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Why digital medicine?

Source: https://www.prnewswire.com/news-releases/worldwide-digital-health-market-to-hit-504-4-billion-by-2025-global-market-insights-inc-300807027.html
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Healthcare is in crisis



Digital capabilities

Source: https://dashboard.healthit.gov/quickstats/pages/physician-ehr-
adoption-trends.php

Source: https://www.healthcareitnews.com/news/mount-sinai-build-new-
precision-medicine-supercomputer
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Digital expectations
Present and future generations have 
expectations that are markedly 
different than those of the past. Raised 
as digital natives, they not only adopt 
new technologies faster, but can also 
imagine for themselves how these 
technologies can be used to improve 
their lives, making them much harder 
to surprise. 

Source: http://reports.weforum.org/digital-transformation/outpacing-expectations-
of-the-digital-customer/
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Digital consumption

Source: http://reports.weforum.org/digital-transformation/outpacing-expectations-of-the-digital-customer/
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Government initiatives

Source: https://www.healthit.gov/topic/laws-regulation-and-policy/notice-proposed-rulemaking-improve-interoperability-health
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Government initiatives

Public meeting: https://www.fda.gov/news-events/fda-meetings-conferences-and-workshops/modernizing-fdas-data-strategy-03272020-
03272020#event-information

Available at: https://www.fda.gov/media/130883/download
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Government initiatives

Source: https://www.healthit.gov/topic/2020-2025-federal-health-it-strategic-plan

https://www.healthit.gov/topic/2020-2025-federal-health-it-strategic-plan


When you’re a hammer, everything looks like a nail. 

Photo credit: Charlie Hankin @The New Yorker



The evidence base for the safety and 
effectiveness of these new products 
has not kept pace with their 
development. Given the great divide 
between the promised benefits of 
digital medicine and its potential risks, 
we need to know —not just believe —
that the tools we use are trustworthy.

Jennifer Goldsack, Beau Woods, & Eric Perakslis
Source: https://www.statnews.com/2019/06/05/new-digital-medicine-society/

https://www.statnews.com/2019/06/05/new-digital-medicine-society/


Pace of technological advancement

Source: https://www.wsj.com/articles/the-internet-of-bodies-is-here-are-courts-and-regulators-ready-1542039566
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Disparities in accuracy of digital 
sensor technologies

Source https://www.statnews.com/2019/07/24/fitbit-accuracy-dark-skin/comment-page-2/
Bent, B., Goldstein, B.A., Kibbe, W.A. et al. Investigating sources of inaccuracy in wearable optical heart rate sensors. npj

Digit. Med. 3, 18 (2020). https://doi.org/10.1038/s41746-020-0226-6
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Source https://www.scientificamerican.com/article/racial-bias-found-in-a-major-health-care-risk-algorithm/
Obermeyer Z, Powers B, Vogeli C, Mullainathan S. Scient. Dissecting racial bias in an algorithm used to manage the health of 

populations. 25 Oct 2019:447-453 DOI: 10.1126/science.aax2342  
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Source: https://www.forbes.com/sites/zakdoffman/2019/07/06/hospitals-issued-urgent-cyber-warning-over-repeat-wannacry-threat-report/#5360e0646dbf
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Source: https://www.nytimes.com/interactive/2019/12/19/opinion/location-tracking-cell-phone.html
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Source: https://www.vox.com/the-highlight/2020/2/5/21056921/phones-health-apps-data-digital-phenotyping
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Digital medicine: A weapon or a tool?





Where is the 
professional society 

fo r p e op le  like  u s b u ild in g  th e  fie ld  o f 
d ig it a l m e d ic in e ?



The Digital Medicine Society (DiMe) launched 
eight months ago

Source: 
https://www.statnews.com/2019/06/05/new -digital -medicine -society/

Source: https://www.prnewswire.com/news -releases/digital -medicine -
society -now-accepting -members -300848402.html
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The Intersection of Two Communities



Who is involved in DiMe?

You. Individuals, not companies.

W e  a re  a  p ro fe ssion a l soc ie ty!



Where do our members come from?
REGULATORY & 
GOVERNMENT

INDUSTRY

INNOVATION HEALTHCARE 
DELIVERY

ACADEMIA & ACADEMIC MEDICINE PATIENTS & 
PATIENT GROUPS

ASSOCIATIONS

INVESTORS

Over 900 members have joined DiMe in the past 10 months



900+ Members

▶ 39 Countries



DiMe is advancing digital medicine to 
optimize human health



Become a founding member
http:// bit.ly /Join -DiMe



Is digital measurement in clinical trials 
ju st  hype ?

Ha s a n y p h a rm a  com p a n y a c tu a lly 
u se d  a  d ig it a l m e a su re  t o  in fo rm  a
primary or secondary endpoint ?





Source: https://www.statnews.com/2019/11/06/digital-endpoints-library-clinical-trials-drug-development/
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Modular evaluation of digital measures

Source: Goldsack J, Coravos A, Bakker J, Bent B, Dowling AV, Fitzer -Attas C, Godfrey A, Godino JG, Gujar N, Izmailova E, Manta C, Peterson B, 
Vandendressche BV, Wood WA, Wang KW, Dunn J. Verification, Analytical Validation, and Clinical Validation (V3): The Foundation of 

Determining Fit -for -Purpose for Biometric Monitoring Technologies ( BioMeTs ). Under review at NPJ Digital Medicine
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V3 processes are typically conducted by 
experts across disciplines and domains

Source: Goldsack J, Coravos A, Bakker J, Bent B, Dowling AV, Fitzer -Attas C, Godfrey A, Godino JG, Gujar N, Izmailova E, Manta C, Peterson B, 
Vandendressche BV, Wood WA, Wang KW, Dunn J. Verification, Analytical Validation, and Clinical Validation (V3): The Foundation of 

Determining Fit -for -Purpose for Biometric Monitoring Technologies ( BioMeTs ). Under review at NPJ Digital Medicine



V3 is the first step of the process

Source: Coravos A, Doerr M, Goldsack J, Manta C, Shervey M, Woods B, and Wood WA. 
Modernizing and designing evaluation frameworks for connected sensor technologies in medicine. In press at NPJ Digital Medici ne



Picture Credit: Kayana Szym czak for STAT Ne ws   https://www.statnews.com/pharmalot/2015/11/19/pharmalot-duchenne-advocacy-fda/

https://www.statnews.com/pharmalot/2015/11/19/pharmalot-duchenne-advocacy-fda/


Source: Gaping Void at https://www.gapingvoid.com/blog/2016/01/22/be-as-brave/
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www.dimesociety.org

Thank you!
jennifer@dimesociety.org
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