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k2 EU Al act

2024/1689 12.7.2024
REGULATION (EU) 2024/1689 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

of 13 June 2024

laying
(EU) N

down i rtificial intelligence and amending (EC) No 30072008, (EU) No 167/2013,
16872013, (EU) 2018/858, (EU) 2018/1139 and (EU) 2019/2144 and Directives 2014/90/EU, (EU) 2016/797 and (EU)
2020/1828 (Artificial Intelligence Act)
(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty on the Functioning of the European Union, and in particular Articles 16 and 114 thereof,

Having regard to the proposal from the European Commission,

After transmission of the draft legislative act to the national parliaments,

Having regard to the opinion of the European Economic and Social Committee ('),

Having regard to the opinion of the European Central Bank (°),

Having regard to the opinion of the Committee of the Regions ("),

Acting in accordance with the ordinary legislative procedure (),

Whereas:

(1) The purpose of this Regulation is to improve the functioning of the internal market by laying down a uniform legal framework
in particular for the development, the placing on the market, the putting into service and the use of anificial intelligence
systems (Al systems) in the Union, in accordance with Union values, to promote the uptake of human centric and trustworthy
antificial intelligence (Al) while ensuring 2 high level of protection of health, safety, fundamental rights as enshrined in the
Charter of Fundamental Rights of the European Union (the ‘Charter’), including democracy, the rule of law and environmental
protection, to protect against the hammful effects of Al systems in the Union, and to support innovation. This Regulation

ensures the free movement, cross-border, of Al-based goods and services, thus preventing Member States from imposing
restrictions on the development, marketing and use of Al systems, unless explicitly authorised by this Regulation.

HA X ZDVERK.
RIERB~D K BRIR

@

‘This Regulation should be applied in accordance with the values of the Union enshrined as in the Charter, facilitating the
protection of natural persons, undertakings, democracy, the rule of law and environmental protection, while boosting
innovation and employment and making the Union a leader in the uptake of trustworthy Al

[€

Al systems can be easily deployed in a large variety of sectors of the economy and many parts of society, including across
borders, and can easily circulate throughout the Union. Certain Member States have already explored the adoption of national
rules to ensure that Al is trustworthy and safe and is developed and used in accordance with fundamental rights obligations.
Diverging national rules may lead to the fragmentation of the internal market and may decrease legal certainty for operators

https://eur-lex.europa.eu/eli/reg/2024/1689/0j

EU Tl. 2024 £ 6 A 13 HIT Al Act ORI, I b H A4 & v 2L KFEHAT~

D MR ET X

nij‘o

p— |

A ot e for heath apcation of ge ingige
models e o regdatoe eborcing ety stanrdy

Freyer O, et al. Lancet Digital Health 6:¢662-672,2024 (September)

LLM®D EEGHAZE K5 KEELEUD R T DA Mt

AL

LLM-based health applications used by health-care professionals LLM-based health applications used by laypeople
Rules Medical devices Enforcement Rules Medical devices Enforcement
on the market on the market

USA | Ambiguous Yes* Ambiguous Ambiguous Yest Ambiguous

(some might be classified (some might be (FDA might exercise (FDA might exercise

as non-devices) classified as enforcement discretiont enforcement discretiont

non-devices) for some LLM-HAs) for some LLM-HAs)

EU Clear Yes* Clear Yest

(devices for triage, (devices for triage,

diagnosis, and therapy diagnosis, and therapy

are medical devices) are medical devices)

Figure 2: Regulatory status and enforcement of existing rules for LLM-based health applications
FDA=Food and Drug Administration. LLM=large language models. LLM-HA=LLM-based health applications. *Glass Health. tSome could fall under enforcement
discretion.”® $Health Tracker: Al Doctor.

https://www.thelancet.com/journals/landig/article/PIIS2589-7500(24)00124-9/fulltext
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Meskd, B and Topol, EJ. NPJ Digit Med. 2023 Jul 6;6(1):120.
doi: 10.1038/s41746-023-00873-0.

Table 3. A list of regulatory challenges related to the rise of LLMs.

Regulatory challenge Short description

Patient Data Privacy Ensuring that patient data used for training large language models are fully anonymized and protected from
potential breaches. This poses a significant regulatory challenge, as any violation could lead to serious
consequences under privacy laws like HIPAA in the US.

Intellectual Property If an LLM generates content similar to proprietary medical research or literature, it could lead to issues
regarding intellectual property rights.
Medical Malpractice Liability Determining who is responsible when an Al’s recommendations lead to patient harm. Is it the Al developers,

the healthcare professionals who used it, or the institutions that adopted it?

Quality Control & Standardization Regulation is required to ensure the reliability and consistency of Al-generated medical advice, which can vary
based on the data used to train the Al

Informed Consent Patients need to be informed and give consent when Al tools are used in their healthcare management. This is
challenging because it can be difficult for patients to fully understand the implications of Al use.

Interpretability & Transparency Regulations need to ensure transparency about how decisions are made by the Al. This is particularly
challenging with Al models that are often termed as "black boxes" due to their complex algorithms.

Fairness and Bias Regulation is needed to prevent biases in Al models, which could be introduced during the training process
using patient data. This can lead to disparities in healthcare outcomes.

Data Ownership It can be challenging to define and regulate who owns the data that large language models learn from,
especially when it comes to patient data.

Over-reliance on Al Models Over-reliance on Al could lead to decreased human expertise and potential errors if the Al malfunctions or

provides incorrect information. Regulations are needed to balance the use of Al and human expertise.

Continuous Monitoring & Validation Ensuring the continuous performance, accuracy, and validity of Al tools over time and across different
populations is a critical regulatory challenge.

https://www.nature.com/articles/s41746-023-00873-0
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