EU Policy and Regulatory updates by the RPP team

Long awaited Commission’s proposal for a revision of the pharma package sees the light

The EU’s general pharmaceutical legislation
was released by the European Commission

on 26 April 2023.

The draft proposal is comprised by Revision of the EU’s pharmaceutical legislation
) & Fight against antimicrobial resistance

e A Regulation replacing Regulation
726/2004 on the authorization of
medicinal products and the
establishment of the European
Medicines Agency, and incorporates
and amending Regulation 141/2000 on
Orphan Medical Products and
Regulation 1901/2006 on medicinal
products for paediatric use.

e A Directive replacing Directive 2001/83 on medicinal products for human use and Regulation 1901/2006
on medicinal products for paediatric use.

It is important for the Alliance that among the main objectives of the revision are supporting innovation,
including in areas of unmet therapeutic need, adapting to scientific and technological developments and
reducing excessive regulatory burdens. In this context, the proposal includes the introduction of regulatory
‘sandboxes’ that will allow testing new regulatory approaches for novel therapies under real world
conditions. Most excitingly, in_silico tools are mentioned in the package, specifically with respect to
alternatives to animal testing.

In the Parliament the Regulation has been assigned to the S&D, while the EPP will be leading the
development of the EP’s position on the Directive. As EU 2024 elections draw near, MEPs seem to maintain
a certain level of optimism regarding the possibility of negotiating the file by the end of the current mandate.
However, if no agreement is reached by early 2024, the case will then be passed on to the new legislature
which will have to resume negotiations from the beginning.

Al Act on its way to trilogues

The IMCO and LIBE Committees are co-responsible on the file.

Compared to the original Commission’s proposal, the European Parliament has taken a stricter approach,
with a focus on protecting fundamental rights and preventing harm to individuals. The Council, on the other
hand, has adopted a more balanced stance with the aim to promote innovation while ensuring safety and
ethical standards.

More specifically, the Parliament’s position focuses on software-based Al systems and risks related to bias,
while the Council’s one includes physical systems and human-machine hybrid systems to cover a wider range
of risks. The Parliament furthermore proposes a three-tiered classification system and stricter criteria for
high-risk Al systems, and calls for a ban on remote biometric identification systems, while the Council includes
provisions for transparency, accuracy, opt-out rights, and safeguards for vulnerable groups.

Although both agree on the role of the European Al Board and the European Commission's power to settle
disputes between national regulatory authorities, the overall divergent approaches taken by the two
institutions will likely have varying impacts on upcoming interinstitutional negotiations.
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https://eur-lex.europa.eu/resource.html?uri=cellar:e3f40e76-e437-11ed-a05c-01aa75ed71a1.0001.02/DOC_1&format=PDF
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32004R0726&from=EN
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32004R0726&from=EN
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32000R0141&from=EN
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32006R1901&from=EN
https://eur-lex.europa.eu/resource.html?uri=cellar:bfcb9e00-e437-11ed-a05c-01aa75ed71a1.0001.02/DOC_1&format=PDF
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32001L0083&from=en
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32006R1901&from=EN
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A52021PC0206
https://www.consilium.europa.eu/en/press/press-releases/2022/12/06/artificial-intelligence-act-council-calls-for-promoting-safe-ai-that-respects-fundamental-rights/

Promoting Responsible Use of Al in Healthcare: Recommendations from the WHO

The increasing utilisation of Al tools, including advanced language models like ChatGPT, raises concerns
regarding their application in the healthcare field, particularly due to the potential risks of
providing misleading information to patients or healthcare professionals.

In this context, the World Health Organisation (WHO) has published an article emphasising the need for
careful consideration and responsible use of Al technologies to ensure patient safety and the accuracy of
healthcare information provided.

It is important to note that while the concerns raised pertain specifically to the use of LLMs, and not of other
predictive Al tools implemented in clinical studies, such as in silico methods, they are developments worth
monitoring, as they may set a precedent for broader concerns about the application of Al in healthcare.

Combatting the Deepfake Phenomenon: European Commission Calls for Al Content Labeling

During a press conference held on 5 June, Véra Jourova, the European Commissioner for Values and
Transparency, announced her intention to introduce a label that would allow users to easily and rapidly
recognize content created through the use of artificial intelligence.

In line with the article on the ethical use of Al in healthcare published by the WHO, the initiative aims at
preventing disinformation by identifying Al generated deepfake videos and images. This content can be
exploited for fraudulent purposes, such as creating fake medical records or falsifying clinical trial results
which poses a significant risk to patient safety.

The European Commission has already proposed to legislate
in the field of Al. However, while the Al Act is being
negotiated between the Council and the Parliament, the
Commission will urge the industry to label Al-generated
work before the Al Act is finalised. Such provision would be
part of the Code of Practice on Disinformation, which will
remain voluntary. However, the upcoming Digital Service
Act (DSA), scheduled to be effective from August 25th, will
introduce a provision that mandates the identification of
"manipulated or generated" content through a distinct and
clearly visible mark.

EHDS Consent Mechanism: Opt-Out Approach Gaining Momentum

The European Parliament has expressed its opposition to the
Commission's stance that a consent mechanism is unnecessary in the
European Health Data Space (EHDS) for sharing health data for
research purposes. The Council's latest progress report indicates that
countries are leaning towards implementing an opt-out system.
However, this could have negative implications for research as some
individuals may choose not to share their data, resulting in less
representative databases which could ultimately undermine the
primary value of the EHDS for research purposes.

Regarding the timeline, the ENVI and LIBE committees are expected to vote on the report on July 6th.
Afterward, the text will be adopted in the plenary in September, leading to interinstitutional negotiations
between the European Parliament and the Council. The aim to reach an agreement by the end of the year,
allowing MEPs to focus on their re-election campaigns for the European Parliament in 2024.

We hope you find these updates useful! Should you have any questions or thoughts, please don’t hesitate to
reach out to Mehi from the RPP team via m.holler@rpp-group.com
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https://www.who.int/news/item/16-05-2023-who-calls-for-safe-and-ethical-ai-for-health
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