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Ever faced a hepatic signal in a trial that looked like classic
drug-induced liver injury (DILI), but turned out to be something
entirely different?

Here's a hypothetical scenario that might resonate, where hepatic physiology,
herbal pharmacology, and cultural practices intersected to produce a pseudo-
signal that mimicked hepatotoxicity.

A Complex Signal in an Early Phase Trial

During an early Phase trial of a novel drug, one site reported liver enzyme
elevations in three participants from the high-dose cohort:
ALT 2-3 x ULN
ilirubin: mildly elevated (1.2 x ULN) in one case
o clinical symptoms, no jaundice, fatigue, or right upper quadrant pain.

It looked like hepatocellular injury, potentially qualifying as a Hy's Law signal.
But something didn’t add up.

The Hidden Variable: Herbal Co-Exposure

Upon deeper review of case narratives and follow-up interviews, the medical
monitor discovered that the participants had been consuming traditional herbal
decoctions:
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