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We live in an age in which regulation is interesting …





AI / AI regulation on medical devices for skin 
therapies



Venkatesh, K.P., Kadakia, K.T. & Gilbert, S. 
Learnings from the first AI-enabled skin cancer 
device for primary care authorized by FDA. npj 
Digit. Med. 7, 156 (2024). 
https://doi.org/10.1038/s41746-024-01161-1



Venkatesh, K.P., Kadakia, K.T. & Gilbert, S. Learnings 
from the first AI-enabled skin cancer device for 

primary care authorized by FDA. npj Digit. Med. 7, 156 
(2024). https://doi.org/10.1038/s41746-024-01161-1

- first AI-enabled device for use by non-specialists for detecting skin cancer
- reinforces the feasibility of digital health technologies to bridge gaps in access and expertise in medical 

practice
- DermaSensor (elastic scattering spectroscopy) was reviewed under FDA’s De Novo pathway: athway is 

intended for novel devices of low-to-moderate risk for which the manufacturer or FDA lack similar, authorized 
devices to compare to

- future dermatology devices can use as regulatory precedent to gain FDA authorization via the 510(k) pathway
- he device is indicated for use by non-dermatologist physicians to evaluate skin lesions raising concern for 

melanoma, basal cell carcinoma, and squamous cell carcinoma in patients 40 years or older
- Evidence supporting the authorization was generated from three studies: a pivotal trial, a supplemental 

validation study for melanoma, and a clinical utility study13.

- first AI-enabled device for use by non-specialists 
for detecting skin cancer

- reinforces the feasibility of digital health 
technologies to bridge gaps in access and expertise 
in medical practice



Gilbert, S., Dai, T. & Mathias, R. Consternation as 
Congress proposal for autonomous prescribing 
AI coincides with the haphazard cuts at the 
FDA. npj Digit. Med. 8, 165 (2025). 
https://doi.org/10.1038/s41746-025-01540-2



Are autonomous medical AI systems a 
bad idea?
• recently, a near-autonomous AI-enabled skin 

cancer detection devices have been authorized4, 
and in the EU a fully autonomous AI-enabled skin 
cancer diagnosis device, DERM, has been CE-
marked (i.e., effectively granting approval for 
clinical use.

• This system is designed to alleviate pressures 
on health systems through independently 
identifying clear-negative cases, helping ensure 
that patients who do not require further invasive 
diagnostic work-up are not subjected to 
unnecessary procedures.

• In essence, DERM makes independent life-or-
death decisions—- a role permitted under both 
EU law and US law (although the device has not 
yet been approved for this purpose in the US).

Gilbert, S., Dai, T. & Mathias, R. Consternation as 
Congress proposal for autonomous prescribing 
AI coincides with the haphazard cuts at the 
FDA. npj Digit. Med. 8, 165 (2025). 
https://doi.org/10.1038/s41746-025-01540-2

https://www.nature.com/articles/s41746-025-01540-2#ref-CR4


Large language models and medicine …





1. The hype / bubble …
Use of images for criticism, 

commentary, reporting, and other 
forms of non-commercial 

expression.



World Health Organisation
Meet Sie S.A.R.A.H.
a Smart AI Resource Assistant for Health
She uses generative AI to help you live a healthier life

2. Technology with promise (in LMICs) …
Use of images for criticism, 

commentary, reporting, and other 
forms of non-commercial 

expression.



3. Technology with inherent weaknesses …

Use of the trademark of 
OpenAI in order to engage in 
criticism, commentary, news 
reporting and other forms of 
non-commercial expression. 



What is your problem … ?



4. Technology with high pervasiveness …
Use of images for criticism, 

commentary, reporting, and other 
forms of non-commercial 

expression.
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5. Technology with early ‘killer’ use cases …
Use of images for criticism, 

commentary, reporting, and other 
forms of non-commercial 

expression.



6. Technology with multimodality …

Source: ‘The Power of Generative AI: 
Exploring its Impact, Applications, 

Limitations, and Future’  Jacques Ludik

Use of images for criticism, 
commentary, reporting, and other 

forms of non-commercial 
expression.



7. Technology that is augmentable / 
shape shifter…



8. ‘Scientific’ progress that is tit for tat … 
Use of images for criticism, 

commentary, reporting, and other 
forms of non-commercial 

expression.



9. An enforcement vacuum …



10. Unapproved on-market broad 0-shot CDS …
2.4 The Services and any Company Materials made available through the
Services are a non-device clinical decision support software application within
the meaning of Section 520(o)(1)(E) of the federal Food, Drug and Cosmetic Act,
21 U.S.C. Sec. 360j(o)(1), and the regulations and guidance issued by the U.S.
Food and Drug Administration to implement that provision. By accessing or
using the Services and Company Materials, you agree to only use the Services
and Company Materials in this manner and solely for this purpose. The artificial
intelligence or machine learning functionality available on the Services (“Glass
AI”) are intended for use only by healthcare providers and are not intended for
use by the general public. If you are not a healthcare provider, you are not
authorized to and will not access or use the Glass AI functionality. If you access
or use Glass AI, you attest that you are a healthcare provider and agree that the
application is: (1) not intended to acquire, process, or analyze a medical image
or a signal from an in vitro diagnostic device or a pattern or signal from a signal
acquisition system; (2) intended for the purpose of displaying, analyzing, or
printing medical information about a patient or other medical information; (3)
intended for the purpose of supporting or providing recommendations to a
health care professional about prevention, diagnosis, or treatment of a disease
or condition; and (4) intended for the purpose of enabling such health care
professional to independently review the basis for such recommendations
that such software presents so that it is not the intent that such health care
professional rely primarily on any of such recommendations to make a clinical
diagnosis or treatment decision regarding an individual patient.



11. First approvals …
Use of images for criticism, 

commentary, reporting, and other 
forms of non-commercial 

expression.



12. Regulatory moving sands …
Use of images for criticism, 

commentary, reporting, and other 
forms of non-commercial 

expression.



13. Who regulates future AI …. AI / AI plc …?  
Use of images for criticism, 

commentary, reporting, and other 
forms of non-commercial 

expression.

“An 
evaluation for 

AI systems 
and human 

health”

HealthBench: Evaluating Large Language Models Towards Improved Human 
Health  Arora et al., [PREPRINT] 

https://doi.org/10.48550/arXiv.2505.08775

https://doi.org/10.48550/arXiv.2505.08775


14. Technology that is creeping / 
inflitrating … everywhere …

If a therapy bot walks like a duck and talks like a duck then it is a medically 
regulated duck. Max Ostermann, Oscar Freyer, F. Gerrik Verhees, Jakob N. 
Kather, Stephen Gilbert [Ostermann et al paper 1 in progress - under review]

Use of images for criticism, 
commentary, reporting, and other 

forms of non-commercial 
expression.



15. The agents are coming ….                 …. 



16. Regulating agents …

“All changed, changed utterly:
A terrible beauty is born.” 

Easter, 1916, William Butler Yeats

“If we are going to regulate AI in health … 
we need to accept that AI in health is not 
atomic … it is just not .. it is increasingly a 

system, adaptive in function and over time .. 
we need to regulate it utterly differently, 

system level monitoring … agentic 
monitoring .. built-in monitoring and 

leverage of user monitoring and reporting.” 
Stephen Gilbert, 2021-2025

Overcoming Regulatory Barriers to the Implementation of AI Agents in Healthcare. Oscar Freyer, 
Sanddhya Jayabalan, Jakob N. Kather, Stephen Gilbert. Nature Medicine (July 2025] DOI: 10.1038/s41591-
025-03841-1 https://www.nature.com/articles/s41591-025-03841-1

https://www.nature.com/articles/s41591-025-03841-1
https://www.nature.com/articles/s41591-025-03841-1
https://www.nature.com/articles/s41591-025-03841-1
https://www.nature.com/articles/s41591-025-03841-1
https://www.nature.com/articles/s41591-025-03841-1
https://www.nature.com/articles/s41591-025-03841-1
https://www.nature.com/articles/s41591-025-03841-1
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