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Causality

• Association between phenomenon of 

interest and outcome-

epidemiology/plausibility

• Recovery of evidence of activity-clinical 

experiments

• Administration or activation leads to 

outcome-humans or animals

• Inhibition or augmentation leads to clinical 

resolution



Effects of LTs on Human Airways in vitro
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Zileuton-600 mg qid

Placebo

FEV1 was ~65% pred. in all groups

Placebo
“Run-in”

2Weeks Double-Blind  Treatment   12 Weeks

Zileuton-12 week trial

Zileuton-400 mg qid
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