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Al Chatbots Break Down Barriers to Much-Needed Mental Health

Treatments e e
Europe’s growing mental
health care gap

The pandemic’s impact on mental health services drove up demand for care,
while eroding an already short-staffed, burnt out health workforce.

& By Dr. Peter Farvolden |,

Many teens are turning to Al
chatbots for friendship and

emotional Support INDUSTRY INSIGHTS - 11.26.2024
As digital tecl:mo\o_gy evolves, psychologigts work to understand how it What Makes AI ChatbOtS d Ga mE-Changer
shapes youth's social bonds and connections in Menta[ Hea[thca re?

@ INDUSTRY TREND ANALYST

New Lawsuits Targeting Personalized Al Chatbots
Highlight Need for Al Quality Assurance and Safety

Standards - -
by: Dan Jasnow of ArentFox Schiff LLP - Al Law Blog Teen killed himself after ‘months of
encouragement from ChatGPT’, lawsuit
claims

Open Al to change way it responds to users in mental
distress as parents of Adam Raine allege bot not safe



Three different use cases



Chatbots’ limitations and user safety risks

* False sense of therapeutic alliance and empathy

* Issue of hallucinations and sycophancy

* Potential for ‘jailbreaking’

* Unreliable crisis management abilities

* Potential for digital dependence (Babu and Joseph 2025)
* Danger of a two-tier health system (Brown and Halpern 2021)

 Therapy in form, but not in substance (Bender and Gebru et al. 2021,
Khawaja and Bélisle-Pipon 2023) @ danger in relying on unsupported
or inappropriate advice — threat to user (mental) health and safety



EU’s regulatory
approach

The Medical Device

Regulation

e Intended medical purpose; exclusion of software for
general or lifestyle/wellbeing purposes (Rec. 19)

e Risk-based approach; classification - Rule 11
(Karlsen Hauglid and Mahler 2023)

The Al Act

e Risk-based approach:
e Unacceptable risk - prohibited practices
e High-risk systems
e Limited risk systems
e General purpose Al models

The General Product Safety

Regulation




The regulatory gap and its implications

Strict binary approach: medical v. lifestyle technologies

e Chatbots defy the medical-lifestyle distinction (De Freitas and Cohen 2024), while health(care) is
increasingly decentralized

e Bringing medical chatbots to market is difficult and costly; for manufacturers, the wellness route
is often more appealing (Steindl 2023; Svempe 2025)

Product safety framework v. relational effects of Al

e Risk-based approach v. dynamic, user-driven use (Almada and Petit 2025; Solaiman 2025)

e Transparency in human-chatbot interactions does not suffice (Duffourc, Verhees, and Gilbert
2026)

e Enforcement re. prohibited practices under the AI Act?




Recommendations

 Conceptual:

 Focus on actual, rather than intended use (Yu 2022), and overcome the
(current) user-beware approach (Ho and Quick 2018)

* Recognizing interventional and experimental dynamics in chatbot use - role for
medical ethics?

* Practical:
* More responsibilities for providers - changes to regulatory frameworks to also
cover wellness/lifestyle devices (Svempe 2025)
* Tiered approach e.g. considering size and impact
* Opening up the market through reimbursement schemes

* Policy guidance on risk management needed, but there is also role for private
regulation (professional associations, app stores)

* Delineating who and when is vulnerable or vulnerabilized is key
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