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perfectly suited for continuous and 
long-term sampling anywhere. That 
comes with the need to be safe and 
performant in a large number of 
settings, from the lab, to research trials, 
and -most importantly- the real world.

Additionally, many connected systems 
to measure digital biomarkers consist of 
several components (biometric 
monitoring technologies, algorithms, 
cloud infrastructure, dashboards, 
integration with data repositories and 
medical records, etc.) that are not 
always developed by the same party. 
This puts a lot of responsibility on the 
developer of a digital biomarker to 
ensure that all those components are fit 
for purpose.

These hurdles to adoption of digital 
biomarkers continue to exist, but we are 
tackling them as a field. Just look at the 
Library of Digital Endpoints curated by 
the Digital Medicine Society (DiMe) for 
an example.

What factors are limiting 
large-scale production of digital 
biomarkers and digital 
measurement tools?
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What would you say has been 
the greatest challenge facing 
the digital biomarkers industry 
in 2022?

I don't believe it is much different 
than the main challenge we faced in 
2021, which is adoption. But in my 
opinion, a lot of progress has been 
made to tackle that in 2022.

In vitro diagnostics have many 
fantastic and life-changing 
applications and they are typically 
used under controlled circumstances 
(although that is changing 
somewhat). The superpower of 
digital biomarkers and digital 
measures is that they are
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There are many, but step-by-step 
stakeholders are chipping away at 
them. In addition to the adoption 
hurdle mentioned above, "pilotitis", 
regulatory frameworks, 
fragmentation and siloing of IT 
infrastructure in health care, 
economic sustainability (at scale, 
including reimbursement), and 
access equity all come to mind.

The good news is that there are 
solutions for all of them but there is 
complexity in their combination. As a 
field, we are tasked with creating a 
proverbial perfect storm of 
technological and policy innovations 
to get the right tools in the hands of 
patients and improve lives. Rallying 
the right stakeholders, from patients 
to healthcare professionals, hospital 
administrators, medical payers and 
insurers, digital health tool 
developers, lawmakers and 
government systems, CROs, 
pharma and clinical researchers, 
and academia is no small feat.

How has digital medicine 
changed over the past two 
years?

From our perspective, it is a much more 
abrupt than anticipated transition from 
clinical research and development to 
clinical practice due to COVID-19. We 
always had the intention to develop 
tools that have impact in clinical 
practice but the pandemic was a 
massive wake up call for the field that 
we need those solutions yesterday, not 
at some undetermined point in the 
future. This was possible due to 
unusual and sometimes rather 
fundamental changes to regulatory and 
reimbursement frameworks in many 
countries.

That sense of urgency has waned 
somewhat but nevertheless, the 
momentum is here and hopefully here 
to stay. The set of emergency 
regulations that were rolled out in the 
US and EU helped validate a lot of 
ongoing work on an incredibly short 
time scale. Although this happened 
somewhat chaotically, it provided us 
and others with an opportunity to 
demonstrate real-world performance in 
a "forced adoption" setting. That impact 
was a blessing in disguise for the field 
of digital medicine, and even though 
many measures were temporary, many 
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practitioners witnessed the need and 
impact firsthand.

What steps are Byteflies taking 
to help reshape healthcare in 
the near future?

We have built what we like to call a 
platform of many specialized virtual 
care solutions. As I mentioned 
above, an important barrier to 
deploying digital biomarkers and 
measures is adoption. In a clinical 
context, adoption is driven to a large 
extent by the needs of healthcare 
professionals and patients. The 
former are looking for robust 
systems that provide time-saving 
clinical decision support and that 
centrally integrate with their 
workflows. The latter are looking for 
user-friendly and accessible tools 
that minimally interfere with daily life 
and provide a clear benefit. These 
two drivers can be complementary 
but that requires effort. Therefore, 
we have built a remote patient 
monitoring system that is on one 
hand centralized and compatible 
with healthcare IT environments, 
with patient facing components that 

require minimal set up and interaction. 
On the other hand, our platform 
deliberately does not try to be one size 
fits all. The needs of a child with 
epilepsy are significantly different from 
a senior who suffered a stroke. Our 
platform approach accelerates the roll 
out speed, while the specialized 
implementations running on the 
platform are tailor-made for specific 
disease indications to maximize the 
benefit for the patient and their 
providers.

What are you most looking 
forward to at the Digital 
Biomarkers & Digital
Measurements US Summit?

Obviously, I'm looking forward to 
discussing the scaling of digital 
biomarkers and measures during the 
panel. Next to that, the program is 
packed with exciting sessions on digital 
endpoints, decentralized clinical trials, 
patient reported outcomes, data 
protection and pre-competitive 
collaboration. Similar to the inaugural 
EU 2022 summit, I'm looking very much 
forward to the in person discussions! 
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