Exploring the Adoption of Implantable Brain Stimulation
into Standard of Care for Central Nervous System Disorders

October 31, 2023
CMS Resources
Investigational Device Exemption

e https://www.cms.gov/medicare/coverage/investigational-device-exemption-ide-studies
e Resource box: ClinicalStudyNotification@cms.hhs.gov

NTAP
e https://www.cms.gov/medicare/payment/prospective-payment-systems/acute-inpatient-
pps/new-medical-services-and-new-technologies
e NTAP mailbox: NewTech@cms.hhs.gov

OPPS Pass Though
e  https://www.cms.gov/medicare/payment/prospective-payment-systems/hospital-
outpatient/pass-through-payment-status-new-technology-ambulatory-payment-classification-apc
e Mailbox address: DevicePTapplications@cms.hhs.gov

TCET (proposed)
e https://www.cms.gov/newsroom/fact-sheets/notice-comment-transitional-coverage-emerging-
technologies-cms-3421-nc

Clinical Trial Policy
e https://www.cms.gov/medicare/coverage/approved-facilities-trials-registries/clinical-policies

Parallel Review Program
e https://www.federalregister.gov/documents/2016/10/24/2016-25659/program-for-parallel-
review-of-medical-devices

Coverage with Evidence Development
e https://www.cms.gov/medicare/coverage/evidence

CAG Coverage Database:
e https://www.cms.gov/medicare-coverage-database/search.aspx

Innovators Guide to Navigating Medicare:
e https://www.cms.gov/medicare/coding-billing/guide-medical-technology-companies-other-
interested-parties

General Coverage Questions:
e caginquiries@cms.hhs.gov



https://www.cms.gov/medicare/coverage/investigational-device-exemption-ide-studies
mailto:ClinicalStudyNotification@cms.hhs.gov
https://www.cms.gov/medicare/payment/prospective-payment-systems/acute-inpatient-pps/new-medical-services-and-new-technologies
https://www.cms.gov/medicare/payment/prospective-payment-systems/acute-inpatient-pps/new-medical-services-and-new-technologies
mailto:NewTech@cms.hhs.gov
https://www.cms.gov/medicare/payment/prospective-payment-systems/hospital-outpatient/pass-through-payment-status-new-technology-ambulatory-payment-classification-apc
https://www.cms.gov/medicare/payment/prospective-payment-systems/hospital-outpatient/pass-through-payment-status-new-technology-ambulatory-payment-classification-apc
mailto:DevicePTapplications@cms.hhs.gov
https://www.cms.gov/newsroom/fact-sheets/notice-comment-transitional-coverage-emerging-technologies-cms-3421-nc
https://www.cms.gov/newsroom/fact-sheets/notice-comment-transitional-coverage-emerging-technologies-cms-3421-nc
https://www.cms.gov/medicare/coverage/approved-facilities-trials-registries/clinical-policies
https://www.federalregister.gov/documents/2016/10/24/2016-25659/program-for-parallel-review-of-medical-devices
https://www.federalregister.gov/documents/2016/10/24/2016-25659/program-for-parallel-review-of-medical-devices
https://www.cms.gov/medicare/coverage/evidence
https://www.cms.gov/medicare-coverage-database/search.aspx
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
mailto:caginquiries@cms.hhs.gov

