
FDA Preliminary Review Finds No Evidence of Suicidal Thoughts Linked to
Weight-Loss Drugs

In a recent development, the U.S. Food and Drug Administration (FDA) reported that its preliminary review did not
uncover any evidence connecting weight-loss drugs, including Novo Nordisk's Wegovy and Eli Lilly's Zepbound, to
suicidal thoughts. The FDA emphasized its commitment to further studying the issue, although it acknowledged the
challenge of definitively ruling out a slight risk due to limited available data.

GLP-1 Agonists: A Dual Purpose

Wegovy and Zepbound, both of the class of drugs known as GLP-1 agonists initially designed for type 2 diabetes,
have gained attention for their potential in weight management. Beyond controlling blood sugar levels, these drugs
are known to trigger a sensation of fullness, aiding in weight loss.

Revisiting Legacy Warnings

Dr. Robert Kushner, a professor at Northwestern University Feinberg School of Medicine, noted that warnings about
suicidal ideation for weight loss treatments stem from older studies of drugs that function differently than GLP-1s.
He highlighted the challenge of a "legacy effect" being applied broadly to all medications for obesity.
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Recent U.S. Study Provides Reassurance

A comprehensive U.S. study conducted recently found no evidence linking the use of Novo Nordisk's Ozempic or
Wegovy to an increase in suicidal thoughts. This study, while offering reassurance, comes in response to concerns
raised by reports associating suicidal thoughts with semaglutide, the active ingredient in both Wegovy and
Ozempic.

European Medicines Agency Investigation

The European Medicines Agency initiated an investigation last year into reports of suicidal thoughts associated with
semaglutide. In December, the agency requested additional information from Novo Nordisk, indicating an ongoing
evaluation of potential risks.
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FDA Evaluation and Monitoring Recommendations

The FDA's extensive evaluation, encompassing clinical trials and the FDA Adverse Event Reporting System (FAERS),
did not reveal a clear correlation between the use of GLP-1 agonists and suicidal thoughts or actions. Dr. Kushner
emphasized the importance of ongoing monitoring and suggested that data from long-term use could help address
any lingering concerns.

Continued Vigilance by Healthcare Providers

The FDA urged healthcare providers, including doctors, to remain vigilant in monitoring patients prescribed GLP-1
agonists for signs of new or worsening depression, suicidal thoughts, or any unusual changes in mood or behavior.
Adhering to the prescribing information for these drugs, healthcare providers play a crucial role in ensuring patient
safety.

Final Recommendations Await Conclusion of FDA Review

While the FDA continues its review, it plans to announce its final recommendations based on the comprehensive
evaluation of available data. The agency's commitment to transparency and ongoing monitoring reflects its
dedication to ensuring the safety and well-being of individuals using weight-loss medications.
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