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T H E  D R U G  A N D  T H E  H A R M

A cosmetic drug, a life-altering 
syndrome

1 Prescribed to millions

Finasteride is marketed for male-pattern hair loss (1 mg) and benign prostatic 
hyperplasia (5 mg) — the low dose treats otherwise healthy young men.

2 Post-Finasteride Syndrome (PFS)

A recognised cluster of persistent sexual dysfunction plus neuropsychiatric harm —
depression, anxiety, and suicidal ideation.

3 Harm that outlasts the drug

For a subset of patients, symptoms persist — and in some cases begin — after 
discontinuation, defeating the assumption that stopping restores baseline.

T H E  P F S  C L U S T E R

Persistent sexual dysfunction

Depression & anhedonia

Anxiety

Cognitive complaints

Suicidal ideation

Completed suicide
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T H E  L O N G  S I L E N C E

Two decades of denied causation

“The FDA allowed the drug to be prescribed.”  — the industry's recurring answer to two decades of 
adverse-event reports.

Regulatory shield

Approval was treated as proof of safety, 
converting a licensing decision into a defense 
against causation.

Evidentiary gap as a weapon

The absence of definitive randomized trials 
was cited as evidence of no effect — not as a 
gap the manufacturer left unfilled.

Signals discounted

Spontaneous reports of persistent harm were 
dismissed as anecdotal, psychosomatic, or 
coincidental.
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T H E  T U R N I N G  P O I N T

Europe breaks the deadlock, 2022–2025
After years of stalemate, regulators moved from acknowledging sexual side effects to mandating explicit suicidality warnings.

FDA
2 0 2 2

Adds a suicidality / mood-disorder signal to 
U.S. finasteride labeling following post-
marketing reports.

EMA · PRAC
2 0 2 5

The EU safety committee recognises the 
link and mandates warnings on the 
sequence: sexual dysfunction → mood 
alteration → suicidal ideation.

ANSM · MHRA
2 0 2 5

French and UK regulators require boxed / 
prominent warnings that side effects may 
cause depression leading to suicidal 
thoughts.
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T H E  S C A L E  O F  H A R M

A slow-motion public health event
Estimated cumulative burden over roughly two decades of worldwide use. Figures are estimates from the litigation and pharmacovigilance record, not a 
formal epidemiological count.

20+
Y E A R S

of accumulating adverse-event reports before 
binding EU action

100,000s
P A T I E N T S

estimated to have endured mood alterations 
and depression linked to the drug

100s–1,000s
D E A T H S

estimated completed suicides associated with 
finasteride use
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T H E  C O R E  F A I L U R E

The simple study that was never done

Post-marketing surveillance depends on spontaneous 
reporting — known to be incomplete and under-reported. A 
straightforward database analysis could have tested the safety 
signal at any point. Two questions define the case:

T H E  V I C I O U S  C Y C L E

Safety concerns are discounted for insufficient data — while 
the data that would resolve them is never generated. 
Evidentiary uncertainty becomes a permanent litigation 
shield.

? The manufacturer

Why were simple, inexpensive pharmacovigilance database 
studies never performed by Merck—or, if performed, never 
published?

? The regulators

Why did the FDA not require such studies from the manufacturer, 
or conduct them independently?
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R E F R A M I N G  T H E  C A S E

This is public health law, not just tort
Public health law exists to serve three ends. The finasteride story shows a gap between research evidence and regulatory action at each of them.

A

Prevent disease

Preventable neuropsychiatric harm was allowed 
to accumulate for two decades.

B

Promote health equity

Millions were exposed for a cosmetic indication 
without proportionate warning.

C

Safeguard population well-
being

Population-level safety monitoring failed to 
convert signals into protection.

The recurring gap:  research evidence pointed one way; regulatory steps lagged years behind. Public health law is the discipline meant 
to close that gap.
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A  F A M I L I A R  P A T T E R N

The OxyContin paradigm, revisited
PFS follows a template public health law already knows — where litigation, not regulation, first exposed the harm.

OXYCONTIN / OPIOIDS FINASTERIDE / PFS

Marketed as low-risk Aggressively promoted; risks downplayed Cosmetic / lifestyle framing; risks minimised

Harm signal ignored Addiction reports discounted for years Persistent PFS reports discounted for years

Data withheld Internal knowledge concealed Simple safety studies never done or published

Litigation forces truth Discovery exposed the record; law reformed Class actions & PI suits now driving disclosure

Finasteride & PFS — A Public Health Law Event  |  WCML, Antwerp 8



T H E  E N G I N E  O F  C H A N G E

How class actions reshape public health law
Where regulation stalled, aggregated litigation supplied the pressure, the resources, and — crucially — the power of discovery.

1

Aggregate

Class actions and MDLs pool 
dispersed victims and fund 
expert science that individuals 
could never afford.

›

2

Discover

Compulsory discovery reaches 
internal documents that 
spontaneous reporting never 
surfaces.

›

3

Disclose

Courts unseal safety data; 
hidden knowledge of harm 
enters the public record.

›

4

Reform

Exposure forces label changes, 
boxed warnings, and durable 
statutory and regulatory 
reform.

Litigation becomes a catalyst for systemic change — a de facto arm of pharmacovigilance where the formal system fell short.
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D I S C O V E R Y  I N  A C T I O N

When courts pierce the secrecy

L A N D M A R K  R U L I N G

Paul Dawson v. Merck & Co.
E.D.N.Y., 1:12-CV-1876 (2021)

Reuters intervened to unseal documents Merck sought to keep hidden.

Merck claimed regulatory strategies and pharmacovigilance reports were 
proprietary trade secrets.

The court rejected this — affirming a strong presumption of public access 
to judicial documents.

The withheld material was stale business information and common-sense 
regulatory strategy, not unique method.

MDL 2331

The consolidated Propecia / Proscar products-liability litigation 
(2011–2023) aggregated claims and pressured disclosure of the 
safety record.

The confidentiality tactic

Expansive 'trade secret' claims are routinely used to conceal 
knowledge of adverse events and to delay updating warning labels 
— until a court intervenes.
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W H A T  I T  M E A N S

Implications for practice and policy

1 Approval ≠ safety

A licensing decision is not a permanent warrant of 
safety, and should not be pleaded as a defence to 
causation.

2 Duty to generate evidence

Manufacturers' post-marketing obligation includes 
actively studying signals — not merely awaiting 
spontaneous reports.

3 Regulators must compel 
studies

Authorities need the will and mechanisms to 
demand — or perform — timely database analyses.

4 Transparency over trade 
secret

Public-health data should not be shielded by routine 
confidentiality claims; courts can and should unseal 
it.

5 Litigation as 
pharmacovigilance

Class actions are an accountability mechanism of 
last resort when the formal system stalls.

6 Design for prevention

Public health law should convert safety signals into 
protection before harm becomes cumulative.
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T H E  A R G U M E N T  I N  O N E  V I E W

From private harm to public health law
Six stages trace how a discounted safety signal became a driver of legal and regulatory reform.

1

The harm

PFS — persistent sexual 
and neuropsychiatric 

injury, including 
suicidality.

›

2

The denial

Two decades of denied 
causation, shielded by 
'the FDA allowed it.'

›

3

The reckoning

FDA (2022) and EMA / 
ANSM / MHRA (2025) 

mandate suicidality 
warnings.

›

4

The failure

Simple 
pharmacovigilance 
studies never done; 

regulators never 
compelled them.

›

5

The catalyst

Class actions & PI suits 
force discovery, 

disclosure, and label 
change.

›

6

The reform

Litigation reshapes public 
health law —

accountability where 
regulation stalled.

The thesis:  where pharmacovigilance and regulation fell short, litigation became the mechanism that protected the public.
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T A K E - H O M E  M E S S A G E

A preventable public health event

1 PFS is not a private misfortune but a public health law event — preventable, and long foreseen 
in the evidence.

2 The core failure was epistemic: simple pharmacovigilance studies were never done, and 
regulators never compelled them.

3 Class actions and personal-injury suits supplied what regulation did not — discovery, disclosure, 
and pressure for reform.

4 Robust legal frameworks, not licensing alone, keep population well-being central to drug 
development and distribution.

Key sources: EMA/PRAC (EMA/202053/2025, 20 June 2025) · FDA labeling (2022) · Paul Dawson v. Merck, E.D.N.Y. (2021) · Irwig, Andrology (2022) · Brezis, J Clin Psychiatry (2025).



T H A N K  Y O U

Questions & discussion

Jonathan Davies & Co. Law Offices

Advocate Jonathan Davies, LLM   ·  President, Society for Medicine and Law, Israel

Email davies@med-law.co.il

Web www.med-law.co.il

Cell +972 545666481 
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