
www.fda.gov/digitalhealth

FOSTERING INNOVATIVE DIGITAL HEALTH TECHNOLOGIES: AN FDA 
DIGITAL HEALTH CENTER OF EXCELLENCE PERSPECTIVE

Ian Marcus, MS – Health Scientist, Digital Health Center of Excellence (DHCoE)



Disclosures: None

2



www.fda.gov/digitalhealth 3

Overview

What is Digital Health?

What is the Digital Health Center of Excellence (DHCoE)?

How is DHCoE Fostering Innovative Digital Health 
Technologies?



www.fda.gov/digitalhealth 4

Digital Health

Leveraging  computing power,  sensors,  connectivity and software

Moving health care from 

the Clinic to the 

Patient

Understanding patient’s 

behavior and physiology 

“In the wild”

Focusing on prevention for 

early/smaller 

interventions

Healthy living Prevention Diagnosis Treatment Recovery Home care

The convergence of connectivity, data and computing power for healthcare and 

related uses across the life of an individual or a patient.
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Digital Health Technology

Used as a medical product

Incorporated into a medical product 

Used to develop a medical product

Used to study a medical product

Used as a companion or adjunct to a medical product, 
including diagnostics and therapeutics.

Healthy living Prevention Diagnosis Treatment Recovery Home care Management
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Develop novel, 
efficient regulatory 
approaches that are 

least burdensome

Connect
Build partnerships, 
new networks to 

accelerate and scale

Share
Gather, simplify, and 
share information to 
increase awareness 
and understanding 

Our goal: Empower stakeholders to advance health 

care by fostering responsible and high-quality 

digital health innovation.

The Digital Health Center of Excellence aims to:

• Connect and build partnerships to accelerate 

digital health advancements.

• Share knowledge to increase awareness and 

understanding, drive synergy, and advance best 

practices.

• Innovate regulatory approaches to provide 

efficient and least burdensome oversight .

Digital Health Center of ExcellenceFDA’s
Empowering All to Advance Healthcare
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Embracing Digital Health Innovation

Digital tools can 
provide consumers 

with valuable health 
information.

What qualifies as a  
digital health 

product?

What digital health 
technologies 

need regulation?

Consumers who are 
better informed 

about health make 
better decisions.
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Ongoing Regulatory Clarity

https://www.fda.gov/medical-devices/digital-health-center-excellence/guidances-digital-health-content

https://www.fda.gov/medical-devices/digital-health-center-excellence/guidances-digital-health-content
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Digital Health Policies Related to COVID-19

• Cites examples of software functions that 
are not regulated as medical devices that 
may be useful in the response to COVID-
19.

• Cites examples of lower-risk device 
software functions for which the FDA 
does not intend to enforce requirements.

• Clarifies how manufacturers of higher-
risk digital health devices that are 
outside the FDA’s COVID-19 policy may 
leverage the Emergency Use 
Authorization Process.

See Digital Health Policies and Public Health Solutions for 
COVID-19: https://www.fda.gov/medical-devices/coronavirus-
covid-19-and-medical-devices/digital-health-policies-and-
public-health-solutions-covid-19

https://www.fda.gov/medical-devices/coronavirus-covid-19-and-medical-devices/digital-health-policies-and-public-health-solutions-covid-19
https://www.fda.gov/medical-devices/coronavirus-covid-19-and-medical-devices/digital-health-policies-and-public-health-solutions-covid-19
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Conduct of Clinical Trials of Medical Products During 

the COVID-19 Public Health Emergency

• For the duration of the COVID-19 public health emergency, 
general considerations to assist sponsors in:

– assuring the safety of trial participants

– maintaining compliance with good clinical practice (GCP) 

– minimizing risks to trial integrity

• 27 Questions & Answers on a wide range of topics

• https://www.fda.gov/regulatory-information/search-fda-
guidance-documents/fda-guidance-conduct-clinical-trials-
medical-products-during-covid-19-public-health-emergency

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-guidance-conduct-clinical-trials-medical-products-during-covid-19-public-health-emergency
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Developing a Medical Device

Development Tools Utilized
A method, material, or measurement used to assess 

the effectiveness, safety, or performance of a 
medical device

https://www.fda.gov/about-fda/cdrh-innovation/medical-device-innovation-initiative-white-paper

https://www.fda.gov/about-fda/cdrh-innovation/medical-device-innovation-initiative-white-paper
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Digital Health Development Tools in Clinical Investigations

• Digital health development tools present an opportunity to design 
decentralized clinical trials by recording data directly from trial 
participants wherever the participants may be

• Examples include: clinical outcome assessments, biomarker tests, and 
nonclinical assessment models

• CDRH’s Medical Device Development Tools (MDDT) Qualification 
Program 

• CDER/CBER’s Drug Development Tool (DDT) Qualification Program,
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▪ Artificial Intelligence/Machine 
Learning (AI/ML)-Based Software as 
a Medical Device (SaMD) Action 
Plan (January 2021):

▪ To learn more, please visit:
https://www.fda.gov/news-
events/press-announcements/fda-
releases-artificial-
intelligencemachine-learning-action-
plan

Digital Health Center of Excellence – AI/ML Activities

Past Milestones 

April 2019– Published AI/ML-
SaMD - Discussion Paper

Sept 2019– First joined  
Collaborative Community
related to AI/ML

Feb 2020- Public Workshop      
on the Evolving Role of AI in 
Radiological Imaging

Oct 2020- Patient Engagement 
Advisory Committee (PEAC) 
Meeting on patient trust in 
AI/ML technologies

.

WORKSHOP

Evolving Role of 
AI in Radiological 

Imaging
February 28-28, 2020

❑ Update the proposed AI/ML framework,     
including through Guidance

❑ Strengthen FDA’s role in harmonizing 
GMLP  through standards development & 
other initiatives

❑ Foster a patient-centered approach, 
starting with a workshop on transparency 
to users

❑ Support development of regulatory 
science methods related to algorithm bias 
and robustness

❑ Advance real-world performance pilots in 
coordination with stakeholders and other 
programs

Future Plans (2021+)

https://www.fda.gov/news-events/press-announcements/fda-releases-artificial-intelligencemachine-learning-action-plan#:~:text=The%20AI%2FML%20Action%20Plan,Software%20as%20a%20Medical%20Device
https://www.fda.gov/medical-devices/software-medical-device-samd/artificial-intelligence-and-machine-learning-software-medical-device
https://www.fda.gov/news-events/fda-brief/fda-brief-fda-announces-participation-first-two-collaborative-communities-working-develop-solutions
https://www.fda.gov/medical-devices/workshops-conferences-medical-devices/public-workshop-evolving-role-artificial-intelligence-radiological-imaging-02252020-02262020
https://www.fda.gov/about-fda/cdrh-patient-engagement/cdrh-patient-engagement-advisory-committee
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Goals for a Tailored Regulatory Framework:
Software Pre-certification Pilot Program

Enable manufacturers to rapidly improve 
software products with minor changes

Maintain a reasonable assurance 
of safety and effectiveness

Minimally burdensome

Enhance patients access to high quality 
digital medical products
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• Released 2020 Update on Software Precertification 
(Pre-Cert) Program in September 2020.

• Highlights learnings to date from the ongoing  building / 
testing of the Pre-Cert Program.

• Depicts phases of Program development.

• Outlines how Pre-Cert is leveraging learnings for the 
next iteration of testing including simulations.

• https://www.fda.gov/medical-devices/digital-health-
center-excellence/digital-health-software-
precertification-pre-cert-program

2020 Update on “Pre-Cert” Pilot Program

https://www.fda.gov/medical-devices/digital-health-center-excellence/digital-health-software-precertification-pre-cert-program
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DHCoE Services

DigitalHealth@fda.hhs.gov

mailto:DigitalHealth@fda.hhs.gov
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How do I engage with the Agency?
Engage with the FDA early in development!

• Informal inquiries with relevant FDA inboxes:
– Device Determination Inbox (Informal Device Determination): DeviceDetermination@fda.hhs.gov
– Digital Health Inbox (Digital Health Policy Questions): digitalhealth@fda.hhs.gov
– Division of Industry and Consumer Education (General Questions): DICE@fda.hhs.gov, 1(800) 638-2041  

• Pre-Submission (type of Q-Submission)
– Voluntary
– No User Fees 
– FDA feedback prior to an intended submission (e.g., planned testing)
– Feedback provided as a written response with the option to request a face-to face meeting or teleconference 

• 513(g) Request for Information
– Voluntary
– User Fees apply
– FDA’s views about the classification and the regulatory requirements that may be applicable to your particular product
– Formal written response 

mailto:DeviceDetermination@fda.hhs.gov
mailto:digitalhealth@fda.hhs.gov
mailto:DICE@fda.hhs.gov
https://www.fda.gov/media/131738/download
https://www.fda.gov/media/78456/download
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Get More Information

DigitalHealth@fda.hhs.gov 

www.fda.gov/digitalhealth


