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Treatment of Refractory Status Epilepticus Prevents 
Need for Induced Coma With Intravenous Anesthetics 
in Phase 2 Trial 
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In a phase 2 clinica l t rial, t reatment with ganaxolone prevented all 17 participants from needing IV 

anesthetics for indluced coma within 24 hours of t reat m ent init iation. All part icipants had ganaxolone after 

stat us epilept icus continued despite treatment with benzodiazpeines. A target dose of ganaxolone, 

supported by pharmacokinetic (PK) data, has been ident ified fo r advancement to phase 3 clinica l t rials. 

The PK data show that the target dose of ganaxolone (713 mg/day) achieved plasma drug concentrat ions 

greater than 500 ng/ml for approximately 8 hours, the longest and highest durat ion of t he 3 dosing groups. A 

dose-response relat ionship among the dose groups was apparent, with t he target dose dem onst rat ing the 

best and most durable efficacy for the period beginning with the commencement of the ganaxolone infusion 

through t he 24-hou r period t hat fo llowed discont inuat ion of ganaxolone therapy. In addit ion, t he targeted 

effective plasma concentrat ions were shown to be generally safe and well-tolerated for this ill patient 

populat ion, at concent rations at least 5 t imes higher t han a previously st udied neurosteroid. 

"We are grateful these data were selected for a platform presentat ion and recognized by t he Neurocri t ical 

Care Society; ' said Dr. Scott Braunstein, chief execut ive· officer of Marin us. "The efficacy outcomes from our 

phase 2 study are part icu larly compell ing, given t hat 14 of the 17 pat ients fa iled fi rst-line benzodiazepine 

treatment, and then failed 2 or more second-line ant i epilept ic drugs prior to receiving ganaxolone. These 

data, particularly at the target dose, show promise to potent ially improve pat ient outcomes by breaking RSE 

early and avoiding the morbidit ies and mortality assoc iated with medically induced coma and prolonged 

hospita lizat ion." 

Henrikas Va it kevicius, MD, Neurologist at Brigham and Women's Hospita l, assistant professor at Harvard 

Medica l School and study investigator, commented, "St atus epilept icus is a medica l emergency that requires 

https://practicalneurology.com/news/treatment-of-refractory-status-epilepticus-prevents-need-for-induced-coma-with-intravenous-anesthetics-in-phase-2-trial


urgent d iagnosis and t reatment to prevent potent ially d evastat ing long-term effects. These data provide 

compelling evidence that IV ganaxolone has the potent ial to change the t reatment paradigm fo r RSE w ith 

rapid onset of impressive activit y paired w ith a manageable safety profile. Neurosteroids, as a group, are 

potent ially safer and much easier to use than existing t reatment options fo r refractory seizures, and these 

important result s, including the pharmacokinetic data, provide valuable insight fo r understanding 

ganaxolone dosing fo r future studies. I look fo rward to seeing ganaxolone rapid ly advance t o phase 3 

development as I believe this is an important new opt ion fo r patients with limi ted safe and effective 

t reatments." 

The results were presented at the neurocrit ical Care Society 17th Annual Meeting in Vancouver, BC. 

Treatment With Neuromodulation Device 
Improves Essential Tremor in Clinica l Trial 

Omaveloxolone for Freidreich's Ataxia Provides 
Clin ica l lmprovment in Phase 2 Trial 
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