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Overview 

 Definition of Digital Health 
 
Why digital health now? 

 
Challenges 

 
What is next? 



Define 

DIGITAL HEALTH 



Digital Health  
 
The convergence of the digital revolution 
with health, healthcare, living, and society.   



Diversity of digital health data 

genomics 

imaging 

proteomics 

Wearable 

Vital Signs 

Smart  

phones 

Lab tests 



Why digital health now? 

DATA 



Addressing the challenges and opportunities of leveraging big data for healthcare, University 
of Delware’s Population Health Informatics for Healthcare Leaders takes place Oct. 17-18 in 
Newark 2017. 
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has increased 9x since 2008 

[Henry et al., ONC Data Brief, May 2016] 



Why now? 

ALGORITHMS 
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Why now? 

COMPANIES 







Why now? 

APP DEVELOPMENT 



Number of mHealth apps available in the Apple App Store  
By end of 2018 reached ~ 50,000 

https://www.statista.com/statistics/779910/health-apps-available-ios-worldwide/ 



Challenges 

APP EVALUATION 



June 4, 2014 - July 30, 2015 

Downloaded >148,000 times 
Earned > $700,000 
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Example: App Evaluation 





Challenges 

METHODOLOGY 



Example: Method Evaluation 
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Under Investigation 







Challenges 

REGULATION 



**App companies are NOT required to get FDA approval, 
however, companies prefer to have the FDA “stamp” of 
approval to make products more sellable 
 
The FDA encourages the development of mobile medical 
apps that improve health care and provide consumers and 
health care professionals with valuable health information.  
 
The FDA also has a public health responsibility to oversee 
the safety and effectiveness of medical devices – including 
mobile medical app (if the companies approach them) 



FDA’s mobile medical apps policy does not regulate the sale or consumer 
use of smartphones or tablets.  
 
FDA’s mobile medical apps policy does not consider entities that 
exclusively distribute mobile apps, such as the owners and operators of 
the “iTunes App store” or the “Google Play store,” to be medical device 
manufacturers.  
 
FDA’s mobile medical apps policy does not consider mobile platform 
manufacturers to be medical device manufacturers just because their 
mobile platform could be used to run a mobile medical app regulated by 
FDA 
 
FDA’s mobile medical apps policy does not require mobile medical app 
developers to seek Agency re-evaluation for minor, iterative product 
changes 



Diagnosis in the absence of a legal right to 
do so is a penal offense, potentially making 
developers susceptible to fines and 
imprisonment. 

https://www.ontario.ca/laws/statute/91r18 





- Threat to public health, scientific integrity, and potential 
consumers 
 

- Apps based on biased publications need to be retracted, or at 
the very least audited 
 

- Marketing materials are not monitored appropriately, nor are 
the claims. Where is the appropriate regulation? 
 

- Businesses have direct influence, and to a certain degree control, 
over consumer/patient/public health behaviors that can 
consequently interfere with clinical practice and interventions in 
the public domain 

 
- Businesses are acting as a healthcare proxy without 

proper validation or legal authority 

Identified Overall Concerns 



What is 

NEXT? 



 Intentional and focussed efforts to establish a regulatory 
body and/or assigned positions to monitor digital health 
technologies 
 
 Regulatory body, whether it be internal within health 
agencies or hospitals 
      e.g. “Digital Health Scientist” (with no conflict of interest) 

Focussed on evaluating existing apps for the sole purpose of 
greater patient good and population health impact 
 

 Regulation is needed to help minimize future negative 
effects on patient and population health management, 
especially when it interferes with clinical recommendations 

The Way Forward 
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