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4 out of 5 top-
funded digital 
health solutions 
had no or little 
evidence 
supporting them
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Clinical Robustness Score (no. of regulatory filings + no. of clinical trials)

Adapted from ‘Assessing the Clinical Robustness of Digital Health Startups:

Cross-sectional Observational Analysis’, Sean Day et al.

In boom times, evidence was overlooked



Four trends are driving the importance of 
evidence

Bigger players

Economic 
downturn

Digital 
health

Clearer 
requirements 
from payors

Tighter funding 
environment



Digital health investors are (finally) prioritising 
evidence

5

of respondents said that ROI 
was “important” or “very 
important” to company success

94% said the same for clinical 
evidence and trials.79%



Annual equity and funding in digital health

YTD

Funding

Deals



Innovators face a vicious cycle of evidence 
generation

Innovators
need access to 

generate evidence

Health systems
need evidence to 

provide access



Payors are clarifying requirements

National Institute for 
Health and Care 
Excellence (NICE) 

Evidence Standards 
Framework for Digital 
Health Technologies

Digital Healthcare Act 
(Digitale-Versorgung- 

Gesetz, DVG)

FDA Digital Health 
Software 

Precertification 
Program (2019/20) and 

AI/ML-Based SaMD 
Action Plan (2021).

PECAN fast-track 
reimbursement 

process for digital 
health



Digital health 
innovators

Innovators should prioritise evidence 
generation across the product lifecycle

Post 
market

Reimburse- 
ment

Regulatory 
approval

Product 
development

Evidence portfolio



Innovation in evidence generation methods is 
the solution
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Faster time to 
evidence generation

Longer time to 
evidence generation

Survey and 
interviews (incl., 
usability testing)

Expert opinion / case example

Prospective observational studies

Prospective RCT studies

Innovative & pragmatic approaches

Retrospective 
observational 

studies

Methodological gap exists for faster and 
high-quality evidence generation



Innovators should prioritise evidence 
generation across the product life cycle



AI solutions need to show multiple layers of evidence

Solution 
evidence

Model 
evidence

Real-world trial

Health economics

User research

Usability testing

Acceptability

Trust

Bias/fairness validation Local validation

External validation Post-market surveillanceInternal validation

Prototype testing Early pilot Late pilot Deployment



How to conduct end-to-end evaluations for AI solutions

Model validation Pre-deployment 
evidence

Real-world 
trial

● Assess 
performance

● Check for bias

Externally validate 
your model to:

● Establish trust

● Assess usability 
and acceptability

● Conduct early 
economic 
modelling

Start building 
evidence before 
deployment to:

● Prospective clinical 
studies

● Health economics 
evaluations

Generate real-world 
evidence via a formal 

clinical evaluation:

Model 
validation
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