed 
support for the TCET proposal in principle, no�ng that it is a “good first step,” and provided 
suggested modifica�ons to improve the pathway. CMS responded that they appreciate the 
comments suppor�ng the TCET proposals and appreciate sugges�ons provided to improve the 
pathway.  

 
Several commenters expressed concerns that the TCET pathway is limited in scope in that it only 
applies to “certain FDA-designated Breakthrough Devices that fall within a Medicare benefit 
category.” Some of these commenters expressed support for automa�c, immediate coverage 
upon FDA market authoriza�on. 
 
CMS responded they do not believe that it is appropriate to grant all FDA market-authorized 
Breakthrough Devices' automa�c coverage solely based on their Breakthrough Designa�on. 
CMS states when there is a lack of evidence specific to the Medicare popula�on, it makes it 
difficult for CMS to ensure that devices are not posing addi�onal risks in the Medicare 
popula�on. CMS believes that it is important to require manufacturers par�cipa�ng in any 
innova�ve coverage pathway, such as TCET, to produce evidence that demonstrates the 
health benefit of the device and the related services for pa�ents with demographics 
like that of the Medicare popula�on. CMS focused on Breakthrough Devices because it is the 
area with the greatest need.  As CMS gains experience with the TCET pathway, it may consider 
expanding its applica�on to other items and services. In the absence of CED, technologies with 
limited evidence could be noncovered. 
 
A commenter ques�oned if obtaining an NCD without CED would be possible under TCET. CMS 
responded and an NCD without CED is an op�on if there is sufficient evidence to support 
Medicare coverage. 
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Some commenters expressed that CMS should have issued the proposal as a proposed rule 
rather than a no�ce to facilitate meaningful changes and address key issues that hinder 
beneficiary access.  
 
CMS disagrees that a proposed rule is required to establish a procedural rule. CMS explains it is 
establishing TCET through a proposed procedural no�ce enables CMS to consider public 
comments but also has the advantage that the procedures may be modified as necessary as 
CMS, manufacturers, and the public gain experience using the process. The procedural no�ce 
explains how the public and TCET sponsors can work with CMS concerning coverage for certain 
Breakthrough Devices and addresses key issues that may have hindered beneficiary 
access in the past. 
 

2. TCET Timelines 
CMS’ goal is to finalize an NCD for technologies accepted into the TCET pathway within 6 
months of FDA market authoriza�on. Some commenters encouraged CMS to be forthcoming 
with realis�c �melines. A few commenters suggested that CMS provide coverage for 
Breakthrough Devices sooner than the �meline proposed. Some commenters requested that 
CMS provide more defini�ve �melines. CMS has made one specific �meline update in the final 
no�ce to specify that it will consider TCET nomina�ons on a quarterly basis, rather than ac�ng 
upon them within 30 days of submission. This addi�onal �me provides a more realis�c 
�meframe for CMS to coordinate with the manufacturer and, as appropriate, FDA on any 
outstanding issues and to begin internal discussions within CMS regarding opera�onal issues. 
 
Commenters expressed that CMS should be held accountable for mee�ng all �melines indicated 
in the no�ce. CMS expects to adhere to the �melines outlined in the no�ce barring 
unexpected complica�ons based on current resources, and it expects that the manufacturer 
will do the same or at least provide as much no�ce as possible when complica�ons are 
encountered. CMS does not believe that imposing consequences on the Agency or 
manufacturers for missed deadlines would be helpful. In the future, as it gains more experience, 
it may modify aspects of the TCET pathway, including �melines.  
 

3. Limi�ng the TCET Pathway to Five Candidates Yearly 
Commenters expressed concerns with the poten�al limit to five TCET candidates yearly. Some 
commenters contend that the limita�on is arbitrary and would like CMS to clarify how this 
number was derived. CMS an�cipates it will receive approximately eight nomina�ons for the 
TCET pathway per year. Based on current resources, CMS does not plan to accept more than five 
candidates into the TCET pathway per year. As it gains more experience with TCET, they will re-
evaluate and adjust based on available resources. Further, CMS acknowledges that exis�ng 
coverage mechanisms remain available for manufacturers of Breakthrough Devices to pursue 
Medicare coverage. 
 
 
 



 

8 
 

4. Opera�onal Issues 
Numerous commenters expressed concerns that the proposed procedural no�ce did not 
adequately address the opera�onal issues (e.g., coding and payment issues) that could inhibit 
the successful implementa�on of the TCET pathway and would s�ll need to be addressed. 
Commenters requested that CMS provide more specific informa�on on how these 
processes will be coordinated under TCET and include �melines. A commenter encouraged CMS 
to collaborate internally to improve alignment among these processes. 
 
CMS agrees that coordina�on of coverage, coding, and payment processes suppor�ng the TCET 
pathway is important. In response, CMS has established new internal collabora�ons to improve 
coordina�on going forward. CMS recently released the CMS Guide for Medical Technology 
Companies and Other Interested Par�es website, which provides interested par�es, including, 
but not limited to, medical device, pharmaceu�cal, and biotechnology companies, with 
informa�on about Medicare’s processes for determining coding, coverage, and payment as well 
as other key considera�ons. The Guide will be updated to include informa�on related to TCET 
soon. 
 
A commenter recommended that CMS offer a system readiness mee�ng within 45 days of 
acceptance that discusses coverage, benefit category determina�on, coding, and payment 
considera�ons to ensure overall alignment. A second system readiness mee�ng could be 
scheduled following the evidence preview mee�ng and the manufacturer's decision to con�nue 
in the TCET pathway. CMS responded that a more informal approach will provide more flexibility 
and be less burdensome for manufacturers since each technology and manufacturer may have 
unique circumstances that could impact the �ming of these discussions. CMS con�nues to 
explore opportuni�es to beter align coverage, coding, and payment considera�ons for devices 
in the TCET pathway. 
 
B. Appropriate Candidates 
CMS proposed to limit the TCET pathway to certain eligible FDA-designated Breakthrough 
Devices and stated that appropriate candidates for the TCET pathway would 
include those devices that are: 
- certain FDA-designated Breakthrough Devices; 
-  determined to be within a Medicare benefit category; 
- not already the subject of an exis�ng Medicare NCD; and 
- not otherwise excluded from coverage through law or regula�on. 
 
CMS clarifies that the majority of coverage determina�ons for diagnos�c laboratory tests 
granted Breakthrough designa�on status should con�nue to be determined by the Medicare 
Administra�ve Contractors (MACs) through exis�ng pathways. 
 
 
1. Scope of Pathway and FDA-designated Breakthrough Devices 
Commenters pointed out that there may be innova�ve technologies that they believe 
should be covered by Medicare that choose not to use FDA’s Breakthrough Devices 

https://www.cms.gov/medicare/coding-billing/guide-medical-technology-companies-other-interested-parties
https://www.cms.gov/medicare/coding-billing/guide-medical-technology-companies-other-interested-parties
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Program or maybe an innova�ve technology that may not qualify for the designa�on. CMS 
appreciates these comments and the sugges�ons for expanding 
eligibility for the TCET pathway. CMS is focusing only on the need for more rapid coverage for 
Breakthrough Devices in this final no�ce. As the TCET pathway develops and proves successful, 
CMS may consider expanding its applica�on to other items and services, con�ngent on 
sufficient available resources. 
 
Some commenters expressed that Breakthrough Devices have very litle evidence at the �me of 
FDA market authoriza�on to support Medicare coverage. A commenter encouraged cau�on in 
alloca�ng Medicare resources for coverage of Breakthrough Devices under TCET, considering 
what the commenter described as the rela�vely low threshold of evidence required for 
Breakthrough Device designa�on. Several commenters noted poten�al safety concerns with 
Breakthrough Devices. Mul�ple commenters recommended that CMS maintain rigorous 
evidence development standards. Commenters stressed the need to monitor the use and 
outcomes of these devices and build a mechanism to trigger an NCD reconsidera�on if the FDA 
withdraws approval or there are post-market safety concerns. 
 
CMS responds sta�ng Medicare coverage of Breakthrough-designated devices would only occur 
if the device gains FDA marke�ng authoriza�on. Breakthrough Devices are held to the same 
safety and effec�veness standards to receive FDA market authoriza�on as other medical devices 
that do not have Breakthrough Device designa�on. For CMS to provide coverage for 
Breakthrough Devices, there must be sufficient evidence to conclude that the evidence is 
promising, and that the device is poten�ally important for the Medicare popula�on even if the 
available evidence is insufficient to sa�sfy the reasonable and necessary standard. 
 
CMS believes the TCET evidence genera�on framework will facilitate the development of 
reliable evidence for pa�ents and their physicians. It also provides safeguards to ensure that 
Medicare beneficiaries are protected and con�nue receiving high-quality care. Coverage under 
CED can expedite earlier beneficiary access to innova�ve technology while ensuring that 
systema�c pa�ent safeguards including assurance that the technology is provided to clinically 
appropriate pa�ents are in place to reduce the poten�al risks associated with new technologies, 
or to new applica�ons of older technologies. 
 
CMS reiterates in this final no�ce it will reconsider an NCD for Breakthrough Devices if safety 
concerns arise. CMS retains the right to reconsider an NCD at any point in �me. If an NCD is 
repealed, MACs could deny coverage for par�cular devices. CMS may also issue a 
na�onal non-coverage NCD that would bar all coverage for the device. 
 
2. Necessity of Falling into an Exis�ng Benefit Category 
CMS proposed that a Breakthrough Device must fall into an exis�ng benefit category to be 
included under TCET. In general, commenters supported this proposal. However, several 
commenters recommended the inclusion of Breakthrough Devices that do not fall within an 
exis�ng benefit category. Several commenters requested CMS review and update the current 
benefit category defini�ons to reflect technological advances. These commenters 
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requested that CMS create new benefit categories or make a determina�on that an item or 
service (for example, so�ware or other digital technologies) falls within a benefit 
category. CMS responded they do not have CMS does not have the authority to establish new 
Part B benefit categories; benefit categories are statutory and established by Congress. 
Consequently, some Breakthrough Devices will not fall within a Medicare benefit category and 
cannot be covered or paid by Medicare. 
 
3. Limita�ons of Devices Already the Subject of an Exis�ng NCD 
Commenters requested that CMS expand TCET eligibility criteria to include technologies with an 
exis�ng NCD that receive Breakthrough designa�on from FDA for a novel indica�on that is non-
covered under an exis�ng NCD or unrelated to the exis�ng NCD. CMS will maintain this 
limita�on. If devices are subject to an exis�ng NCD, a reconsidera�on of the NCD may 
be required to establish coverage. 
 
     4. Diagnos�c Laboratory Tests 
Numerous commenters disagreed with CMS’ proposal that coverage determina�ons for 
Breakthrough-designated diagnos�c laboratory tests should con�nue to be made by Medicare 
Administra�ve Contractors under exis�ng coverage mechanisms. A commenter claimed that the 
jus�fica�ons CMS offers for its general exclusion of diagnos�c laboratory tests from eligibility for 
the TCET coverage pathway do not adequately support exclusion from TCET eligibility and 
may delay Medicare beneficiary access to innova�ve tests. Some commenters requested 
that CMS permit diagnos�c laboratory tests to be eligible for TCET or provide a similar 
pathway.  
 
CMS expects the majority of coverage determina�ons for Breakthrough-designated diagnos�c 
laboratory tests will con�nue to be made by Medicare Administra�ve Contractors. CMS 
acknowledged there may be instances where manufacturers and CMS agree that an NCD is 
appropriate for a diagnos�c laboratory test. In those instances where manufacturers believe 
that addi�onal evidence genera�on may be needed to sa�sfy the Medicare coverage standard, 
They encourage manufacturers to contact CMS to discuss op�ons for their specific 
technology.  
 
Several commenters requested that CMS clarify whether the TCET pathway excludes diagnos�c 
laboratory tests and diagnos�c tests generally. In response to public comments seeking 
clarifica�on regarding the scope of the references to diagnos�c laboratory tests in the proposed 
no�ce, CMS has added language to clarify that it intends to refer to IVDs, including diagnos�c 
laboratory tests, in the discussion of appropriate candidates. Other non-IVD diagnos�c devices, 
such as diagnos�c imaging devices, may be considered for TCET. 
 
C. Nomina�ons 
CMS proposed that the appropriate �meframe for manufacturers to submit TCET 
pathway nomina�ons are approximately 12 months before the an�cipated FDA decision 
on a submission as determined by the manufacturer. In the proposal, CMS stated that 
manufacturers of certain FDA-designated Breakthrough Devices may self-nominate to 
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par�cipate in the TCET pathway. The proposed no�ce outlined the informa�on that 
manufacturers should include in the self-nomina�on packet. 
 
Commenters generally agreed with the proposal that nomina�ons be submited approximately 
12 months before an�cipated FDA marke�ng authoriza�on. Some noted that early engagement 
between CMS and manufacturers before FDA authoriza�on can inform and enable a more 
efficient and effec�ve evidence-genera�on strategy.  In the final no�ce, CMS has modified the 
TCET pathway procedures to include an opportunity for a manufacturer to submit a nonbinding 
leter of intent to nominate a poten�ally eligible device approximately 18 to 24 months before 
the manufacturer an�cipates FDA marke�ng authoriza�on. 
 
CMS believes the proposal for nomina�ons to be submited approximately 12 months before 
an�cipated FDA marke�ng authoriza�on is minimally burdensome and provides adequate 
flexibility for manufacturers to: (1) provide suppor�ve evidence for their technology; (2) 
develop an EDP to address material evidence gaps for CMS coverage; and (3) coordinate BCD, 
coding, and payment processes. There is an opportunity under TCET to leverage FDA-required 
post-market studies, if any, to address specific evidence gaps for Medicare beneficiaries. 
 
Some commenters provided feedback regarding specific �meframes in the TCET nomina�on 
process. A few commenters supported CMS’ proposal to respond to nomina�ons within 30 
days. Another commenter requested that CMS extend the nomina�on review period to 60 days 
rather than 30 to ensure rigorous evalua�on and selec�on of the most promising technologies 
for the TCET pathway. 
 
CMS agrees it is important to provide �mely feedback to manufacturers on whether their 
technology is a suitable candidate for TCET. CMS is clarifying that suitable candidates will be 
approved for the TCET pathway quarterly. Considera�on of TCET nomina�ons every quarter will 
allow CMS to priori�ze the most promising devices, facilitate TCET implementa�on, and 
establish a fair opportunity for eligible devices to be considered, regardless of the �ming of FDA 
market authoriza�on. If a nomina�on is not accepted into the pathway in one quarterly review 
cycle, it may be considered again in the following quarterly review cycle. Manufacturers will not 
need to resubmit a nomina�on for it to be considered in a subsequent quarter. 
 
Many commenters recommended that CMS provide a lookback period, 
meaning that Breakthrough Devices that are nearing an FDA decision on market 
authoriza�on (that is, less than 12 months) or those recently achieving authoriza�on 
would be eligible for the TCET pathway. Several commenters recommended that a 3- 
year lookback period would be appropriate. CMS disagrees and did not include a lookback 
period in the proposed no�ce. The TCET pathway is designed to expedite na�onal coverage 
through extensive premarket engagement. Developing an evidence development plan (EDP) 
generally takes considerable �me, and absent an adequate lead �me during the pre-market 
period, devices already available in the market are more appropriate for an NCD outside of the 
TCET pathway or for MAC determina�ons. 
 



 

12 
 

To provide greater transparency, consistency, and predictability CMS intends to release 
proposed priori�za�on factors for TCET nomina�ons in the near future. CMS will communicate 
addi�onal details on its plan and there will be an opportunity for public comment. 
 
A commenter requested that in instances where CMS declines a 
nomina�on, it should provide a ra�onale and feedback mechanism for the manufacturer. 
Another commenter stated that applicants should be permited to reapply. CMS reiterated it 
will provide a jus�fica�on and contact informa�on for addi�onal 
informa�on if they decline a nomina�on. 
 
CMS clarifies since TCET is forward-looking and extensive pre-market engagement is essen�al, 
nomina�ons for Breakthrough Devices an�cipated to receive an FDA decision on market 
authoriza�on within 6 months may not be accepted since CMS will be unable to reach a final 
NCD within the expedited �meframes. 
 
Lastly, a commenter recommended that CMS permit manufacturers to provide informa�on on 
how their devices promote health equity. CMS welcomes and strongly encourages any 
informa�on manufacturers wish to provide regarding how their devices promote health equity. 
 
D. Coordina�on with the FDA 
Many commenters expressed their support for enhanced FDA-CMS collabora�on to support the 
TCET pathway, and more specifically, to foster alignment between FDA and CMS evidence 
development needs to ensure CMS evidence development requirements are not duplica�ve or 
contradictory with FDA requirements. Further, commenters stated that FDA and CMS should 
provide early clarity about post-market evidence genera�on requirements to minimize provider 
and product developer burden. 
 
Some commenters sought clarity as to whether manufacturers would be permited to 
par�cipate in mee�ngs between FDA and CMS. 
 
CMS outlined in the proposed no�ce and consistent with the FDA-CMS MOU, CMS may meet 
with the FDA when considering a TCET nomina�on submited for CMS review so CMS can learn 
more about the technology, including poten�al �ming considera�ons. Some of these mee�ngs 
may be delibera�ve and not appropriate for manufacturers or any other non-governmental 
par�es to par�cipate. However, similar to mee�ngs conducted for parallel review, there may be 
occasions where it will be helpful to have CMS, FDA, and manufacturers par�cipate in a 
mee�ng, and CMS will consider these requests on a case-by-case basis. 
 
E. Benefit Category Determina�on (BCD) Reviews 
Commenters requested addi�onal clarifica�on regarding the process and �meline for benefit 
category determina�on reviews. These commenters note that the lack of an integrated, 
transparent, expedited BCD process will limit TCET's impact.  
CMS notes that new products may fall within one or more benefit categories or no benefit 
category at all. As stated in the proposed no�ce, if CMS believes that the device, prior to a 
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decision on market authoriza�on by FDA, is likely to be payable through one or more benefit 
categories, the device may be accepted into the TCET pathway. This is an interim step that is 
subject to change upon FDA’s decision regarding market authoriza�on of the device. Acceptance 
into TCET should not be viewed as a final determina�on that a device fits within a benefit 
category. When CMS issues the proposed NCD following approval or clearance of the 
Breakthrough Device by FDA, the proposed NCD will include one or more benefit categories to 
which CMS has determined the Breakthrough Device falls. CMS will review and consider public 
comment on the proposed NCD before reaching a final determina�on on the BCD(s). 
 
CMS states it is unable to commit to making all BCD decisions within 30 days of nomina�on 
submission because the BCD may rely on informa�on generated during the process to obtain 
FDA market authoriza�on making an earlier BCD infeasible. 
 
A commenter stated that when there is an issue in determining the BCD, a mee�ng between 
CMS’ Center for Medicare and the manufacturer should be scheduled immediately. CMS agrees 
that it is important for CMS to provide �mely communica�on to the manufacturer when there 
are issues in determining the BCD. 
 
F. Evidence Preview (EP) 
CMS’ proposal introduced the Evidence Preview (EP) concept, which is a focused 
literature review that would provide early feedback on the strengths and weaknesses of 
the available evidence, including any evidence gaps, for a specific item or service. CMS 
expressed the intent for EPs to be supported by a contractor using standardized evidence 
grading, risk of bias assessment, and applicability assessment. CMS proposed that the EP would 
be made publicly available on the CMS website when a tracking sheet is posted announcing the 
opening of the NCD. Addi�onally, CMS proposed to share the EP with the Medicare 
Administra�ve Contractors following a manufacturer’s decision to withdraw from the TCET 
pathway.  
 
Some commenters requested that CMS provide more transparency regarding the evidence 
review contractor. CMS responds that the Secretary has broad authority to contract out 
func�ons. It reiterates the contractor’s role is to conduct a rapid systema�c literature review 
and summarize the evidence based on a modified Grading of Recommenda�ons, Assessment, 
Development, and Evalua�ons (GRADE) methodology. The contractor supports and accelerates 
CMS reviews, but CMS performs extensive quality assurance on contracted reviews, contributes 
substan�al por�ons of the EP independently, and ul�mately determines policy. If an NCD is 
opened, an evidence summary will be included with the tracking sheet for full public comment, 
including which contractor completed the review. 
 
Several commenters sought clarity on how the contractor will perform evidence reviews under 
TCET, specifically the criteria that the contractor will use to do the evidence preview. 
Commenters also asked that CMS define the evidence grading system used and what kind of 
evidence review conclusions are possible. 
 



 

14 
 

When nomina�ng devices for the TCET Pathway, manufacturers should submit a comprehensive 
bibliography of published studies for their devices. For some devices, studies will not yet be 
published in the peer-reviewed literature, and CMS will instead review unpublished reports of 
clinical studies intended to support the FDA marke�ng applica�on provided by the 
manufacturer. The contractor will use standardized tables to summarize the characteris�cs of 
each study included in their focused literature review. These tables provide informa�on about 
each study’s design, quality, interven�ons assessed, target popula�on, and outcomes assessed. 
 
CMS states studies of different designs are graded within the context of their respec�ve designs. 
Thus, RCTs are graded as good, fair, or poor, and observa�onal studies are separately graded as 
good, fair, or poor. The contractor will also assess the applicability of the included studies to the 
Medicare popula�on. Lastly, the contractor will iden�fy and list any relevant evidence-based 
guidelines, specialty society recommenda�ons, consensus statements, or appropriate use 
criteria that apply to the item or service addressed by the Evidence Preview (EP). The reviewed 
evidence is then qualita�vely synthesized by the contractor. There are strict non-disclosure 
agreements in place with the contractor to ensure the protec�on of proprietary informa�on. 
 
Some commenters expressed concerns that CMS was ceding decision-making to the evidence 
review contractor. These commenters noted that the evidence review contractor should be 
prohibited from making qualita�ve assessments of the literature and providing any statements 
regarding medical necessity. Further, commenters stated that CMS should maintain ul�mate 
decision-making responsibility and CMS staff should be fully engaged to ensure that feedback 
among all par�cipants is transparent and �mely. CMS in its response reiterates all decision-
making resides with CMS. CMS does not delegate the Secretary’s authority to establish NCDs to 
a contractor. The role of the evidence review contractor is to support the CMS review team by 
summarizing the available evidence in a standardized format. CMS staff specify the review 
requirements, supervise the contractor, and conduct extensive quality assurance of all reviews. 
Any formal determina�on regarding whether an item or service meets the reasonable and 
necessary statutory standard will be made by CMS and completed using the NCD process, which 
includes at least one public comment period. 
 
Some commenters stated that manufacturers should be able to communicate directly with the 
evidence review contractor during the development of the EP. Several commenters suggested 
that CMS establish contact points to facilitate dialogue between the manufacturer and the 
contractor responsible for conduc�ng the EP. CMS disagrees that manufacturers should be able 
to contact the contractors that the government has engaged to summarize the scien�fic 
evidence on its behalf. CMS notes that manufacturers must submit a full bibliography of 
published studies with their TCET nomina�on. Much of the EP is writen directly by CMS staff, 
and manufacturers have an opportunity to provide feedback on a dra� of the EP before it 
is finalized. CMS will establish CMS-staff-level contact points to facilitate �mely communica�on 
with manufacturers.  
 
CMS in its final no�ce states the EP is not a na�onal coverage analysis (NCA) and is not a 
commitment to coverage. The EP is intended to inform decisions about the best available 
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coverage op�ons for the nominated device. Further, a broader range of studies may be included 
in a full na�onal coverage analysis (NCA) if one is opened. The EP reflects the best available 
informa�on at the �me it is conducted, but mul�ple elements of the EP may evolve during the 
review process. 
 
A commenter suggested that CMS clarify circumstances where they can convene a Medicare 
Evidence Development and Coverage Advisory Commitee (MEDCAC) or otherwise solicit broad 
public input to align on evidence gaps in the evidence preview stage and explain how this might 
affect evidence review �melines. CMS responded that if a MEDCAC is needed to clarify the 
appropriate clinical endpoints for a par�cular device, the TCET review �meframes could 
be substan�ally delayed. The need for MEDCACs during a TCET review may be mi�gated by 
iden�fying poten�al TCET candidates earlier in the review cycle than the �meframe proposed in 
the June 2023 no�ce. CMS clarified in the final no�ce how a MEDCAC may affect evidence 
review �melines and how submi�ng a non-binding leter of intent 18 to 24 months in advance 
of FDA approval of the device can help alleviate poten�al delays if a clinical endpoints review 
and/or MEDCAC is needed. 
 
Many commenters disagreed with CMS’ proposal to share the Evidence Preview with the 
Medicare Administra�ve Contractors following a manufacturer’s decision to withdraw from the 
TCET pathway. These commenters expressed concerns with how the MACs would use this 
informa�on, specifically that it would lead to de facto noncoverage without going through the 
full na�onal coverage process. CMS responds to the concerns raised and believes the EP will be 
a fair reflec�on of the strength of the available evidence to support Medicare coverage. CMS 
acknowledges that manufacturers may withdraw from the TCET pathway for reasons unrelated 
to the evidence. Based on the previous considera�ons and in response to public comments, 
CMS will publish an evidence summary without the evidence gap analysis if a manufacturer 
withdraws from the TCET pathway. 
 
 G. Manufacturer Decision to Con�nue or Discon�nue 
CMS’ proposal stated that upon finaliza�on of the EP, the manufacturer may decide to pursue 
na�onal coverage under the TCET pathway or to withdraw from the pathway. CMS proposed 
that if the manufacturer decided to con�nue, the next step would include a manufacturer's 
submission of a formal NCD leter expressing the manufacturer's desire for CMS to open a TCET 
NCD analysis. 
 
A commenter requested confirma�on that CMS will not issue a noncoverage 
NCD if a manufacturer withdraws from TCET. CMS responded there could be rare instances 
where a non-coverage NCD would be in the best interest of Medicare beneficiaries, such as 
when the evidence points to poten�al serious beneficiary harm. CMS can conduct a na�onal 
coverage analysis at any �me to swi�ly act in those circumstances. 
 
H. Evidence Development Plans (EDP) 
CMS’ proposal introduced the Evidence Development Plan (EDP) concept. CMS proposed that 
EDPs would be developed by the manufacturer to address any evidence gaps iden�fied in the 
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EP. In the proposal, CMS indicated that EDPs may include fit-for-purpose (FFP) study designs, 
including tradi�onal clinical study designs and those that rely on secondary use of real-world 
data, provided that those study designs follow all applicable CMS guidance documents. CMS 
proposed that the development of an EDP would include CMS-AHRQ collabora�on to evaluate 
the EDP to ensure that it meets established standards of scien�fic integrity and relevance to the 
Medicare popula�on. The proposal stated that elements of the EDP, specifically the non-
proprietary informa�on, would be made publicly available on the CMS website when a 
proposed NCD is posted. CMS expects to propose FFP study guidance in the future, with a 
par�cular emphasis on study designs that make secondary use of real-world data. 
 
Some commenters encouraged CMS to work with manufacturers to develop a reasonable, 
mutually agreed upon data collec�on and review period in the EDP. A commenter suggested 
that CMS consider structuring evidence development around the achievement of milestones 
rather than �me. CMS is exploring ways that CMS can support manufacturers in efficiently 
developing FFP protocols, but manufacturers are responsible for developing their own EDPs. 
CMS agrees that a CMS and AHRQ-approved EDP should be in place before opening an NCD. 
CMS notes that prolonged delays by manufacturers in dra�ing EDPs may substan�ally delay the 
finaliza�on of a CED NCD under the TCET pathway. 
 
CMS is finalizing its proposal to have EDPs include a schedule of updates and interim analyses 
along with a projected NCD reconsidera�on window. CMS con�nues to believe that a core 
purpose of the EDP is to an�cipate the appropriate �ming of reconsidera�on but recognizes 
that �melines may in some cases need to be revised. Any changes to the an�cipated NCD 
reconsidera�on window will be reflected on the CED website. 
Some commenters asked that CMS clarify what parts of the EDP will be publicly posted. It was 
recommended that the technical informa�on regarding a device remain confiden�al. CMS 
responded that a summary of the EDP, a linkage to CMS-approved CED studies on 
clinicaltrials.gov, and the an�cipated CED NCD reconsidera�on window will be posted on the 
CMS website. CMS is ac�vely developing guidance on the level of detail necessary to 
establish that a proposed study is FFP; while manufacturers may be able to demonstrate 
that these elements establish the scien�fic validity of a proposed study, it may not be 
necessary to make all details public. 
 
A commenter recommended that CMS clarify that when the available evidence is promising but 
is insufficient to sa�sfy the reasonable and necessary standard for the Medicare popula�on, 
CMS may extend coverage under the TCET pathway condi�oned on comple�on of an FFP study 
that may convincingly address an evidence deficiency iden�fied in the EP. CMS clarified in the 
final no�ce that EDPs must address material evidence deficiencies iden�fied in the EP. FFP 
studies addressing specific evidence deficiencies iden�fied in the EP may be proposed as part of 
a broader EDP. CMS agrees that FFP studies, especially those that make secondary use of real-
world data, may require modifica�ons to the pre-specified protocol for various reasons. CMS 
expects to publish detailed guidance on acceptable FFP studies in the coming months. 
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I. CMS NCD Review and Timing 
CMS proposed that if a device that is accepted into the TCET pathway receives FDA marke�ng 
authoriza�on, CMS will ini�ate the NCD process by pos�ng a tracking sheet following FDA 
market authoriza�on (that is, the date the device receives PMA approval; 510(k) clearance; or 
the gran�ng of a De Novo request) pending a CMS and AHRQ-approved Evidence Development 
Plan (in cases where there are evidence gaps as iden�fied in the Evidence Preview). In the 
proposal, CMS stated that the goal is to have a finalized EDP no later than 90 business days a�er 
FDA market authoriza�on. Following further CMS review and analysis of public comments, CMS 
would issue a proposed TCET NCD and EDP within 6 months of opening the NCD. There would 
be a 30-day public comment period on the proposed TCET NCD and EDP, and a final TCET NCD 
would be due within 90 days of the release of the proposed TCET NCD. 
 
Some commenters requested that the proposed decision memo for an ini�al TCET NCD should 
be posted at the same �me as a tracking sheet, similar to what has previously been done for 
Parallel Review NCDs. CMS appreciates the sugges�ons to streamline the TCET process by 
providing for only one public comment period, but it believes pos�ng a tracking sheet 
with a proposed NCD is opera�onally imprac�cal for CMS and provides insufficient 
opportunity for public feedback on the coverage condi�ons that op�mize pa�ent 
outcomes. CMS states the evidence base for emerging technologies is o�en incomplete, and 
prac�ce guidelines are not yet established, so it believes input from interested par�es is cri�cal 
to ensure that Medicare is providing appropriate coverage for new, innova�ve technologies that 
balance access with beneficiary safeguards. 
 
Several commenters noted inconsistencies in the proposed TCET process �meline. They noted 
CMS’ stated goal of finalizing an NCD within 6 months of FDA marke�ng authoriza�on and 
pointed out that we also state that there would be a tracking sheet posted with a 30-day 
comment with a proposed NCD posted 6 months a�er that (~7 months) and a final NCD 
statutorily due a few months later. Another commenter noted that the Timeline Diagram has a 
stakeholder mee�ng and evidence preview mee�ng listed, but the stakeholder mee�ng is not 
described in the no�ce. 
 
CMS notes that if material evidence deficiencies for Medicare coverage are iden�fied in an 
evidence preview, manufacturers must have an approved evidence development plan before 
CMS will ini�ate a na�onal coverage analysis. Delays in dra�ing an approvable evidence 
development plan may make it impossible to achieve coverage within 6 months of FDA 
authoriza�on. The final no�ce clarifies that the ini�al 30-day comment period is concurrent 
with the na�onal coverage analysis, and CMS aims to shorten the NCD review by ini�a�ng its 
evidence review in the premarket period. CMS has removed the “stakeholder mee�ng” from 
the Timeline Diagram in the final no�ce since it is synonymous with the evidence preview 
mee�ng in the no�ce. 
 
J. Input from Interested Par�es 
CMS stated in its proposal that feedback from the relevant specialty socie�es and pa�ent 
advocacy organiza�ons, in par�cular, their expert input and recommended condi�ons of 
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coverage (with special aten�on to appropriate beneficiary safeguards), is especially important 
for technologies covered through the TCET pathway. In the proposal, CMS strongly encourages 
these organiza�ons to provide specific feedback on the state of the evidence and their 
recommended best prac�ces for the emerging technologies under review upon opening a 
na�onal coverage analysis. CMS encourages these organiza�ons to publicly post any addi�onal 
feedback, including relevant prac�ce guidelines, within 90 days of CMS' opening of the NCD. 
CMS specified that informa�on considered by CMS to develop the proposed TCET NCD will 
become part of the NCD record and will be reflected in the bibliography as is typical for 
NCDs. 
 
Numerous commenters agreed that engagement with all interested par�es, par�cularly 
specialty socie�es, is important. Some commenters encouraged CMS to maintain close 
rela�onships with specialty socie�es and engage them as soon as an NCD is open. CMS agrees 
that engagement with specialty socie�es is important, and it intends to maintain collabora�ve 
rela�onships to facilitate �mely coverage and provide appropriate beneficiary access to 
promising new technologies. CMS believes the TCET pathway includes adequate flexibility for 
specialty socie�es to provide important input. As is current prac�ce, informa�on sources that 
inform an NCD are documented in the decision memo and the bibliography of the proposed and 
final NCD. CMS carefully evaluates evidence and public comment when proposing and finalizing 
NCDs. 
 
Several commenters requested that CMS establish a formal and robust pa�ent engagement 
process. A few commenters stated that pa�ents and pa�ent organiza�ons should be consulted 
regarding how CED affects access, outcomes, and caregiver experiences. They also stated that 
pa�ent groups should be consulted to discuss study protocols and clinical endpoints. A 
commenter stated that CMS should agree to �mely mee�ngs with all interested par�es. CMS 
reiterates most NCDs allow two opportuni�es for public comment when a na�onal coverage 
analysis is ini�ated and when an NCD is proposed. Therefore, CMS believes the current process 
allows the public to express their views. 
 
K. Coverage of Similar Devices 
CMS proposed that to be eligible for coverage under a TCET NCD, similar devices would be 
subject to the same coverage condi�ons, including a requirement to propose an EDP. CMS 
sought public comment on whether similar devices to the Breakthrough Device should be 
addressed under a separate NCD or should be subject to the same coverage condi�ons as the 
Breakthrough Device, including a requirement to propose an EDP. 
 
Commenters generally supported CMS’ proposal to cover similar devices under NCDs. Some 
commenters noted that NCDs have generally covered a par�cular class of technologies and 
supported a similar approach in the TCET pathway. CMS notes NCDs are limited to par�cular 
items or services, but some NCDs apply to products for the same indica�on. In these instances, 
CMS will follow the exis�ng NCD process. CMS recognizes that some differences may exist for 
technologies in a class that may result in a dis�nct benefit/risk profile, and each will be 
evaluated on its own merit. 
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Several commenters requested that CMS define “similar devices.” For example, a commenter 
suggested that CMS define similar devices as either: (1) those with the same or similar intended 
use as the ini�al product; or (2) devices with the same FDA product code. A commenter noted 
that it may be unclear whether two devices are in “the same category.” To preserve flexibility 
CMS is not defining “similar devices” in the final no�ce. If the similarity of two or more devices 
is uncertain, CMS will consult with FDA and the manufacturer(s), as appropriate, when 
determining whether a device could be considered individually or as part of a class of similar 
devices for coverage purposes. 
 
Some commenters requested that CMS clarify how coverage for similar devices will be handled 
under TCET. Commenters expressed mixed opinions and offered various sugges�ons as to how 
CMS could provide coverage under TCET for follow-on devices. Many commenters indicated that 
follow-on devices should be subject to the same coverage condi�ons and evidence standards 
and should be required to develop a comparable EDP to the original device. Some commenters 
recommended that the first device to market should have privileged status, such as a 1-year 
coverage exclusivity period. These commenters suggested that CMS should balance rewarding 
the first-to-market device with gran�ng coverage to follow-on devices. CMS does not believe 
that a coverage exclusivity period for the first-to-market device is necessary and notes that it 
would considerably complicate TCET implementa�on. Further, CMS believes that gran�ng 
privileged status to the first-to-market device could impede Medicare beneficiary access to the 
best available device for their circumstances. 
 
Many commenters supported coverage of similar devices but recommended that follow-on 
devices not count against the annual cap of devices accepted into the TCET pathway. The final 
no�ce clarifies that follow-on devices will not count against the limit on TCET reviews. 
 
CMS notes in the proposed procedural no�ce and reiterates in this final no�ce that CMS retains 
the right to reconsider an NCD at any point in �me. Any reconsidera�on undertaken by CMS 
would be informed by the relevant eviden�ary and safety informa�on available at the �me.  
 
L. Dura�on of Coverage 
CMS proposed that the dura�on of transi�onal coverage through the TCET 
pathway would be �me-limited and be �ed to the CMS- and AHRQ-approved Evidence 
Development Plan (EDP). In the proposed no�ce, CMS stated it an�cipates the transi�onal 
coverage period would last for 3 to 5 years as evidence is generated to address evidence gaps 
iden�fied in the Evidence Preview. 
 
Many commenters supported CMS’ proposal for �me-limited coverage 
under TCET with the coverage period specified in the EDP. CMS agrees that the dura�on 
of transi�onal coverage should be �ed to an EDP that sufficiently addresses the material 
evidence gaps iden�fied in the EP, and CMS will work with manufacturers to define an 
appropriate NCD reconsidera�on window. Par�cularly where longer periods of 
transi�onal coverage is an�cipated, CMS agrees that EDPs should incorporate interim 
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repor�ng to ensure adequate progress, public transparency, and �mely comple�on. These 
updates are in the interest of CMS, manufacturers, and the public because they provide 
early confirma�on of the viability of planned studies that use real-world data and early 
feedback on real-world outcomes. CMS reiterates in the final no�ce it will be flexible when 
working with manufacturers if unavoidable delays occur during the TCET coverage period. 
 
A commenter suggested that CMS consider including in the original TCET NCD, when 
appropriate, automa�c termina�on of CED evidence collec�on requirements and conversion of 
the policy to a regular NCD in situa�ons where all endpoints are met, and there are no serious 
adverse events or other significant problems during the CED study. CMS appreciates the 
sugges�on, but an NCD with CED requirements remains in place un�l an NCD reconsidera�on is 
finalized. CMS is unable to include an automa�c termina�on provision in the original TCET NCD. 
 
Some commenters expressed that if a study has met the endpoints, a change in coverage status 
should proceed without delay, and peer-reviewed publica�on should not be required. CMS 
disagrees with the commenter regarding peer-reviewed publica�ons. CMS believes that 
rigorous and publicly available evidence is necessary to inform beneficiaries, the clinical 
community, and the public about the benefits and harms of available treatment op�ons. 
 
CMS generally considers peer-reviewed evidence of higher quality and eviden�ary value than 
study results that are not peer-reviewed. Published studies are also necessary for devices to be 
included in evidence-based guidelines, which feature heavily in CMS’ assessment of accepted 
standards of medical prac�ce. Therefore, it is essen�al that evidence is published in the peer-
reviewed clinical literature, and CMS applies rigorous methodologic standards in evidence 
review suppor�ng local or na�onal coverage analyses. However, CMS’ 2024 CED guidance 
document states, “If peer-reviewed publica�on is not possible, results may also be published in 
an online publicly accessible registry dedicated to the dissemina�on of clinical trial informa�on 
such as ClinicalTrials.gov, or in journals willing to publish in abbreviated format (for 
example, for studies with incomplete results).” CMS men�ons it is in the manufacturer’s best 
interest to have their studies published in peer-reviewed journals. 
 
M. Transi�on to Post-TCET Coverage 
CMS proposed to conduct an updated evidence review within 6 calendar months of the review 
date specified in the EDP. As part of this process, CMS would review applicable prac�ce 
guidelines and consensus statements and consider whether the condi�ons of coverage remain 
appropriate. Based upon this assessment, when appropriate, CMS would open an NCD 
reconsidera�on by pos�ng a proposed decision that includes one of the following outcomes: (1) 
an NCD without evidence development requirements; (2) an NCD with con�nued evidence 
development requirements; (3) a non-coverage NCD; or (4) Medicare Administra�ve Contractor 
(MAC) discre�on. 
 
A few commenters stated that 6 months may not be enough �me to complete the updated 
evidence review, and one of these commenters recommended 12 months. In this final no�ce, 
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CMS clarifies it intends to ini�ate an updated evidence review within 6 calendar months of the 
date specified in the EDP. 
 
A commenter recommended that CMS look for opportuni�es to streamline the reconsidera�on 
process to preserve resources so that more technologies can be considered under the TCET 
pathway. This commenter suggested that CMS could eliminate the ini�al 30-day comment 
period for the NCD reconsidera�on and post a proposed decision along with the tracking sheet. 
CMS stated in the proposed no�ce and reiterated in this final no�ce it would open a TCET NCD 
reconsidera�on with a proposed NCD. 
 
N. TCET and Parallel Review 
In the proposed no�ce, CMS noted that other poten�al expedited coverage mechanisms, such 
as Parallel Review, remain available. CMS stated in the proposal that eligibility for the Parallel 
Review program is broader than for the TCET pathway and could facilitate expedited CMS 
review of non-Breakthrough Devices. Further, CMS’ proposal expressed CMS’ intent to work 
with the FDA to consider updates to the Parallel Review program and other ini�a�ves to align 
procedures, as appropriate.  
 
A commenter requested that CMS clarify whether technologies already accepted into parallel 
review are eligible for TCET. CMS confirms technologies accepted into the Parallel Review 
Program may be considered for TCET if they align with the criteria for the TCET pathway.  
 
O. Priori�zing Requests 
CMS stated in the proposed no�ce that it intends to priori�ze innova�ve medical devices that, 
as determined by CMS, have the poten�al to benefit the greatest number of individuals with 
Medicare. 
 
Several commenters recommended that CMS establish and make public the priori�za�on 
factors used to triage TCET nomina�ons when there are many candidates at a given �me. CMS 
acknowledges the importance of clarifying how it will priori�ze TCET nomina�ons. To provide 
greater transparency, consistency, and predictability, CMS intends to release proposed 
priori�za�on factors for TCET nomina�ons in the near future. There will be a public comment 
period on CMS’ proposed approach. 
 
CMS will priori�ze TCET candidates based on the language from the August 7, 2013, Federal 
Register no�ce (78 FR 48164) sta�ng that in the event CMS has a large volume of NCD requests 
for simultaneous review, it will priori�ze these requests based on the magnitude of the 
poten�al impact on the Medicare program and its beneficiaries and staffing resources. Of note, 
CMS states the Social Security Act prohibits the Secretary from using QALYs or similar measures 
to determine coverage, reimbursement, or incen�ve programs under Medicare. 
 
P. TCET Transparency 
Several commenters requested that CMS be transparent regarding devices in the TCET pathway. 
Sugges�ons for more transparency included publicly pos�ng informa�on such as the number of 
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devices in the TCET pathway, the date of nomina�on, the date of acceptance, and the date the 
NCD process is ini�ated. A commenter also recommended that informa�on regarding TCET 
NCDs be included in the annual Report to Congress on NCDs.  
 
In response to public comments, CMS agrees that including the number of devices in the TCET 
pathway, the date of nomina�on, the date of acceptance, and the date the NCD process is 
ini�ated would be helpful and will incorporate this informa�on into future itera�ons of the NCD 
Dashboard available at htps://www.cms.gov/Medicare/Coverage/Determina�onProcess. CMS 
intends to update the NCD Dashboard every quarter. TCET NCDs will be reflected in the annual 
Report to Congress. 
 
Q. Miscellaneous Comments 
 
CMS received comments that are out of scope for this final no�ce. A commenter recommended 
that CMS explain how the Clinical Endpoints Guidance documents will interact with and 
facilitate the TCET pathway and clarify whether CMS will priori�ze TCET candidates in disease 
areas for which Clinical Guidance Documents have already been developed. CMS intends to 
develop clinical endpoint guidance documents in therapeu�c areas with a great deal of ac�ve 
research and development or in areas with considerable uncertainty about appropriate 
outcomes. The decision to develop a Clinical Endpoints Guidance (CEG) document is unrelated 
to the evalua�on of a specific TCET nomina�on, and CMS may develop CEGs unrelated to the 
TCET pathway. Publica�on of a CEG does not imply that CMS intends to open an NCD. 
 
Commenters generally supported CMS collabora�on with other HHS Agencies and encouraged 
further collabora�on with FDA, NIH, and ARPA-H. CMS intends to con�nue its collabora�on with 
its fellow HHS sister agencies.  
 
A commenter requested that CMS clarify the following sentence from the proposed no�ce: 
“that many Breakthrough Devices are currently coverable without the TCET pathway because 
they are not separately payable (that is, the device may be furnished under a bundled payment, 
such as payment for a hospital stay) or they are addressed by an exis�ng NCD.” CMS states this 
sentence has caused unintended confusion. It was not intended to communicate a universal 
statement regarding Medicare coverage. CMS has deleted the sentence from the final no�ce. 
 
CMS an�cipates that most devices considered for the TCET pathway will be devices reviewed 
under a De Novo request or PMA submission. However, CMS notes that devices subject to the 
510(k) clearance pathway may qualify for Breakthrough designa�on. 
 
CMS is currently tes�ng aspects of the TCET process, specifically, the EP and EDP concepts 
within the exis�ng NCD review process. More informa�on will be provided as these NCDs are 
opened. CMS cannot provide informa�on on the �ming for opening any of these pilots. 
 

https://www.cms.gov/Medicare/Coverage/DeterminationProcess
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III. Provisions of the Final No�ce 
A�er reviewing the public comments received, CMS is finalizing the TCET pathway with the 
modifica�ons and clarifica�ons. The following sec�on lists changes between the 
proposed and final no�ce: 
 

• Manufacturers can submit a non-binding leter of intent to nominate a poten�ally 
eligible device approximately 18 to 24 months before they an�cipate FDA market 
authoriza�on. 

• When CMS is aware that manufacturers will likely pursue the TCET pathway for devices 
where appropriate clinical endpoints are uncertain, CMS may preemp�vely conduct 
clinical endpoints review and may convene a MEDCAC. 

• CMS will consider TCET nomina�ons on a quarterly basis. 
• Nomina�ons for devices that are already FDA market authorized or those an�cipated to 

receive an FDA decision on market authoriza�on within 6 months of nomina�on will not 
be accepted for TCET because TCET relies on extensive pre-market engagement to 
expedite coverage reviews. 

• The evidence review contractor’s role is to support the CAG staff by conduc�ng a rapid 
systema�c literature review and summarizing the evidence based on a modified GRADE 
methodology. CMS clarifies the contractor's role is to support and accelerate CMS 
reviews, but CMS will perform extensive quality assurance on contracted reviews, 
independently complete substan�al por�ons of the EP, and determine coverage policy. 

• If an NCD is opened, an evidence summary, including a disclosure of which contractor 
completed the review, will be posted with the tracking sheet on the CMS website for 
public comment. 

• CMS will publicly post an evidence summary for devices that are withdrawn from the 
TCET pathway without an evidence gap assessment. 

• EDPs should incorporate interim repor�ng to ensure adequate progress and �mely 
comple�on. Interim reports should also disclose any meaningful changes to prespecified 
study protocols, which are essen�al to transparency. 

• CMS will provide informa�on on study Designs and analysis methods that are FFP. TCET 
CED studies should be registered and listed on the clinicaltrials.gov website. A summary 
of the EDPs and the an�cipated CED NCD reconsidera�on window will be posted on the 
CMS website so the public can stay informed throughout the process. 

• NCDs, including those adopted using the TCET process, may apply to products for the 
same indica�on. Follow-on devices will not count toward the 5 applica�ons CMS plans to 
accept through the TCET process. 

• CMS intends to provide criteria for priori�zing among TCET requests. 
• Devices undergoing TCET will be part of the NCD Dashboard. 
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IV. Process and Procedure for the TCET Pathway 
The TCET pathway has three stages: (1) premarket; (2) coverage under the TCET pathway; and 
(3) transi�on to post-TCET coverage. CMS Summarizes these steps in a diagram below: 

 
 
A. Premarket 
1. Non-binding Leter of Intent for the TCET Pathway 
Manufacturers may submit a non-binding leter of intent to nominate a poten�ally eligible 
device for the TCET pathway approximately 18 to 24 months before an�cipated FDA marke�ng 
authoriza�on as determined by the manufacturer. 
 
The leter of intent to nominate a device for the TCET pathway may be submited 
electronically via the Coverage Center Web site using the “Contact Us” link. 
 
The following informa�on will assist CMS in processing and responding to leters of intent: 

• Name of the manufacturer and relevant contact informa�on (name of contact person, 
• address, email, and telephone number). 
• Name of the product. 
• Succinct descrip�on of the technology and the disease or condi�on the device is 
• intended to diagnose or treat. 
• Date of FDA Breakthrough Device Designa�on 
• Expected regulatory pathway (for example, PMA, De Novo, 510(k)) 
• Expected comple�on date for pivotal clinical study. 

 
CMS will email the manufacturer to confirm that a submited leter of intent has been 

http://www.cms.gov/Medicare/Coverage/InfoExchange/contactus.html
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received by CMS. 
 
2. Nomina�ons for the TCET Pathway 
The appropriate �meframe for manufacturers to submit nomina�ons to CMS is approximately 
12 months prior to when the manufacturer an�cipates an FDA decision on a submission. CMS 
encourages manufacturers not to delay submi�ng nomina�ons to facilitate alignment among 
CMS benefit category determina�on, coverage, coding, and payment considera�ons. 
 
Addi�onally, when CMS is aware that manufacturers will likely pursue the TCET pathway for 
devices where appropriate clinical endpoints are uncertain, it may preemp�vely conduct a 
clinical endpoints review and may convene a MEDCAC at a later date. In these instances, there 
may be a delay of several months due to the logis�cs involved in conduc�ng these ac�vi�es so 
the submission of a non-binding leter of intent may avoid poten�al delays. 
 
Under the TCET pathway, CMS will conduct extensive work in the pre-market period to 
shorten coverage review �meframes a�er devices are FDA market-authorized. CMS will not 
accept nomina�ons for already FDA market-authorized devices or those an�cipated to receive 
an FDA decision market authoriza�on within 6 months of nomina�on. The following informa�on 
will assist CMS in processing and 
responding to nomina�ons: 
 

• Name of the manufacturer and relevant contact informa�on (name of contact person, 
address, email, and telephone number). 

• Name of the product. 
• Succinct descrip�on of the technology and disease or condi�on the device is intended to 

diagnose or treat. 
• The submission of a copy of the FDA’s leter gran�ng Breakthrough Device Designa�on 

and the PMA applica�on, De Novo request, or premarket no�fica�on (510(k)) 
submission, if available, is preferred. 

• A brief statement explaining why the device is an appropriate candidate for the TCET 
pathway 

• A statement describing how the medical device addresses the health needs of the 
Medicare popula�on. 

• A statement that the medical device is not excluded by statute from Part A or Part B 
Medicare coverage or both, and a list of Part A or Part B or both Medicare benefit 
categories, as applicable, into which the manufacturer believes the medical device falls. 
Addi�onally, manufacturers are encouraged to provide addi�onal specific informa�on to 
help facilitate benefit category determina�ons. 

 
CMS will email the manufacturer to confirm that a submited nomina�on appears to be 
complete and is under review. This email will include the date that CMS ini�ated the review of 
the complete nomina�on. CMS will contact the manufacturer for more informa�on if the 
nomina�on is incomplete. 
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3. CMS Nomina�on Cycles and Considera�on of Nomina�ons 
CMS will accept suitable TCET candidates quarterly. If a suitable nomina�on is not 
selected in the first review, it will be automa�cally considered in the subsequent quarter. 
Manufacturers will not need to resubmit to be considered in a subsequent quarter. 
 
CMS may contact the manufacturer to request supplemental informa�on to ensure a 
�mely review of the nomina�on. Once CMS decides to provisionally accept or decline a 
nomina�on, CMS will communicate its decision to the manufacturer by email with their 
designated point of contact. Acceptance into TCET should not be viewed as a final 
determina�on that a device fits within a benefit category.  
 
When CMS issues the proposed NCD or a Breakthrough Device that has received FDA marke�ng 
authoriza�on, the proposed NCD will include one or more benefit categories to which CMS has 
determined the Breakthrough Device falls. CMS will review and consider public comment on the 
proposed NCD before reaching a final determina�on on the BCD(s). 
 
4. Intake Mee�ng 
Following the submission of a complete TCET nomina�on, CMS will offer an ini�al mee�ng with 
the manufacturer to review the nomina�on within 20 business days of receipt of a complete 
nomina�on. In this ini�al mee�ng, the manufacturer is expected to describe the device, its 
intended applica�on, place of service, a high-level summary of the evidence suppor�ng its use, 
and the an�cipated �meframe for FDA review. CMS will answer any ques�ons about the TCET 
process. CMS intends for these mee�ngs to be held remotely to reduce the travel burden on 
manufacturers and expedi�ously meet these �meframes. These mee�ngs will have a dura�on 
of 30 minutes. If a manufacturer declines to meet or if there is difficulty finding a mutually 
convenient �me for the mee�ng, then CMS ac�on on the nomina�on may be delayed. 
 
5. Coordina�on with the FDA 
A�er CMS ini�ates a review of a complete, formal nomina�on, representa�ves from CMS 
will meet with their counterparts at the FDA to learn more informa�on about the technology in 
the nomina�on to the extent the Agencies have not already done so. These discussions may 
help CMS gain a beter understanding of the device and poten�al FDA review �ming. The 
Memorandum of Understanding between FDA and CMS, FDA and CMS recognizes that the 
following types of informa�on transmited between them in any medium and from any source 
must be protected from unauthorized disclosure. 
 
6. Benefit Category Review 
Following discussions with the FDA, CMS may ini�ate a benefit category review if all other 
pathway criteria have been met. If CMS believes that the device, before a decision on market 
authoriza�on by the FDA, is likely to be payable through one or more benefit categories, the 
device may be accepted into the TCET pathway. Acceptance into TCET should not be viewed as a 
final determina�on that a device fits within a benefit category. However, if it appears that a 
device, before a decision on market authoriza�on by the FDA, will not fall under an exis�ng 
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benefit category, the TCET nomina�on will be denied, and the ra�onale will be discussed in the 
denial leter. CMS will likely not assess every submited applica�on for a benefit category 
review. 
 
7. Manufacturer No�fica�on 
Upon comple�on of CMS’ review of the nomina�on, including the ini�al mee�ng with the 
manufacturer, discussions with the FDA, and benefit category determina�on, CMS will no�fy 
the manufacturer by email whether the product has been accepted into the TCET pathway. In 
instances where CMS does not accept a nomina�on, CMS will offer a virtual mee�ng with the 
manufacturer to answer any ques�ons and discuss other poten�al coverage pathways. 
 
8. Evidence Preview (EP) 
Following acceptance into the TCET pathway, CMS will ini�ate an Evidence Preview, 
which is a systema�c literature review that will provide early feedback on the strengths and 
weaknesses of the publicly available evidence for a specific item or service.  The EP is intended 
to efficiently inform judgments by CMS and manufacturers about the best available coverage 
op�ons for an item or service. CMS intends for the EP to be supported by a contractor using 
established rigorous review criteria that were developed in collabora�on with AHRQ, have 
undergone detailed tes�ng during the past year, and are reflected in the CMS NCA Evidence 
Review guidance. The contractor supports and accelerates CMS reviews, but CMS performs 
extensive quality assurance on contracted reviews, independently contributes substan�al 
por�ons of the EP, and ul�mately determines appropriate coverage policy. CMS will request 
writen permission from the manufacturer to share any confiden�al commercial informa�on 
(CCI) included in the nomina�on submission with the contractor. 
 
Following acknowledgment of an accepted nomina�on in the TCET pathway, CMS an�cipates 
that the EP will take approximately 12 weeks to complete once the review is ini�ated. More 
�me may be needed to complete the review in the event the product is novel, has conflic�ng 
evidence, or other unan�cipated issues arise. 
 
9. Evidence Preview Mee�ng 
CMS will share the EP with the manufacturer via email and will offer a mee�ng to discuss it. The 
EP will have been previously shared with AHRQ and may also be shared with FDA to obtain their 
feedback, as relevant. Representa�ves from those Agencies may par�cipate in the EP mee�ng at 
their discre�on. Manufacturers will have an opportunity to propose correc�ons to any errors, 
contribute supplemental materials, and raise any important concerns with the EP before it is 
finalized.  
 
Upon finalizing the EP, manufacturers may request a mee�ng to discuss the strengths and 
weaknesses of the evidence and discuss the available coverage pathways (examples include an 
NCD, which could include CED, or seeking coverage decisions made by a MAC). These mee�ngs 
to discuss the EP may be conducted virtually or in person and will be scheduled for 60 minutes.  
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If an NCD is opened, an evidence summary, including a disclosure of which contractor 
completed the review, will be posted with the tracking sheet on the CMS website for public 
comment. There will be no publicly posted tracking sheet for manufacturers who withdraw from 
the TCET pathway a�er the comple�on of an EP. CMS acknowledges that manufacturers may 
withdraw from the TCET pathway for reasons unrelated to the strength of evidence. CMS will 
publicly post a summary of the evidence. This summary will not include an evidence gap 
assessment. 
 
10. Manufacturer’s Decision to Con�nue or Discon�nue the TCET Pathway 
Upon finaliza�on of the EP, the manufacturer may decide to pursue na�onal coverage 
under the TCET pathway or to withdraw from the pathway. If the manufacturer decides to 
con�nue, the next step will include submi�ng a formal NCD request cover leter expressing the 
manufacturer’s desire for CMS to open a TCET NCD analysis. Most, if not all, of the informa�on 
needed to begin the TCET NCD, would be included in the ini�al TCET pathway nomina�on and 
the EP. However, CMS invites the manufacturer to submit any addi�onal materials the 
manufacturer believes would support the TCET NCD request. 
 
11. Evidence Development Plan 
If CMS and/or AHRQ iden�fy evidence gaps during the EP, the manufacturer should 
also submit an evidence development plan (EDP) to CMS that sufficiently addresses the 
evidence gaps iden�fied in the EP. The EDP should be submited to CMS simultaneously with 
the formal NCD request cover leter. The EDP may include fit-for-purpose (FFP) study designs 
including tradi�onal clinical study designs and those that rely on secondary use of real-world 
data, provided that those study designs follow all applicable CMS guidance documents. 
 
CMS believes that permi�ng FFP study designs will be less burdensome for manufacturers and 
address the public’s concerns that CED should be �me-limited to facilitate the �mely genera�on 
of evidence that can inform pa�ent and clinician decision-making and lead to predictable 
Medicare coverage. 
 
CMS encourages manufacturers to incorporate a con�nued access study into their EDP to 
maintain market access between the comple�on of the primary EDP, the refresh of the evidence 
review, and the finaliza�on of a decision regarding post-TCET coverage. The con�nued access 
study may rely on a claims analysis, focusing on device u�liza�on, geographic varia�ons in care, 
and access dispari�es for tradi�onally underserved popula�ons. 
 
12. EDP Submission Timing 
To obtain CMS’ goal of finalizing a TCET NCD within 6 months a�er FDA market authoriza�on, 
manufacturers are strongly encouraged to begin developing a rigorous proposed EDP as soon as 
possible a�er receiving the finalized EP. To meet the goal of having a finalized EDP within 
approximately 90 business days a�er FDA market authoriza�on, the manufacturer is 
encouraged to submit an EDP to CMS as soon as possible a�er FDA market authoriza�on. 
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13. EDP Mee�ng and Finaliza�on of the EDP 
Once CMS receives the EDP from the manufacturer, CMS will have 30 business days to review 
the proposed EDP and provide writen feedback to the manufacturer. During this �me, CMS will 
collaborate with AHRQ to evaluate the EDP to ensure that it addresses the material evidence 
gaps iden�fied in the EP and meets established standards of scien�fic integrity and relevance to 
the Medicare popula�on.  
 
CMS will incorporate AHRQ’s feedback on the EDP and will email the consolidated feedback to 
the manufacturer. Soon a�er providing writen feedback, CMS will schedule a mee�ng with the 
manufacturer, which may also include AHRQ, to discuss any recommended refinements and 
address any ques�ons. In the EDP mee�ngs, the manufacturer should be prepared to 
demonstrate: (1) a compelling ra�onale for its evidence development plan; (2) the study design, 
analysis plan, and data for any CED studies are all fit for purpose; and (3) any CED studies 
sufficiently address threats to internal validity. The EDP should include clear enrollment, follow-
up, study, comple�on dates for included studies, and the �ming and content of scheduled 
updates to CMS on study progress. For FFP studies with expected comple�on �meframes longer 
than 5 years, EDPs should incorporate interim repor�ng to ensure adequate progress and �mely 
comple�on. 
 
Following the EDP mee�ng, the manufacturer and CMS will have another 60 business days to 
make any adjustments to the EDP. CMS may provide addi�onal �me to manufacturers, but we 
note that delays in submi�ng and revising an EDP may substan�ally impact the overall �meline 
for providing coverage under the TCET pathway.  
 
In instances where the manufacturer’s EDP is insufficient to meet CMS’ and AHRQ’s established 
standards and cannot be approved, CMS may exercise its op�on to withdraw acceptance into 
the TCET pathway. CMS an�cipates this will be a rare occurrence as CMS will make every effort 
to provide flexibility and informa�on to manufacturers to facilitate the development of EDPs. 
 
B. Coverage Under the TCET Pathway 
1. CMS NCD Review and Timing 
When a device accepted into the TCET pathway receives FDA market authoriza�on, CMS will 
ini�ate the NCD process by pos�ng a tracking sheet following FDA market authoriza�on (that is, 
the date the device receives PMA approval; 510(k) clearance; or the gran�ng of a De Novo 
request) pending a CMS and AHRQ-approved Evidence Development Plan. As previously noted, 
the goal is to have a finalized EDP no later than 90 business days a�er FDA market 
authoriza�on. 
 
The process for Medicare coverage under the TCET pathway would follow the NCD 
statutory �meframes in sec�on 1862(l) of the Act. 



 

30 
 

• CMS posts a tracking sheet and an evidence summary from the finalized Evidence 
Preview, specifically the non-proprietary informa�on, which would ini�ate a 30-day 
public comment period. 

• CMS reviews public comments and issues a proposed TCET NCD and EDP within 6 
months of opening the NCD. There would be a 30-day public comment period on the 
proposed TCET NCD and EDP. 

• CMS issues a final TCET NCD within 90 days of the release of the proposed TCET NCD. 
 
2. Request for Specific Input on the Evidence Base and Condi�ons of Coverage 
Since the evidence base for these emerging technologies will likely be incomplete and 
prac�ce standards not yet established, CMS believes that feedback from the relevant specialty 
socie�es and pa�ent advocacy organiza�ons, in par�cular, their expert input and recommended 
condi�ons of coverage (with special aten�on to appropriate beneficiary safeguards), is 
especially important for technologies covered through the TCET pathway. 
 
CMS encourages these organiza�ons to publicly post any addi�onal feedback, including relevant 
prac�ce guidelines, within 90 days of CMS’ opening of the NCD. All informa�on considered by 
CMS to develop the proposed TCET NCD will become part of the NCD record and will be 
reflected in the bibliography as is typical for NCDs. 
 
3. Coverage of Similar Devices 
FDA market-authorized Breakthrough Devices are o�en followed by similar devices that 
other manufacturers develop. NCDs are limited to par�cular items or services but it is possible 
that more than one device could fall under the same NCD because it addresses the same 
indica�on. CMS recognizes that some differences may exist for technologies in a class that may 
result in a dis�nct benefit/risk profile, and each will be evaluated on its own merit. In these 
instances, CMS will follow the exis�ng NCD processes.  
 
4. Dura�on of Coverage Under the TCET Pathway 
The dura�on of transi�onal coverage through the TCET pathway will be �ed to the CMS and 
AHRQ-approved EDP. The review date specified in the EDP will provide one addi�onal year a�er 
study comple�on to allow manufacturers to complete their analysis, dra� one or more reports, 
and submit them for peer-reviewed publica�on. Given the short �meframes in the TCET 
pathway, an unpublished publica�on dra� that a journal has accepted may also be acceptable. 
 
CMS an�cipates this transi�onal coverage period may last for 5 or more years as evidence is 
generated to address evidence gaps. However, CMS retains the right to reconsider an NCD at 
any point in �me. 
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C. Transi�on to Post-TCET Coverage 
TCET provides �me-limited coverage for devices with the poten�al to deliver improved 
outcomes to the Medicare popula�on but does not yet meet the reasonable and necessary 
standard for coverage. TCET coverage is condi�oned on further evidence development as 
agreed in a CMS and AHRQ-approved EDP. 
 
1. Updated Evidence Review 
CMS intends to ini�ate an updated evidence review within 6 calendar months of the 
review date specified in the EDP. CMS intends to engage a third-party contractor to conduct a 
systema�c literature review using detailed requirements that CMS developed in collabora�on 
with AHRQ. The contractor will then perform a qualita�ve evidence synthesis and compare 
those findings against the benchmarks for each outcome specified in the original NCD. A�er 
conduc�ng quality assurance on the contractor review, CMS will assess whether the evidence is 
sufficient to reach a reasonable and necessary standard. 
 
CMS will also review applicable prac�ce guidelines and consensus statements and consider 
whether the condi�ons of coverage remain appropriate. CMS will collaborate with AHRQ and 
FDA as appropriate as the updated Evidence Review is conducted and will share the updated 
review with them. 
 
2. NCD Reconsidera�on 
Based upon the updated evidence review and considera�on of any applicable prac�ce 
guidelines, CMS, when appropriate, will open an NCD reconsidera�on by pos�ng a proposed 
decision that proposes one of the following outcomes:  

1.  an NCD without evidence development requirements;  
2. an NCD with con�nued evidence development requirements;  
3. a non-coverage NCD; or  
4. No na�onal decision with coverage at local MAC discre�on 

 
Standard NCD processes and �melines will con�nue to apply, and following a 30-day public 
comment period, CMS will have 60 days to finalize the NCD reconsidera�on. 
 
D. Roles 
CMS has outlined the general roles of each par�cipant in the TCET pathway. 
 
1. Manufacturer 
The manufacturer may voluntarily choose to email a non-binding leter of intent to CMS 
to express intent to nominate a device for the TCET pathway. The manufacturer ini�ates formal 
considera�on for TCET by voluntarily submi�ng a complete nomina�on. Manufacturers are 
encouraged to submit any materials they plan to present during mee�ngs with CMS at least 7 
days in advance of the scheduled mee�ng. Manufacturers should be prepared with the 
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resources and skills to successfully develop, conduct, and complete the studies included in the 
EDP. 
 
2. CMS 
CMS will provide a secure and confiden�al nomina�on and review process. CMS will ini�ate a 
review of nomina�ons for the TCET pathway by retrieving applica�ons from the secure mailbox 
and communica�ng with the FDA regarding Breakthrough Devices seeking coverage under the 
TCET pathway.  
 
CMS will also oversee the work of the contractor conduc�ng evidence reviews and will perform 
extensive quality assurance on contracted reviews, independently contribute substan�al 
por�ons of the EP, and ul�mately determine appropriate coverage policy. Along with AHRQ, 
CMS will review and make decisions regarding EDPs.  
 
Throughout all stages of the TCET pathway, CMS intends to maintain open communica�on 
channels with the FDA, AHRQ, and the relevant manufacturer and fulfill its statutory obliga�ons 
concerning the NCD process. 
 
3. FDA 
FDA will keep open lines of communica�on with CMS on Breakthrough Devices seeking 
coverage under the TCET pathway as resources permit. Par�cipa�on in the TCET pathway does 
not change the review standards for FDA market authoriza�on of a device, which are separate 
and dis�nct from the standards governing a CMS NCD. 
 
4. AHRQ 
AHRQ will con�nue to review all CED NCDs and will collaborate with CMS to define standards 
for clinical research studies to address the CED ques�ons and meet the general standards for 
CED studies. CMS an�cipates that many NCDs conducted under the TCET pathway will result in 
CED decisions. Addi�onally, AHRQ will collaborate with CMS as appropriate, to evaluate the EP 
and EDP and will have opportuni�es to offer feedback throughout the process that will be 
shared with manufacturers. AHRQ will partner with CMS as the Evidence Preview and EDP is 
being developed, and approvals for these documents will be a joint CMS-AHRQ decision. 
 
E. TCET and Parallel Review 
While the TCET pathway will be limited to Breakthrough Devices, other poten�al 
expedited coverage mechanisms, such as Parallel Review, remain available. Eligibility for the 
Parallel Review program is broader than the TCET pathway and could facilitate expedited CMS 
review of non-Breakthrough Devices.  CMS intends to work with the FDA to consider updates to 
the Parallel Review program and other ini�a�ves to align procedures, as appropriate. 
 
F. Priori�zing Requests 
CMS intends to review TCET pathway nomina�ons quarterly. CMS an�cipates accep�ng up to 
five TCET candidates annually based on current resources. CMS intends to release proposed 
priori�za�on factors soon. The public will have an opportunity to provide comments on CMS’ 
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proposed priori�za�on factors. In the interim, CMS intends to priori�ze innova�ve medical 
devices that, as determined by CMS, have the poten�al to benefit the greatest number of 
individuals with Medicare. 
 
G. TCET Transparency 
CMS will include informa�on such as the number of devices in the TCET pathway, the date of 
nomina�on, the date of acceptance, and the date the NCD process is ini�ated into future 
itera�ons of the NCD Dashboard. CMS plans to update the NCD Dashboard quarterly. 
 

V. Collec�on of Informa�on Requirements 
CMS an�cipates receiving approximately eight nomina�ons for the TCET pathway per year. 
Based on current resources, it does not an�cipate the TCET pathway will accept more than five 
candidates per year. As CMS gains experience with the TCET pathway, it will provide an updated 
analysis if it receives a higher number of respondents than an�cipated. 
 

VI. Resources 
 The procedural no�ce for the TCET pathway  
 A Fact Sheet on the TCET pathway 
 The CMS guidance documents  
 Radiology Business ar�cle - CMS expands coverage pathway for emerging technologies, 

drawing imaging industry cri�cism 
 
 
VII. Addendum 
CMS describes in this Addendum the process and procedures for how interested par�es and 
the public may engage with CMS to facilitate the TCET pathway. The topics addressed in the 
no�ce include the following: (1) TCET general principles; (2) appropriate candidates for the 
TCET pathway; (3) procedures for the TCET pathway; and (4) general roles. 
 
CMS con�nues to work with various sectors of the scien�fic and medical communi�es to 
develop and publish guidance documents on its website that describe its approach when 
analyzing scien�fic and clinical evidence when developing NCDs. Addi�onally, CMS intends to 
publish a series of guidance documents that review health outcomes and their clinically 
meaningful differences within priority therapeu�c areas. The public will be able to comment on 
these guidance documents available on the CMS coverage website. 
 
For more details refer to pgs. 84-108 in the final no�ce. 
 
 

https://www.federalregister.gov/documents/2024/08/12/2024-17603/medicare-program-transitional-coverage-for-emerging-technologies
https://www.cms.gov/newsroom/fact-sheets/final-notice-transitional-coverage-emerging-technologies-cms-3421-fn
https://www.cms.gov/medicare-coverage-database/view/medicare-coverage-document.aspx?mcdid=38&docTypeId=1&status=all&sortBy=title&bc=16
https://radiologybusiness.com/topics/healthcare-management/healthcare-policy/cms-expands-coverage-pathway-emerging-technologies-drawing-imaging-industry-criticism
https://radiologybusiness.com/topics/healthcare-management/healthcare-policy/cms-expands-coverage-pathway-emerging-technologies-drawing-imaging-industry-criticism
https://www.cms.gov/medicare/coverage/determination-process/basics
https://www.govinfo.gov/content/pkg/FR-2024-08-12/pdf/2024-17603.pdf
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