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KEY ANNOTATED PASSAGES
[Article — Headline finding]
Woebot Health shut down its pioneering therapy chatbot — the company that had demonstrated 'human-level
bonds' in 36,070 users (Darcy et al. 2021) ceased operations, with founder Alison Darcy citing the cost of FDA
marketing authorization as prohibitive relative to the pace of Al development.

[Article — Regulatory burden cited]

Founder Alison Darcy describes regulatory struggles as a key factor in the shutdown — the FDA's marketing
authorization requirements, designed to certify clinical safety, were financially untenable for a mental health Al
company, illustrating the tension between meaningful clinical certification and commercial Al deployment speed.

[Article — Al moving faster than regulation]

Al is moving faster than the ability of the FDA to regulate it — a direct confirmation that the regulatory lag the
position paper identifies is not merely theoretical; it contributed to the collapse of the field's most clinically
validated mental health chatbot.

[Article — Competitive displacement]

Woebot's demise was hastened by the new wave of conversational Al that the mental health bot foreshadowed
— uncertified general-purpose LLMs (GPT, Claude, Gemini) are displacing purpose-built, clinically validated
systems, precisely because they face no equivalent regulatory requirements.

[Article — Perverse incentive]

The shutdown illustrates a perverse market dynamic: the safest, most clinically validated mental health Al was
unable to compete with uncertified general-purpose LLMs that face no FDA marketing authorization
requirement — current non-certification of LLMs creates a market that punishes clinical rigor.

RELEVANCE TO POSITION PAPER
Cited in 83.4 (Assumption 4 — general-purpose LLMs without domain-specific certification) and 85 Discussion. The
Woebot shutdown concretely demonstrates: (1) FDA certification is the gold standard for clinical mental health Al, (2) it
is financially prohibitive, (3) its absence for general-purpose LLMs creates a market that actively rewards
non-certification. Directly supports calling for domain-specific certification.



