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CMS and FDA Unveil a Digital Health Pilot for
Chronic Conditions

Medicare program’s existing statutory framework and reimbursement policies long-predate digital health
technologies, including digital therapeutics, remote patient monitoring (RPM), and wearables, and in
many cases have presented a lack of payment options for Medicare beneficiaries to access novel
technology-enabled care.

The Centers for Medicare and Medicaid Services (CMS) recently announced the Advancing Chronic Care
with Effective, Scalable Solutions (ACCESS) model, which is an outcome-aligned payment approach
designed to expand access to technology-supported care for people with certain chronic conditions. The
ACCESS program also reflects the movement from the current fee-for-service payment model to value-
based payment models, which reimburse providers and services based on outcomes.

In connection with the ACCESS model, the U.S. Food and Drug Administration (FDA) announced the
Technology-Enabled Meaningful Patient Outcomes (TEMPO) pilot, aimed at permitting use of certain
digital health devices under the ACCESS model prior to the FDA’s premarket authorization through
agency enforcement discretion.

Additionally, HHS is currently seeking public comment for actions it can take to accelerate the adoption
and use of Al as part of clinical care.
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CMS ACCESS Model

The ACCESS model focuses on clinical improvement or control of specific chronic conditions based on
each patient’s starting point and will allow for patient care to be provided through in-person, virtual,
asynchronous, or other technology-enabled methods that are deemed clinically appropriate. The
participating organizations will receive Outcome Aligned Payments (OAPs) for managing patients’
qualifying conditions, with full payment tied to achieving measurable health outcomes (OAP Measures).
CMS will base payment on the overall share of an organization’s patients who meet their targets;
therefore, organizations may earn full payment through strong overall performance, even if some patients
do not meet their targets.

CMS intends to issue new track-specific G-Codes for monthly claim submission but has indicated that
ACCESS participants and their affiliated entities may not submit Medicare fee-for-service claims (directly,
or indirectly through another organization for which they provide contracted services) for those patients
enrolled under the ACCESS model during the performance period. To what extent this restriction may
deter or limit the type of ACCESS participants remains uncertain at this stage.

ACCESS will focus on four chronic condition tracks:

1. Early cardio-kidney-metabolic conditions (eCKM): high blood pressure, dyslipidemia, obesity, and
prediabetes;

2. Cardio-kidney-metabolic conditions (CKM): diabetes, chronic kidney disease, and atherosclerotic
cardiovascular disease (including heart disease);

3. Musculoskeletal conditions (MSK): chronic musculoskeletal pain; and

4. Behavioral health conditions (BH): depression and anxiety.

To participate, organizations must be enrolled in Medicare Part B and designate a clinical director
responsible for care quality and compliance. However, durable medical equipment (DME) suppliers and
clinical laboratories are excluded from participation. To be considered for the model’s first performance
period, which begins July 1, 2026, organizations must submit applications by April 1, 2026. Applications
received after this date will be considered for a Jan. 1, 2027, start. Relevant stakeholders may submit an
ACCESS Model Interest Form to be notified when the application becomes available.

FDA TEMPO Pilot

The TEMPO pilot will permit manufacturers to offer digital health devices to be used by participating
organizations under the ACCESS model pursuant to the agency’s enforcement discretion of certain
applicable requirements (e.g., premarket authorization requirements, investigational device exemption
requirements, and requirements under 21 CFR Parts 50 and 56). This pilot is intended to help the FDA
and CMS better understand how digital health technologies perform in real-life settings and how they may
improve care for people living with chronic diseases.

The FDA plans to limit participation in the TEMPO pilot and currently expects to select up to 10
manufacturers based in the United States in each of the four clinical use areas identified in the ACCESS
model (eCKM, CKM, MSK, and BH).

The FDA will collect statements of interest for participation in the TEMPO pilot beginning around Jan. 2,

2026, and will follow up with certain potential pilot participants to request additional information
beginning around March 2, 2026. To request participation in the TEMPO pilot, a manufacturer should
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consider emailing the FDA and identifying the manufacturer and the manufacturer’s device, including any
current authorizations or prior FDA interactions related to the device. The correspondence may also need
to include both a proposed indications for use statement identifying the intended use to improve patient
outcomes in a clinical use area consistent with participation in the ACCESS model and a request that the
FDA give the manufacturer a statement that the FDA does not intend to enforce certain legal
requirements.

HHS Public Comments

The HHS is seeking public comments on the actions it can take to establish an approach to accelerate the
adoption and use of Al as part of clinical care. Specifically, HHS is looking for comments to develop three
areas:

1. Regulations: Seeking feedback on how current HHS regulations impact AI adoption and use for clinical
care.

2. Reimbursement Policies: Seeking feedback on payment policy changes that ensure payers have the
incentive and ability to promote access to high-value Al clinical interventions, foster competition
among clinical care Al tool builders, and accelerate access to and affordability of Al tools for clinical
care.

3. Research and Development: Seeking feedback on ways in which HHS can invest in research and
development to integrate Al in care delivery and create new, long-term market opportunities.

In addition to the general requests for information on research, reimbursement policies, and research and
development, HHS seeks input on 10 specific questions related to digital healthcare systems.

Organizations and individuals may submit their comments until Feb. 23, 2026, through the Federal
eRulemaking portal, regular, express, or overnight mail, or hand delivery.

Authors
This GT Alert was prepared by:

e Charles C. Dunham, IV | +1 713.374.3555 | dunhamc@gtlaw.com
o Ashley Wollaston | +1713.374.3633 | Ashley.Wollaston@gtlaw.com

Abu Dhabi". Albany. Amsterdam. Aspen. Atlanta. Austin. Berlin-. Boston. Charlotte. Chicago. Dallas. Delaware. Denver
Dubaic«. Fort Lauderdale. Houston. Las Vegas. London". Long Island. Los Angeles. Mexico City+. Miami. Milan”
Minneapolis. Munich-. New Jersey. New York. Northern Virginia. Orange County. Orlando. Philadelphia. Phoenix
Portland. Riyadh«. Sacramento. Salt Lake City. San Diego. San Francisco. Sdo Paulo>. Seoul~. Shanghai. Silicon Valley
Singapore . Tallahassee. Tampa. Tel Aviv". Tokyo*. Warsaw~. Washington, D.C. West Palm Beach. Westchester County

This Greenberg Traurig Alert is issued for informational purposes only and is not intended to be construed or used as general legal
advice nor as a solicitation of any type. Please contact the author(s) or your Greenberg Traurig contact if you have questions regarding
the currency of this information. The hiring of a lawyer is an important decision. Before you decide, ask for written information about
the lawyer's legal qualifications and experience. Greenberg Traurig is a service mark and trade name of Greenberg Traurig, LLP and
Greenberg Traurig, P.A. "Greenberg Traurig’s Abu Dhabi office is a branch of Greenberg Traurig, P.A., which is registered with the
Abu Dhabi Global Market Registration Authority (Registration No. 29906) and licensed to carry out legal services and regulated as a
DNFBP by the ADGM Financial Services Regulatory Authority. ~“Greenberg Traurig's Berlin and Munich offices are operated by
Greenberg Traurig Germany, LLP, an affiliate of Greenberg Traurig, P.A. and Greenberg Traurig, LLP. «Greenberg Traurig’s Dubai
office is operated by Greenberg Traurig Limited, a company registered in the Dubai International Financial Centre (Registration No.
CL7238), regulated as a DNFBP by the Dubai Financial Services Authority and licensed by The Government of Dubai Legal Affairs
Department. *Operates as a separate UK registered legal entity. +Greenberg Traurig's Mexico City office is operated by Greenberg

© 2026 Greenberg Traurig, LLP www.gtlaw.com | 3


mailto:FDA-TEMPOPilot@fda.hhs.gov
https://www.federalregister.gov/d/2025-23641/p-26
https://www.gtlaw.com/en/professionals/d/dunham-iv-charles-c
mailto:dunhamc@gtlaw.com
https://www.gtlaw.com/en/professionals/w/wollaston-ashley
mailto:Ashley.Wollaston@gtlaw.com

GreenbergTraurig

Traurig, S.C., an affiliate of Greenberg Traurig, P.A. and Greenberg Traurig, LLP. » Greenberg Traurig’s Milan office is operated by
Greenberg Traurig Studio Legal Associato, an affiliate of Greenberg Traurig, P.A. and Greenberg Traurig, LLP. «Greenberg Traurig
operates in the Kingdom of Saudi Arabia through Greenberg Traurig Khalid Al-Thebity Law Firm, a professional limited liability
company, licensed to practice law by the Ministry of Justice. >Greenberg Traurig’s Sdo Paulo office is operated by Greenberg Traurig
Brazil Consultores em Direito Estrangeiro — Direito Estadunidense, incorporated in Brazil as a foreign legal consulting firm. Attorneys
in the S&o Paulo office do not practice Brazilian law. ~Operates as Greenberg Traurig LLP Foreign Legal Consultant Office.
“Greenberg Traurig’s Singapore office is operated by Greenberg Traurig Singapore LLP which is licensed as a foreign law practice in
Singapore. “Greenberg Traurig's Tel Aviv office is a branch of Greenberg Traurig, P.A., Florida, USA. aGreenberg Traurig’s Tokyo
Office is operated by GT Tokyo Horitsu Jimusho and Greenberg Traurig Gaikokuhojimubengoshi Jimusho, affiliates of Greenberg
Traurig, P.A. and Greenberg Traurig, LLP. ~Greenberg Traurig's Warsaw office is operated by GREENBERG TRAURIG Nowakowska-
Zimoch Wysokinski sp.k., an affiliate of Greenberg Traurig, P.A. and Greenberg Traurig, LLP. Certain partners in GREENBERG
TRAURIG Nowakowska-Zimoch Wysokiniski sp.k. are also shareholders in Greenberg Traurig, P.A. Images in this advertisement do
not depict Greenberg Traurig attorneys, clients, staff or facilities. No aspect of this advertisement has been approved by the Supreme
Court of New Jersey. ©2026 Greenberg Traurig, LLP. All rights reserved.

© 2026 Greenberg Traurig, LLP www.gtlaw.com | 4



