The Evolution of DATAcc by DiMe’s Library of Digital Endpoints

The Centers for Medicare &
Medicaid (CMS) for remote patient
monitoring (RPM) services officially
allows CPT 99091 for separate
reimbursement

agrlg el European Medicines Agency
(EMA) gualifies stride velocity 95th

centile (SV95C) as a secondary endpoint

in Duchenne Muscular Dystrophy (DMD)
measured by wearables

m STAT publishes an article on
the Library of Digital Endpoints aiding in

clinical trials

LVETPLPLY The COVID-19 pandemic

drives widespread lockdown

PPN The FDA releases draft

guidance on Digital Health Technologies
(DHTs) for Remote Data Acquisition in
Clinical Investigations

[EYEL PP The White House Office of

Science and Technology Policy (OSTP)
requests input on how DHTs can
transform community health, individual
wellness, and health equity

NEL Pkl AMA updates the RTM code

set released in 2022 to include CPT 98978

NI - Lol Bellerophon Therapeutics

clinical trial fails despite using innovative

digital endpoints

B YEIPE] DiMe’s Digital Measures and

Diagnostics Portfolio, including the Library

of Digital Endpoints, strategically shifts
under DATAcc by DiMe, a collaborative
community with the FDA’s Center for
Devices and Radiological Health

= DATACC .DE

LIBRARY of Lo
DIGITAL ENDPOINTS

PENPIIER The American Medical

Association (AMA) introduces three
new current procedural terminology
(CPT) codes for RPM: 99453, 99454,
and 99457

IEPTIE) DiMe publishes the Library
of Digital Endpoints

CELPA ] The remote monitoring
code set expands to include CPT
99458

m Launch of the Digital Health

Measurement collaborative community
(DATAcc) with FDA participation

AMA releases five new
remote therapeutic monitoring (RTM)
codes: 98975, 98976, 98977, 98980,
and 98981

[VET®LPP] DiMe launches the
3Ps of Digital Endpoint Value 3 ﬁ% P

for using digital endpoints in
clinical trials

EEYELEX] FDA publishes its
“Decentralized Clinical Trials for Drugs,

Biological Products, and Devices”
guidance

o1 rx] EMA gqualifies SV95C as a
primary endpoint in DMD measured by

wearables

[TYELYE] DATACC by DiMe’s Library of

Digital Endpoints celebrates its fourth
anniversary with 63 sponsors
and 405 endpoints


https://www.ama-assn.org/
https://www.ama-assn.org/system/files/2018-12/playbook-resources-step-5-coding-payment-REV1.pdf
https://dimesociety.org/
https://dimesociety.org/get-involved/library-of-digital-endpoints/
https://dimesociety.org/get-involved/library-of-digital-endpoints/
https://www.federalregister.gov/documents/2019/11/15/2019-24086/medicare-program-cy-2020-revisions-to-payment-policies-under-the-physician-fee-schedule-and-other
http://datacc.dimesociety.org
http://datacc.dimesociety.org
http://datacc.dimesociety.org
https://datacc.dimesociety.org/3ps-of-digital-endpoint-value/
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/decentralized-clinical-trials-drugs-biological-products-and-devices
https://www.ema.europa.eu/en/documents/scientific-guideline/qualification-opinion-stride-velocity-95th-centile-primary-endpoint-studies-ambulatory-duchenne_en.pdf
https://www.fda.gov/media/155022/download
https://www.fda.gov/media/155022/download
https://www.whitehouse.gov/ostp/
https://www.ama-assn.org/practice-management/sustainability/how-2023-cpt-code-set-will-help-cut-administrative-burdens
https://bellerophon.com/
https://www.statnews.com/2023/06/05/bellerophon-pulmonary-fibrosis-inopulse-study/
https://datacc.dimesociety.org/
https://www.fda.gov/about-fda/cdrh-strategic-priorities-and-updates/collaborative-communities-addressing-health-care-challenges-together
https://www.fda.gov/about-fda/cdrh-strategic-priorities-and-updates/collaborative-communities-addressing-health-care-challenges-together
https://www.fda.gov/about-fda/fda-organization/center-devices-and-radiological-health
https://www.fda.gov/about-fda/fda-organization/center-devices-and-radiological-health
https://www.cms.gov/
https://www.ama-assn.org/system/files/2018-12/playbook-resources-step-5-coding-payment-REV1.pdf
https://www.ema.europa.eu/en
https://www.ema.europa.eu/en/documents/scientific-guideline/qualification-opinion-stride-velocity-95th-centile-secondary-endpoint-duchenne-muscular-dystrophy_en.pdf
https://www.statnews.com/
https://www.statnews.com/2019/11/06/digital-endpoints-library-clinical-trials-drug-development/

