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CMS Proposes New HCPCS Codes for Behavioral Health Digital TherapeuticsCMS Proposes New HCPCS Codes for Behavioral Health Digital Therapeutics

Payments for digital therapeutics have been a challenge for developers of
medical technologies that rely primarily on, and which do not fit, traditional
reimbursement methodologies. In its proposed ruleproposed rule for the 2025 physician fee
schedule, CMS proposes to pay for FDA-approved digital mental health
treatments (DMHT) used in conjunction with ongoing behavioral treatment.
CMS has proposed three new HCPCS codes, modeled on coding for Remote
Therapeutic Monitoring (RTM) services:

GMBT1 GMBT1 - Supply of digital mental health treatment device and initial
education and onboarding, per course of treatment that augments a
behavioral therapy plan.
GMBT2GMBT2 - First 20 minutes of monthly treatment management services,
directly related to the patient’s therapeutic use of the DMHT device that
augments a behavioral therapy plan; physician or other qualified health
care professional time reviewing data generated from the DMHT device,
from patient observations, and patient specific inputs in a calendar
month, requiring at least one interactive communication with the
patient/caregiver during the calendar month.
GMBT3GMBT3 – Each additional 20 minutes of monthly treatment management
services directly related to the patient’s therapeutic use of the DMHT
device.

BMTABMTA supports developers of digital technologies to determine optimal
reimbursement strategies for their products and services, including planning
for required new codes and favorable coverage policies.

FDA is Expanding the Total Product Life Cycle ProgramFDA is Expanding the Total Product Life Cycle Program

Launched in 2022, the FDA's Total Product Life Cycle Advisory Program (TAP)Total Product Life Cycle Advisory Program (TAP)
helps speed the development of innovative medical devices considered
critical to public health. TAP fosters communication between device
developers, the FDA, and external parties for insights on adoption and
reimbursement. TAP is a voluntary program, intended for FDA BreakthroughBreakthrough
Designated DevicesDesignated Devices, and is currently accepting requests for cardiovascular,
neurological, and physical medicine devices, with radiological and
ophthalmic devices added in October 2024 and orthopedic devices in
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January 2025.

The BMTABMTA regulatory team assists developers of medical devices to apply for
‘breakthrough’ designation and for the TAP, and will be glad to further discuss
these programs with manufacturers of innovative technologies. 

House Committee Requests to Suspend Implementation of the New LDT RuleHouse Committee Requests to Suspend Implementation of the New LDT Rule

The House Appropriations Committee requested the FDA to suspendsuspend
implementation of its final ruleimplementation of its final rule on laboratory-developed tests (LDTs), raising the
concerns that the new regulations could reduce patients’ access to critical
tests. The LDT final ruleLDT final rule aims to replace the longstanding enforcement
discretion approach with stricter classification of the lab tests as IVDs.

BMTABMTA monitors closely the status of the proposed regulations in order to best
advise manufacturers as to the best way to market their tests.
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FDA Intensifies Efforts to Address MedicalFDA Intensifies Efforts to Address Medical
Device MisinformationDevice Misinformation

The spread of medical misinformation
online poses significant health risks,
leading the FDA to intensify its efforts to
combat this public health challenge.
Following the launch in 2022 of the
Rumor Control web site, the FDA has
recently published a new draft
guidance “Addressing MisinformationAddressing Misinformation
About Medical Devices and PrescriptionAbout Medical Devices and Prescription
Drugs: Questions and AnswersDrugs: Questions and Answers,” helping
medical device companies to
effectively address misinformation
about their products. 

FDA Assesses AI Generated DataFDA Assesses AI Generated Data
For companies developing AI-based
devices, obtaining real-world data
(RWD) about enough patients with
specific conditions can be a long and
expensive process, coupled with
concerns about protecting patients’
privacy. The FDA is exploring the use of
synthetic data, artificially generated
information, mimicking RWD toto
supplement patients’ medical recordssupplement patients’ medical records,
leading to more accurate diagnoses,
personalized treatments, and improved
patient outcomes.

BMTABMTA is well versed on collection of RWD
using methods that comply with
regulations and preserve privacy, which
can assist manufacturers addressing
these challenges when designing and

https://bmtadvisors.com/services-experience/regulatory-affairs-and-qa/
https://www.medtechdive.com/news/house-committee-fda-suspend-ldt-rule/721306/
https://bmtadvisors.com/fdas-final-new-rule-on-laboratory-developed-tests-ldts/
https://bmtadvisors.com/services-experience/regulatory-affairs-and-qa/
https://www.bmtadvisors.com/
http://bmtadvisors.com/services.htm
http://bmtadvisors.com/services02.htm
http://bmtadvisors.com/services03.htm
http://bmtadvisors.com/services04.htm
http://bmtadvisors.com/services05.htm
https://www.bmtadvisors.com/services-experience/other-services/
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/addressing-misinformation-about-medical-devices-and-prescription-drugs-questions-and-answers
https://www.fda.gov/medical-devices/medical-device-regulatory-science-research-programs-conducted-osel/addressing-limitations-medical-data-ai
https://bmtadvisors.com/services-experience/clinical-studies/


Private and institutional
investors

executing their clinical trials.

 
If you know others who may benefit from our Mailing List, If you know others who may benefit from our Mailing List, they can sign up herethey can sign up here.

To learn more about our organization and servicesTo learn more about our organization and services,
please visit our website at

www.bmtadvisors.comwww.bmtadvisors.com and www.bmtCROgroup.comwww.bmtCROgroup.com.
You can also contact us by phone at 781-407-0900781-407-0900, or email

info@bmtadvisors.cominfo@bmtadvisors.com

Boston | Germany | Israel

Boston MedTech Advisors | 990 Washington St. | Dedham, MA 02026 US

Unsubscribe | Update Profile | Constant Contact Data Notice

https://lp.constantcontactpages.com/su/omnMjvW/BMTAnewsletter?source_id=8162344a-2f9f-4cc1-afed-2feb8f90a5fd&source_type=em&c=
http://bmtadvisors.com/
http://www.bmtcrogroup.com/
mailto:info@bmtadvisors.com
http://www.constantcontact.com/legal/about-constant-contact

