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Progesterone for severe traumatic brain injury

BACKGROUND AND OBJECTIVE Traumatic brain injury ( TBI) is a progressive disorder wherein the primary injury initiates a
complex sequence/cascade of chemical metabolic changes, leading to progressive tissue damage and cell death. Progesterone has been shown
to have a broad neuroprotective effect in multiple animal species and varieties of models of neurologic injury. This study assessed the efficacy
of progesterone as an acute treatment for severe TBI.

METHODS This multinational, prospective, double-blind, parallel group trial included patients with severe TBI, randomized to re-
ceive either intravenous progesterone or placebo. Dosing began within eight hours of injury, with progesterone loaded at a dose of 0. 71 mg
per kilogram for one hour, followed by 0.5 mg per kilogram per hour for 119 hours. The subjects were monitored with laboratory values and
radiographic studies. The primary outcome measure was the Glasgow Outcome Scale ( GOS) score at six months post-injury. Secondary out-
come measures included the GOS score at three months, mortality at one and six months and the GOS-Extended score.

RESULTS Of the 1,179 patients in the modified intention to treat sample, 96% were followed for six months or died before six
months. The primary endpoint, the GOS score at six months, did not differ significantly between the two groups. The proportions of patients
with favorable outcomes on the GOS were 50.4% in the treatment group and 50.5% in the placebo group. No significant difference in mor-
tality was seen between the two groups.

CONCLUSION This prospective study of patients with severe traumatic brain injury found no clinical benefit of treatment with proges-
terone.

[ 4% B :Skolnick BE, Maas AI, Narayan RK, et al. The clinical trial of progesterone for severe traumatic brain injury. N Engl J Med,
2014, DOI. 10. 1056/NEJMoal411090. ]



	201501 52.pdf
	201501 53.pdf
	201501 54.pdf
	201501 55.pdf

