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Overview 
On June 22, 2023, the Centers for Medicare & Medicaid Services (CMS) issued a no�ce with a 
comment period on the process they will use to provide transi�onal coverage for emerging 
technologies (TCET) through the na�onal coverage determina�on (NCD) process under the 
Social Security Act (the Act). It also solicits public comment on the proposed TCET pathway. The 
60-day comment period ends at the close of business on August 28, 2023. CMS will respond to 
public comments in a subsequent final no�ce.  
 
Please note: Public comments about the proposed coverage with evidence development (CED) 
must be submited by Aug. 21. CMS will respond to public comments in a subsequent final 
no�ce.  
 
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 the Centers for Medicare & Medicaid Services (CMS) 

https://www.federalregister.gov/documents/2023/06/27/2023-13544/medicare-program-transitional-coverage-for-emerging-technologies
https://www.federalregister.gov/documents/2023/06/27/2023-13544/medicare-program-transitional-coverage-for-emerging-technologies
https://www.cms.gov/medicare-coverage-database/view/medicare-coverage-document.aspx?mcdid=35&docTypeId=1&sortBy=title&bc=16
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experience with the Parallel Review program and the Coverage with Evidence Development 
(CED) pathway.  
 

I. Background 
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 innovators; 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: 
 
1. Claim-by-claim Adjudica�on 
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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.  
 
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. 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 
statute or our regula�ons. CMS notes benefit category determina�ons are made outside of the 
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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. 
 
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. 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 
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, 
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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. 
 

II. Provisions of the No�ce with Comment Period 
The TCET pathway relies on exis�ng authori�es, CMS is establishing TCET through a procedural 
no�ce rather than rulemaking to allow for faster implementa�on and modifica�ons as they gain 
new experience. In this no�ce, CMS describes the procedures for how stakeholders and the 
public can 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 will con�nue to develop and publish guidance documents on its website that describe its 
approach to analyzing scien�fic and clinical evidence to develop an NCD. In response to 
stakeholder feedback, CMS posted proposed CED and Evidence Review guidance documents 
that incorporate robust fit-for-purpose evidence development where manufacturers may use fit-
for-purpose studies to close any evidence gaps. The public has an opportunity to provide 
comments on these guidance documents via the CMS Medicare Coverage Database website at 
htps://www.cms.gov/medicare-coverage-database/reports/na�onal-coverage-medicare-

https://www.cms.gov/medicare-coverage-database/reports/national-coverage-medicare-coverage-documents-report.aspx?docTypeId=1&sortBy=title
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coverage-documents-report.aspx?docTypeId=1&sortBy=�tle. Comments are encouraged by 
August 21, 2023. 
 
A. TCET Pathway-An Opportunity to Accelerate Pa�ent Access to Beneficial Medical Products 
While Genera�ng Evidence  
 
CMS relies heavily on health outcomes data, including but not limited to health outcomes data 
as it relates to the Medicare popula�on, before proposing an NCD. If there is health outcome 
evidence for a new technology, it may not be generalizable to the Medicare popula�on if 
Medicare beneficiaries are insufficiently represented in pivotal clinical studies. Medicare 
beneficiaries have been historically underrepresented in pivotal studies due to age, access, 
mul�ple comorbidi�es, and concurrent treatments. When there is litle or limited evidence, 
CMS may not have enough informa�on to make a favorable NCD due to gaps in research about 
health outcomes, including poten�al safety risks to the Medicare popula�on. CMS recognizes 
that most emerging technologies are likely to have limited or developing bodies of clinical 
evidence that may not have included the Medicare popula�on (that is, individuals over age 65, 
people with disabili�es, and those with end-stage renal disease). Many Medicare beneficiaries 
have comorbid medical condi�ons, and those factors may have limited their par�cipa�on in 
certain clinical trials.  
 
CMS believes that the TCET pathway can support manufacturers that are interested in working 
with CMS to generate addi�onal evidence that is appropriate for Medicare beneficiaries and 
that may demonstrate improved health outcomes in the Medicare popula�on to support more 
expedi�ous na�onal Medicare coverage. CED has been used to support evidence development 
for certain innova�ve technologies that are likely to show benefit for the Medicare popula�on 
when the available evidence is not sufficient to demonstrate that the technologies are 
reasonable and necessary for the diagnosis or treatment of illness or injury or to improve the 
func�oning of a malformed body member under sec�on 1862(a)(1)(A) of the Act. In instances 
where there is limited evidence, CED may be an op�on for Medicare beneficiaries seeking 
earlier access to promising technologies. CED has been a pathway whereby, a�er a CMS and 
AHRQ review, Medicare covers items and services 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. 
Par�cipa�on in a CED trial is voluntary and beneficiaries are protected by regula�ons to protect 
human research subjects. 
 
CMS has issued a total of 26 NCDs requiring CEDs over the last two decades to provide 
Medicare beneficiary access to promising items and services that could not otherwise be 
covered. CMS has approved 109 CED studies and five na�onal registries to facilitate evidence 
development for these CED NCDs. Forty-two of these studies have generated evidence across 14 
topics covered under CED. Three CED NCD topics have had the CED requirement removed 
following an NCD reconsidera�on and have received na�onal coverage. With respect to 
evidence genera�on, the TCET pathway would build upon CMS and AHRQ’s ongoing 
collabora�on on the CED NCD process. CMS an�cipates that many of the NCDs conducted under 

https://www.cms.gov/medicare-coverage-database/reports/national-coverage-medicare-coverage-documents-report.aspx?docTypeId=1&sortBy=title
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the TCET pathway will result in CED decisions, and AHRQ will con�nue to review all CED NCDs 
consistent with current prac�ce. Addi�onally, AHRQ will collaborate with CMS as resources 
allow for evidence development ac�vi�es conducted to support Medicare coverage under the 
TCET pathway and will have opportuni�es to offer feedback throughout the 
process that will be shared with manufacturers. Approvals related to evidence development will 
be a joint CMS-AHRQ decision. 
 
CMS believes that certain coverage decisions – in par�cular, those involving innova�ve devices – 
would benefit from a more systema�c framework for CED that establishes a more predictable 
and transparent approach for the public when facilita�ng evidence development. CMS has been 
ac�vely collabora�ng with AHRQ on poten�al revisions to the general criteria for CED studies, 
originally described in 2014, to ensure the criteria are up to date and con�nue to maintain 
rigorous eviden�ary standards. In November 2022, to beter inform the CED process, AHRQ 
released a final report on “The Analysis of Requirements for Coverage with Evidence 
Development (CED). The AHRQ report was first released in dra� form in September 2022 and 
the public had an opportunity to provide comments on the dra� report. The AHRQ report 
served as the basis for discussion at the February 13-14, 2023, MEDCAC mee�ng. CMS 
convened the MEDCAC to examine the general requirements for clinical studies submited for 
CMS coverage under CED. 
 
Specifically, the MEDCAC evaluated the CED criteria to assure that studies informing CED are 
assessed using consistent, feasible, transparent, and methodologically rigorous criteria. The 
MEDCAC advised CMS on whether the criteria are appropriate to ensure that studies approved 
to inform CED decisions will produce informa�ve evidence that CMS can rely on when making 
future reasonable and necessary determina�ons. AHRQ and CMS collabora�vely evaluated the 
informa�on discussed at the MEDCAC mee�ng as well as the MEDCAC panel scores and are 
considering corresponding refinements to the proposed new criteria. CMS is proposing updated 
criteria in a proposed CED guidance document and the public will have an opportunity to 
provide comments on that document. 
 

o Proposed Coverage with Evidence Development 
 
Clinical Study Standards for CED under Section 1862(a)(1)(E) 
 
Par�cipa�on in CED studies is voluntary both for beneficiaries and trial sponsors and 
par�cipa�ng study sites.  Following the recent MEDCAC mee�ng, CMS and AHRQ developed and 
refined the characteris�cs needed for CED clinical studies. This guidance is part of a broader 
CMS coverage moderniza�on ini�a�ve that aims to provide a more transparent and predictable 
evidence-genera�on framework to facilitate Medicare coverage. As part of this effort, we are 
upda�ng our CED guidance to beter allow for a broader range of fit-for-purpose study 
designs.  If a sponsor or study site would like to voluntarily par�cipate in a CED study, we expect 
that they will sign an agreement for the specific CED trial under the NCD.  The agreement would 
include the following general condi�ons: 
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1. Sponsor/Inves�gator: 

The study is conducted by sponsors/inves�gators with the resources and skills to complete it 
successfully. 
 

2. Milestones: 
A writen plan is in place that describes the schedule for comple�on of key study milestones, 
including results repor�ng, to ensure �mely comple�on of the CED process. 
 

3. Study Protocol: 
The CED study is registered with ClinicalTrials.gov and a complete final protocol, including the 
sta�s�cal analysis plan, is delivered to CMS prior to study ini�a�on. 
 

4. Study Context:  
The ra�onale for the study is supported by scien�fic evidence and study results are expected to 
fill the specified CMS-iden�fied evidence deficiency and provide evidence sufficient to assess 
health outcomes. 
 

5. Study Design: 
The study design is selected to safely and efficiently generate valid evidence of health 
outcomes. The sponsors/inves�gators minimize the impact of confounding and biases on 
inferences through rigorous design and appropriate sta�s�cal techniques.  If a 
contemporaneous comparison group is not included, this choice must be jus�fied, and the 
sponsors/inves�gators must discuss in detail how the design contributes to the evidence base 
that allows for valid causal inference. 
 

6. Study Popula�on:  
The study popula�on reflects the demographic and clinical diversity among the Medicare 
beneficiaries who are the intended popula�on of the interven�on.  At a minimum, this includes 
aten�on to the intended popula�on’s racial and ethnic backgrounds, gender, age, disabili�es, 
important comorbidi�es, and dependent on data availability, relevant social determinants of 
health. 
 

7. Subgroup Analyses:  
The study protocol must explicitly discuss beneficiary subpopula�ons affected by the item or 
service under inves�ga�on, par�cularly tradi�onally underrepresented groups in clinical studies, 
how the inclusion and exclusion requirements affect enrollment of these popula�ons, and a 
plan for the reten�on and repor�ng of said popula�ons in the trial.  In the protocol, the 
sponsors/inves�gators describe plans for analyzing demographic subpopula�ons as well as 
clinically relevant subgroups as iden�fied in exis�ng evidence. Descrip�on of plans for 
exploratory analyses, as relevant subgroups emerge, must also be included. 
 

8. Care Se�ng:  
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When feasible and appropriate for answering the CED ques�on, data for the study should come 
from beneficiaries in their expected sites of care. 
 

9. Health Outcomes: 
The primary health outcome(s) for the study are those important to pa�ents and their 
caregivers and that are clinically meaningful. A validated surrogate outcome that reliably 
predicts these outcomes may be appropriate for some ques�ons. 
 

10. Objec�ve Success Criteria:  
In consulta�on with CMS and AHRQ, sponsors/inves�gators establish an eviden�ary threshold 
for the primary health outcome(s) so as to demonstrate clinically meaningful differences with 
sufficient precision. 
 

11. Data Quality: 
The data are generated or selected with aten�on to provenance, bias, completeness, accuracy, 
sufficiency of dura�on of observa�on to demonstrate durability of health outcomes, and 
sufficiency of sample size as required by the ques�on. 
 

12. Construct Validity: 
Sponsors/inves�gators provide informa�on about the validity of drawing warranted conclusions 
about the study popula�on, primary exposure(s) (interven�on, control), health outcome 
measures, and core covariates when using either primary data collected for the study about 
individuals or proxies of the variables of interest, or exis�ng (secondary) data about individuals 
or proxies of the variables of interest. 
 

13. Sensi�vity Analyses: 
Sponsors/inves�gators will demonstrate robustness of results by conduc�ng pre-specified 
sensi�vity tes�ng using alterna�ve variable or model specifica�ons as appropriate. 
 

14. Repor�ng: 
Final results must be provided to CMS and submited for publica�on or reported in a publicly 
accessible manner within 12 months of the study’s primary comple�on date.  Wherever 
possible, the study is submited for peer review with the goal of publica�on using a repor�ng 
guideline appropriate for the study design and structured to enable replica�on.  If peer-
reviewed publica�on is not possible, results may also be published in an on-line 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 (e.g., for studies with 
incomplete results). 
 

15. Sharing: 
The sponsors/inves�gators commit to sharing data, methods, analy�c code, and analy�cal 
output with CMS or with a CMS-approved third party. The study should comply with all 
applicable laws regarding subject privacy, including sec�on 165.514 of the Health Insurance 
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Portability and Accountability Act of 1996 (HIPAA) and 42 CFR, Part 2: Confiden�ality of 
Substance Use Disorder Pa�ent Records. 
 

16. Governance: 
The protocol describes the informa�on governance and data security provisions that have been 
established to sa�sfy Federal security regula�ons issued pursuant to HIPAA and codified at 45 
CFR Parts 160 and 164 (Subparts A & C),  United States Department of Health and Human 
Services (HHS) regula�ons at 42 CFR, Part 2: Confiden�ality of Substance Use Disorder Pa�ent 
and HHS regula�ons at 45 CFR Part 46, regarding informed consent for clinical study involving 
human subjects.  If a study is regulated by the FDA, it is also in compliance with 21 CFR Parts 50 
and 56. 
 

17. Legal:  
The study is not designed to exclusively test toxicity or disease pathophysiology in healthy 
individuals, although it is acceptable for a study to test a reduc�on in toxicity of a product 
rela�ve to standard of care or an appropriate comparator. For studies that involve researching 
the safety and effec�veness of new drugs and biological products aimed at trea�ng life-
threatening or severely debilita�ng diseases, refer to addi�onal requirements set forth in 21 
CFR §312.81(a). 
 
Coverage under a CED NCD can expedite earlier beneficiary access for individuals who volunteer 
to par�cipate in the clinical studies of 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 of new technologies, or to new applica�ons 
of older technologies. CMS’ current CED guidance document contains specific criteria that detail 
pa�ent protec�ons under CED. With respect to beneficiary safeguards, the NCD process allows 
for coverage with appropriate safeguards for Medicare beneficiaries including coverage criteria 
based on evidence regarding eligibility, frequency, provider experience, site of service or 
availability of suppor�ng services. Because the TCET pathway described in this document would 
u�lize the exis�ng CED NCD process, all of these safeguards would apply to TECT if finalized. 
 
Stakeholder input is important to CMS, and they are par�cularly interested in engagement with 
pa�ent advocacy organiza�ons and medical specialty socie�es as they have valuable exper�se 
and first-hand experience in the field that will help CMS develop Medicare coverage policies. 
Because the TCET pathway would u�lize the current NCD process, these opportuni�es for 
stakeholder engagement would also be available in TCET. 
 
Refer to the Proposed Coverage with Evidence guidance document for more details. 
 
B. TCET General Principles 
 

https://www.cms.gov/medicare-coverage-database/view/medicare-coverage-document.aspx?mcdid=35&docTypeId=1&sortBy=title&bc=16
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CMS’ goal is to finalize an NCD for technologies accepted into and con�nuing in the TCET 
pathway, within 6 months a�er FDA market authoriza�on. The TCET pathway will meet the 
following principles:  
 

• Medicare coverage under the TCET pathway is limited to certain Breakthrough 
Devices that receive market authoriza�on for one or more indica�ons for use 
covered by the Breakthrough Device designa�on when used according to those 
indica�ons for use. Manufacturers of FDA-designated Breakthrough Devices that fall 
within a Medicare benefit category may self-nominate to par�cipate in the TCET 
pathway on a voluntary basis.  

 
CMS noted 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. Others 
are not indicated for use in a popula�on that includes Medicare beneficiaries (for example, 
those devices that are targeted toward a pediatric popula�on).  
 

• CMS may conduct an early evidence review before FDA decides on marke�ng 
authoriza�on for the device and discuss with the manufacturer the best available 
coverage pathways depending on the strength of the evidence.  

 
• Prior to FDA marke�ng authoriza�on, CMS may ini�ate discussions with 

manufacturers to discuss any evidence gaps for coverage purposes and the types of 
studies that may need to be completed to address the gaps, which could include the 
manufacturer developing an evidence development plan and confirming that there 
are appropriate safeguards for Medicare beneficiaries.  

 
•  If CMS determines that further evidence development (that is, CED) is the best 

coverage pathway, CMS will work with the manufacturers to reduce the burden on 
manufacturers, clinicians, and pa�ents while maintaining rigorous evidence 
requirements. CMS will work to ensure they do not require duplica�ve or conflic�ng 
evidence development with any FDA post-market requirements for the device.  

 
• CMS does not believe that an NCD that requires CED as a condi�on of coverage 

should last indefinitely, including under the TCET pathway. If the evidence supports a 
favorable coverage decision under CED, coverage will be �me-limited to facilitate the 
�mely genera�on of sufficient evidence to inform pa�ent and clinician decision-
making and to support a Medicare coverage determina�on.  

 
•  Manufacturers and CMS have the op�on to withdraw from the TCET pathway up 

un�l the �me CMS opens the NCD by pos�ng a tracking sheet.  
 
CMS will not publicly disclose the par�cipa�on of a manufacturer in the TCET pathway prior to 
CMS' pos�ng of an NCD tracking sheet unless the manufacturer consents or has already made 
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this informa�on public or disclosure is required by law. If a manufacturer does not wish the 
informa�on that would be revealed by the pos�ng of the NCD tracking sheet to become public, 
it should withdraw from the TCET pathway prior to this point.  
 
CMS requests that a manufacturer who wishes to withdraw from the TCET pathway no�fy CMS 
by email at TCET@cms.hhs.gov. 
 
C. Appropriate Candidates 
 
Appropriate candidates for the TCET pathway would include those devices that are 

• 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. 

 
Diagnos�c lab tests are a highly specific area of coverage policy development, and CMS has 
historically delegated the review of many of these tests to specialized MACs. CMS believes that 
the majority of coverage determina�ons for diagnos�c tests granted Breakthrough Designa�on 
should con�nue to be determined by the Medicare Administra�ve Contractors (MACs) through 
exis�ng pathways.  
 
D. Procedures 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: 
 

mailto:TCET@cms.hhs.gov
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1. Premarket  

 
a.  Nomina�ons for the TCET Pathway  

 
The appropriate �meframe for manufacturers to submit TCET pathway nomina�ons to CMS is 
approximately 12 months prior to the an�cipated FDA decision on the Breakthrough device.  
CMS encourages manufacturers not to delay submi�ng nomina�ons to facilitate alignment 
among CMS benefit category determina�on, and coverage, coding, and payment 
considera�ons. 
 
The manufacturer may submit a nomina�on for the TCET pathway by sending an email to 
TCET@cms.hhs.gov, which indicates their interest in the pathway. CMS will acknowledge receipt 
of nomina�ons by e-mail. 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 the product.  
• Succinct descrip�on of the technology and disease or condi�on the device is intended to 

diagnose or treat.  
• State of development of the technology (that is, in pre-clinical tes�ng, in clinical trials, 

currently undergoing premarket review by FDA).  
• The submission of a copy of the FDA’s leter gran�ng Breakthrough Designa�on and the 

PMA applica�on, De Novo request or premarket no�fica�on (510(k)) submission, if 
available, is preferred. 
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•  A comprehensive list of peer-reviewed, English-language publica�ons that support the 
nominated Breakthrough Device as applicable/available.  

• 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 to facilitate benefit category and coding determina�ons. 

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

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

 
CMS will contact the manufacturer by email to confirm that a submited nomina�on appears to 
be complete and is under review by CMS. This email will include the date that CMS ini�ated the 
review of the complete nomina�on. If the nomina�on is not complete, CMS will contact the 
manufacturer for more informa�on. 
 
To facilitate the development of nomina�on submissions CMS is working on releasing a new 
CMS Guide for Medical Technology Companies and Other Interested Par�es, which will be 
released in the coming weeks. 
 

b. CMS Considera�on  
CMS may contact the manufacturer to request supplemental informa�on to ensure a �mely 
review of the nomina�on. CMS commits to making at least a preliminary decision to 
provisionally accept or decline a nomina�on within 30 business days following the date CMS 
ini�ated the review; manufacturers will be no�fied by email. CMS notes that determining a 
benefit category may require more �me and, in those instances, CMS will send a subsequent 
email to the manufacturer communica�ng a final decision when the benefit category review is 
completed. 
 

c. 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.  
 

d. Coordina�on with FDA  
A�er CMS ini�ates 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. These 
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discussions may help CMS gain a beter understanding of the device and poten�al FDA review 
�ming. The Memorandum of Understanding between the FDA and CMS recognizes that certain 
informa�on must be protected from unauthorized disclosure.  
 

e.  Benefit Category Review 
Following discussions with FDA, CMS may ini�ate a benefit category review if all other pathway 
criteria have been met. Emerging devices may fit within a Medicare benefit category but that 
does not mean that all medical devices will fall within a benefit category. If CMS believes that 
the device, prior to a decision on its approval or clearance by FDA, is likely to be coverable 
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 the FDA’s decision regarding approval or 
clearance of the device by the FDA. Acceptance into TCET should not be viewed as a final 
determina�on that a device fits within a benefit category.  
 
if it appears that a device, prior to a decision on its approval or clearance by FDA, will not fall 
under an exis�ng benefit category, the TCET nomina�on will be denied, and this ra�onale will 
be discussed in the denial leter. CMS will likely not assess every submited applica�on for a 
benefit category review, as the TCET pathway is limited in its size. 
 

f. Manufacturer No�fica�on 
 
CMS will no�fy the manufacturer by email whether the product is an appropriate candidate for 
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. 
 

g. Evidence Preview (pg.24) 
Following CMS’ determina�on that the product is an appropriate candidate, CMS will ini�ate an 
Evidence Preview, which is a systema�c literature review that would provide early feedback on 
the strengths and weaknesses of the publicly available evidence for a specific item or service. 
CMS believes the review conducted for the Evidence Preview will offer greater efficiency, 
predictability, and transparency to manufacturers and CMS on the state of the evidence and any 
notable evidence gaps for coverage purposes. 
 
CMS intends for the Evidence Preview to be conducted by a contractor using standardized 
evidence grading, risk of bias assessment, and applicability assessment according to a protocol 
ini�ally developed in collabora�on with AHRQ in 2020. In order to ini�ate an Evidence Preview, 
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. CMS 
an�cipates that the Evidence Preview will take approximately 12 weeks to complete once the 
review is ini�ated, following acknowledgment of an accepted nomina�on in the TCET pathway. 
CMS states 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. 
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h. Evidence Preview Mee�ng 
 
CMS will share the Evidence Preview with the manufacturer via email and will offer a mee�ng to 
discuss it. The Evidence Preview 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 Evidence Preview mee�ng. Manufacturers will have an opportunity to 
propose correc�ons to any errors and raise any important concerns with the Evidence Preview. 
CMS will review the manufacturer’s feedback on the Evidence Preview and work with our 
contractor to revise the dra�, as appropriate, prior to finaliza�on. Upon finalizing the Evidence 
Preview, 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 
Evidence Preview may be conducted virtually or in person and will be scheduled for 60 minutes. 
 
 
CMS notes for manufacturers who withdraw from the TCET pathway following the comple�on 
of an Evidence Preview, there will be no publicly posted tracking sheet and no public no�fica�on 
that an Evidence Preview was completed. However, CMS believes it is in the best interests of 
pa�ents and the Medicare program to share the Evidence Preview with the MACs to aid them in 
their decision-making since the development of an Evidence Preview represents a substan�al 
investment of public resources in a thorough evidence review for pre-market devices. CMS 
solicits public comment on this approach. 
 

i. Manufacturer's Decision to Con�nue or Discon�nue with the TCET Pathway  
 
Upon finaliza�on of the Evidence Preview, the manufacturer may decide to pursue na�onal 
coverage under the TCET pathway or to discon�nue with the pathway. If the manufacturer 
decides to con�nue, the next step will include a manufacturer’s submission of a formal NCD 
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, however, CMS invites the manufacturer to submit any addi�onal materials 
the manufacturer believes would support the TCET NCD request. 
 

j. Evidence Development Plan (EDP) 
 
If evidence gaps are iden�fied by CMS and/or AHRQ during the Evidence Preview, the 
manufacturer should also submit an evidence development plan (EDP) to CMS that sufficiently 
addresses the evidence gaps iden�fied in the Evidence Preview. The EDP should be submited to 
CMS at the same �me as the formal NCD request cover leter. The EDP may include tradi�onal 
clinical study designs or fit-for-purpose study designs or both, including those that rely on 
secondary use of real-world data, provided that those study designs follow all applicable CMS 
guidance documents.  
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CMS is partnering with AHRQ to consider how to incorporate greater flexibility into the CED 
paradigm by allowing fit-for-purpose (FFP) study designs (including those that make secondary 
use of real-world data) that meet rigorous CMS evidence requirements. Any updates will be 
communicated in guidance documents and poten�al rulemaking as applicable and will 
include an opportunity for public comment. 
 
CMS notes that FFP study designs will be less burdensome for manufacturers. CMS believes that 
by incorpora�ng FFP study designs, they will address one of 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 warns manufacturers that FFP studies require considerable planning in data valida�on, 
linkage, and transforma�on; specifica�on of the study protocol; data analysis; and repor�ng. 
The study design, pa�ent inclusion criteria, primary and secondary endpoints, treatment 
se�ng, analy�c approaches, �ming of outcome assessment, and data sources should be fully 
pre-specified in the submited protocol. When wri�ng EDPs, manufacturers should propose 
clinically meaningful benchmarks for each study outcome and provide suppor�ng evidence. 
 
CMS strongly encourages manufacturers to conceive a con�nued access study that maintains 
market access between the period when the primary EDP is complete, the evidence review is 
refreshed, and a decision regarding post-TCET coverage is finalized. The con�nued access study 
may rely on a claims analysis, with a focus on device u�liza�on, geographic varia�ons in care, 
and access dispari�es for tradi�onally underserved popula�ons.  
 

k. EDP Submission Timing 
To assist CMS with achieving its 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 Evidence Preview. To meet the goal of 
having a finalized EDP 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. 
 

1. EDP Mee�ng and Finaliza�on of the EDP 
 
Once CMS receives the EDP from the manufacturer, it will share the document with AHRQ. CMS 
will have 30 business days to review the proposed EDP and provide writen feedback to the 
manufacturer. CMS will collaborate with AHRQ to evaluate the EDP to ensure that it 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 share the consolidated feedback with the 
manufacturer by email. 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. 
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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 are all 
fit for purpose; and (3) the study sufficiently addresses threats to internal validity. The EDP 
should include clear enrollment, follow-up, study comple�on dates, and the �ming and content 
of scheduled updates to CMS on study progress. Manufacturers should present and jus�fy their 
study outcomes and performance benchmarks. 
 
Following the EDP mee�ng, the manufacturer and CMS will have another 60 business days from 
the date of the EDP mee�ng to make any adjustments to the EDP.  
 
Elements of the CMS and AHRQ-approved EDPs, specifically the non-proprietary informa�on, 
will be made publicly available on the CMS website upon pos�ng of the proposed TCET NCD. If 
the manufacturer’s EDP is insufficient to meet CMS’ and AHRQ’s established standards, CMS 
may exercise its op�on to withdraw par�cipa�on from the TCET pathway. 

2. Coverage Under the TCET Pathway 
a. CMS NCD Review and Timing 

 
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). 
 
At this stage in the process, the manufacturer may request that their device be withdrawn from 
the TCET pathway, in which case CMS would not proceed with the NCD review described in this 
sec�on. 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: 
 

• CMS would start the process by pos�ng a tracking sheet and elements of 
the finalized Evidence Preview, specifically the non-proprietary 
informa�on, which would ini�ate the start of a 30-day public comment 
period.  

• 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.  

• A final TCET NCD would be due within 90 days of the release of the 
proposed TCET NCD. CMS’ goal is to release the proposed and final NCD 
in advance of the statutory deadline that applies to all NCDs. 
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More informa�on on the NCD process is set forth in the August 7, 2013, Federal Register no�ce 
(78 FR 48164). 
 

b. Request for Specific Stakeholder 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 is seeking feedback from the relevant specialty socie�es 
and pa�ent advocacy organiza�ons, in par�cular, 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. 
 
Upon the opening of an NCD analysis, CMS strongly encourages organiza�ons to provide specific 
feedback on the state of the evidence and their suggested approaches to best prac�ces for the 
emerging technologies under review. Specifically, CMS encourages organiza�ons to publicly post 
on their website any addi�onal feedback, including relevant prac�ce guidelines, within 90 days 
of CMS’ opening of the NCD. Organiza�ons are encouraged to no�fy CMS when 
recommenda�ons have been posted. 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. 
 

c. Coverage of Similar Devices 
 
FDA market-authorized Breakthrough Devices are o�en followed by similar devices that other 
manufacturers develop. CMS believes that it is important to let physicians and their pa�ents 
make decisions about the best available treatment depending upon the pa�ent’s individual 
situa�on. Rather than extending privileged coverage status only to the first device that achieves 
FDA market authoriza�on, CMS is seeking comments on whether coverage of similar devices 
using CED would establish a level playing field and avoid delays in access that would occur if a 
separate NCD were required to ensure coverage. To be eligible for coverage under a TCET NCD, 
similar devices will be subject to the same coverage condi�ons, including a requirement to 
propose an EDP. CMS seeks public comments on its approach to provide coverage for similar 
devices under the TCET pathway. 
 

d. 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 would last for a period of 3 to 5 years as 
evidence is generated to address evidence gaps iden�fied in the Evidence Preview. CMS retains 
the right to reconsider an NCD at any point in �me. 
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3. 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. 
 

a. Updated Evidence Review 
 
CMS intends to conduct an updated evidence review within 6 calendar months of the review 
date specified in the EDP. To conduct the review, 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 the 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. 
 

b. NCD Reconsidera�on 
 
Based on 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) permi�ng local MAC discre�on to make a coverage decision  
 
Neither an FDA market authoriza�on nor a CMS approval of an Evidence Development Plan 
guarantees a favorable coverage decision. 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. 
 
E. Roles 
 
CMS has outlined the general roles of each par�cipant in the TCET pathway. 

1. Manufacturer 
 The manufacturer ini�ates considera�on for TCET by voluntarily submi�ng a complete 
nomina�on as outlined previously. In the interest of expedi�ng CMS decision-making, the 
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manufacturer should be prepared to quickly and completely respond to all issues and requests 
for informa�on raised by the CMS reviewers. If CMS does not receive informa�on from 
manufacturers in a �mely fashion, CMS review �melines will be lengthened. 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 
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 as outlined 
previously. 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 FDA regarding Breakthrough 
Devices seeking coverage under the TCET pathway. Throughout all stages of the TCET pathway, 
CMS intends to maintain open communica�on channels with 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 
Currently, AHRQ reviews all CED NCDs. AHRQ collaborates 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 of the NCDs conducted under the TCET pathway will result 
in CED decisions, AHRQ will con�nue to review all CED NCDs consistent with current prac�ce. 
AHRQ will be a partner with CMS as the Evidence Preview and EDP are being developed and 
approvals for these documents will be a joint CMS-AHRQ decision. 
 
F. 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 for the TCET pathway and could facilitate expedited CMS 
review of non-Breakthrough Devices. To achieve greater efficiency and to simplify the coverage 
process generally, CMS intends to work with FDA to consider updates to the Parallel Review 
program and other ini�a�ves to align procedures, as appropriate. 
G. Priori�zing Requests  
 
CMS intends to review TCET pathway nomina�ons and respond within 30 days a�er receipt of 
the email. At present, CMS an�cipates accep�ng up to five TCET candidates annually due to 
CMS resource constraints. CMS intends to priori�ze innova�ve medical devices that, as 
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determined by CMS, have the poten�al to benefit the greatest number of individuals with 
Medicare. 

III. Collec�on of Informa�on Requirements 
 
CMS expects they will receive approximately eight nomina�ons for the TCET pathway per year. 
Due to current CMS resource constraints, they do not an�cipate the TCET pathway will accept 
more than five candidates per year. CMS will provide an updated analysis if it receives a higher 
number of respondents.  
 

IV. Resources 
o The procedural no�ce for the TCET pathway  
o A Fact Sheet on the TCET pathway 
o The CMS guidance documents open for comment  

 
 

https://www.federalregister.gov/public-inspection/current
https://www.cms.gov/newsroom/fact-sheets/notice-comment-transitional-coverage-emerging-technologies-cms-3421-nc
https://www.cms.gov/medicare-coverage-database/reports/national-coverage-medicare-coverage-documents-report.aspx?docTypeId=1
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