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Use of Al in general practice
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Artificial intelligence has been adopted by the health and
care sector, but there is widespread uncertainty about what
is allowed. We aim to clarify when use of Al is permitted in
general practice.

The Norwegian Directorate of Health has published a good, though rather
lengthy guide on the use of artificial intelligence (AI) in the health sector (1). At
events on medical Al, we are often asked whether general practitioners (GPs)
are allowed to use Al There seems to be a perception that Al can only be used
by hospital specialists or in connection with research. However, GPs report
using language models such as ChatGPT to find medical information or write
patient records.

How is medical Al regulated?

The use of medical Al is regulated, partly through the rules governing medical
devices and the General Data Protection Regulation (GDPR) (2—4). In addition,
the EU's AI Regulation imposes supplementary requirements on Al systems
classified as 'high risk," including medical AI. The regulation will apply in the
EU from August 2026 (5) and will be incorporated into Norwegian law through
the EEA Agreement, likely coming into effect at the same time (6).

«The AI Regulation provides the first legal definition of AD»

The AI Regulation provides the first legal definition of Al. According to Article
3 of the Regulation (1), Al systems are designed to operate with 'varying levels
of autonomy', meaning they have some degree of independence from human
involvement and can operate without human intervention (5). In addition to
pre-programmed Al-based expert systems, Al can be developed through
machine learning, where the system identifies patterns in the data and
generates responses autonomously, either through supervised or unsupervised
learning. Supervised learning entails learning from data that are annotated by
humans. Some systems can 'learn’ from data without human supervision, which
involves independently performing a vast number of operations to identify
similarities, differences and relationships between data points (7).

Medical Al falls under the definition of 'medical devices', which encompasses
equipment used for diagnosis, prevention, monitoring, prediction, prognosis,
treatment and alleviation of symptoms (3). Manufacturers are responsible for
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defining the device's intended purpose and clinically validating it accordingly.
Medical AI must bear the CE marking, indicating compliance with EU medical
device regulations, and will also need to be CE-marked as an approved Al
system once the AI Regulation takes effect (5). The EU is establishing a
dedicated medical device database, the European Database on Medical Devices
(EUDAMED), which will include medical AI (8).

«ChatGPT, DeepSeek and other generative language models are not
classified as medical Al even if a doctor uses them in clinical
practice»

Al systems that are not intended by the manufacturer for medical purposes are
not considered medical Al. For example, ChatGPT, DeepSeek and other
generative language models are not classified as medical Al, even if a doctor
uses them in clinical practice. Using ChatGPT for medical purposes can
therefore be considered irresponsible and in violation of Section 4 of the
Norwegian Health Personnel Act. It may also breach the GDPR (2). GPs who
wish to use language models to assist them should instead choose a CE-marked
medical Al system.

What requirements apply?

The Norwegian Medical Devices Act is aimed at manufacturers and does not
impose requirements on healthcare personnel, users or patients. For
professional users of medical devices, regulation is currently limited to the
Regulation on the Use of Medical Devices (9), which requires devices to be used
and maintained in accordance with the manufacturer's instructions. This
framework will change with the introduction of the AI Regulation.

The AI Regulation introduces a range of new requirements for healthcare
personnel as professional users of medical Al. These are organisational
requirements that will apply to hospitals, GPs and other healthcare providers
seeking to introduce Al systems.

The new requirements include ensuring adequate AI competence and human
oversight of the Al system. Each organisation must appoint someone with the
necessary competence, training and support to be responsible for such
oversight. Persons to whom human oversight is assigned must be capable of
'detecting and addressing anomalies, dysfunctions and unexpected
performance’, as stipulated in Article 14(4). They must also be able to correctly
interpret the AI system's output and to disregard, override or reverse the
output, or intervene in or stop the operation of the Al system if necessary. The
requirement for human oversight is one of the reasons why the use of
generative Al systems, such as ChatGPT, may be considered unsafe. Ensuring
adequate oversight would be particularly challenging for systems that are not
developed for medical purposes.
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«The requirement for human oversight is one of the reasons why the
use of generative Al systems, such as ChatGPT, may be considered
unsafe»

In addition to human oversight, organisations are required to 'take appropriate
technical and organisational measures to ensure they use such systems in
accordance with the instructions for use', as stipulated in Article 26 of the Al
Regulation. Supplementary requirements relating to human oversight include
monitoring, alerting, logging and reviewing the data used to train the AI model.

Who is responsible for human oversight?

Medical Al comprises a diverse range of systems, each with their own
requirements for user competence. Adequate human oversight of these systems
requires sufficient medical insight into the relevant field (10).

Article 26 of the AI Regulation requires organisations to implement human
oversight and take other 'appropriate technical and organisational measures'.
Meeting these requirements may pose particular challenges for smaller
organisations, such as GP practices.

«Doctors are not required to personally conduct oversight, nor must
it be carried out by staff employed within the organisation»

Human oversight is a mandatory requirement under the AI Regulation, but it
can be carried out in different ways. Doctors are not required to personally
conduct oversight, nor must it be carried out by staff employed within the
organisation. The nature and extent of oversight depend on the type of Al
system involved. For instance, a GP practice could contract an external
provider with sufficient expertise to perform human oversight. The regulation
is flexible, and it is therefore also possible for the manufacturer to assume a
substantial portion of the oversight responsibility. For conventional medical
devices, the manufacturer is responsible for monitoring the device during use
(3, 4) in order to detect errors and deviations, while the user is only responsible
for following the manufacturer's instructions. The degree of oversight required
for medical AI will therefore depend on the stipulations in the instructions, in
other words, largely reflecting the same requirements that already apply to
conventional medical devices.

Conclusion

The forthcoming AI Regulation will include new requirements for organisations
seeking to use medical Al. These may seem daunting for small organisations,
such as GP practices, particularly the requirement for human oversight of Al
systems. However, primary responsibility rests with the manufacturer. As with
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other medical devices, doctors are responsible for familiarising themselves with
the manufacturer's instructions to understand the system's performance
limitations and usage restrictions. Human oversight can be carried out in
various ways by the manufacturer, and the new requirement does not
necessarily require every GP to be an Al expert.

Doctors do, however, need to comply with the GDPR and the Health and
Personal Data Act, and protect the patient's rights to information and
involvement under Sections 3 - 1 and 3 - 2 of the Patient and User Rights Act.
Patients have the right to receive information about their care and should be
informed when medical Al is integrated into the treatment pathway.
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