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“A system that 
uses computing 
platforms, 
connectivity, 
software, and 
sensors for 
healthcare and        
related uses”

Used as a medical product

Incorporated into a medical product 

Used as a wellness product

Used to develop or study a medical product

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

Source: BEST (Biomarkers, EndpointS, and other Tools) Resource, 2016 (www.ncbi.nlm.nih.gov/books/NBK338448/) 
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What is digital health technology? 

http://www.ncbi.nlm.nih.gov/books/NBK338448/


Digital health technologies function across 
the healthcare continuum

Moving healthcare from the 
clinic to the patient

Understanding physiology 
and behavior in the real world

Leveraging, sensors, 
connectivity, and software

Healthy Living ManagementHome CareTreatment RehabilitationPrevention Diagnosis
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Digital Health & AI
1200+ FDA authorized AI/ML-enabled medical devices
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Digital Health & AI Guidance
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Pre-Determined Change Control Plan (PCCP)

• Allows for certain iterative changes without 
further FDA review after devices receive 
marketing authorization 
– Not limited to digital health technologies…
– … but can be especially beneficial for them
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The Digital Health Center of Excellence (DHCoE)

DHCoE encourages the development of innovative, safe, 
and effective medical devices, including devices that 
incorporate sensor-based digital health technology. 

Regulatory 
Accelerator
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Regulatory Accelerator: curated resources to support 
the development of medical device software

Early Orientation 

Best practices for engaging 
early with the FDA on 

marketing submissions on 
medical device software

Resource Index

Visual guide to FDA tools and 
resources available throughout 
the process of bringing a device 

to market

Guidance Navigator

Resource for identifying 
guidances that may be 

applicable to a device across the 
development life cycle

www.fda.gov/medical-devices/digital-health-center-excellence/regulatory-accelerator

http://www.fda.gov/medical-devices/digital-health-center-excellence/regulatory-accelerator
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Resource Index for DH Device Innovators
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Early Orientation Meetings for Marketing Submissions 
with Medical Device Software

Best Practices 
 When to Consider a Meeting  

 Requesting a Meeting

 Scheduling the Meeting  

 Preparing for the Meeting

 Interacting with the FDA During the Meeting

Optional, interactive review mechanism for sponsors to provide an overview and device 
demonstration to the FDA review team to facilitate understanding of a device under review
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Medical Device Software Guidance Navigator 

Provides a streamlined approach for innovators 
to identify guidances that may be applicable to 
their device across the development life cycle



The value of the patient voice

Benefit-Risk 
Analysis

Patient-Centered 
Design

Unmet Needs 
Identification

Regulatory Decisions

Real-World 
Experience
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Home as a Health Care Hub Initiative

All people, from children to older adults, 
can optimize their health and wellness 

through medical technologies where they 
live 

Reimagine the home environment as an integral part of the health care system, with 
the goal of advancing access to better health outcomes for all people in the U.S.
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Methods to measure the patient’s experience

Clinical Outcome 
Assessments

Measures that reflect 
how a patient feels & 

functions

e.g., PROs

Patient Preference 
Information

Captures how patients 
value benefits and risks 

e.g., survey-based 
methods

Patient-Generated Health 
Data

Health related data 
recorded by patients

e.g., wearables
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How are we building global 
collaborations in digital health?

15



Guiding Principles for Artificial Intelligence

Good Machine Learning 
Practice for Medical Device 

Development
Published 2021

Predetermined Change 
Control Plans for 

Machine Learning-Enabled 
Medical Devices

Published 2023

Transparency of 
Machine Learning 
Medical Devices

Published 2023
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IMDRF and Digital Health

• AI/ML-Enabled Devices
– Key definitions
– Good machine learning practices

• Software as a Medical Device
– Key definitions
– Risk categorization
– Application of quality management system
– Clinical evaluation
– Characterization considerations
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US - Japanese Partnerships: Next Steps?

https://www.fda.gov/medical-devices/cdrh-international-affairs/us-japan-regulatory-collaboration

https://www.fda.gov/medical-devices/cdrh-international-affairs/us-japan-regulatory-collaboration
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Thank you!

ご清聴ありがとうございます！
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