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Marinus Pharmaceuticals Doses First Subject in Phase l Clinical Trial for Ganaxolone IV 

June 22, 2016 

RADNOR, Pa., June 22, 2076 (GLOBE NEWSWIRE) -- Marin us Pharmaceutica ls, Inc. (Nasdaq:MRNS). a biopha rmaceutical company 

dedicated to the development of innovative therapeut ics to t reat epi lepsy and neuropsych iatric d isorders, today announced that it 

has dosed the first subject in its Phase 7 c linica l trial of ganaxolone IV, an intravenous (IV) formu lation of Marinus' CNS-select ive 

GABAA modu lator, for the treatment of status epi lept icus (SE). The study is designed to evaluate the safety. pharmacokinetics (PK). 

and pharmacodynam ics (PD) of ganaxolone IV in healthy volunteers, with data anticipated in the second half of 2076. 

Albena Patroneva, M.D., chief med ica l officer of Marinus Pharmaceuticals, commented, "Status epi lepticus is a life-threatening 

med ical emergency associated w ith h igh mortal ity and lim ited treatments. Typically, sing le or combination IV antiepi leptic drugs 

are used in an attempt to break the seizures, however there are approximately 45,000 pat ients in the U.S. who do not respond to 

treatment and progress to established SE. Our preclin ical research suggests ganaxolone IV could be a prom ising therapeutic in th is 

difficu lt to treat seizure d isorder, especia lly after first- line benzodiazepine treatment fails to ha lt the seizures. We look forward to 

reporting the results on this Phase 7 study later th is year." 

Christopher M. Cashman, chief executive officer of Marinus Pharmaceuticals, added, "Dosing the first subj ect w ith ganaxolone IV in 

SE is an important event for Marinus as we focus the development of ganaxolone on target patient popu lations where we believe 

there to be a strong mechanistic rationa le for a therapeutic benefit w ith ganaxolone. Strateg ical ly, we believe that ganaxolone IV in 

combination with our convenient oral capsu le and liquid formulat ions, has the potential to provide continu ity of care for patients 

suffering from drug-resistant seizures in both acute and chronic care settings." 

The Phase 7 study, wh ich will be conducted at Duke Un iversity Medica l Center, w ill include a dose escalation of a bolus dosage of 

ganaxolone IV and a bo lus dose of ganaxolone IV, fo llowed by a cont inuous infusion. The primary study objective is to evaluate the 

safety and PK of ganaxo lone IV. The secondary study objectives include the PD effects of ganaxolone IV on e lectroencepha logram 

(EEG) parameters and venti lation, as we ll as the effect of ganaxolone IV on clin ica l sedation scores. 

Marinus recently received Orphan Drug Designation for ganaxolone IV, providing the company w ith several benefits that could 

potentia lly shorten the timel ine and reduce the costs of development. 

About Marinus Pharmaceuticals 

Marinus Pharmaceutica ls, Inc. is a biopharmaceutical company ded icated to the development of ganaxolone, which offers a new 

mechan ism of action, demonstrated efficacy and safety and conven ient dosing, to improve the lives of pat ients suffering from 

epi lepsy and neuropsychiatric disorders. Ganaxolone is a CNS-selective GABAA modulator that acts on a well-characterized target 

in the brain known to have both anti-seizure and anti-anxiety effects. Ganaxolone is being developed in three different dose forms 

(IV, capsule and liqu id) intended to maxim ize therapeutic reach to adu lt and ped iatric patient populations in both acute and chron ic 

care settings. Ganaxolone IV is in a Phase 7 clin ical trial to treat status epilept icus. Ganaxolone IV is complemented by its oral dose 

forms, providing the potential for IV-to-oral continuation therapy for patients transitioning from acute care to outpatient settings. 

Ganaxolone capsu le and liquid are be ing studied in orphan pediatric ind ications w ith comorbid ities in seizures and behavior 

disorders- PCDH79 epilepsy and Fragi le X Syndrome. For more information visit www.marinuspharma.com. 

Forward-Looking Statements 

To the extent that statements conta ined in this press re lease are not descriptions of historical facts regarding Marinus, they are 

forward- looking statements reflect ing the current be liefs and expectations of management made pursuant to the safe harbor 

provisions of the Private Securit ies Litigation Reform Act of 7995. Words such as "may", "will", "expect", "antic ipate", "estimate", 

"intend", "bel ieve", and simi lar expressions (as wel l as other words or expressions referencing future events, conditions or 

circumstances) are intended to identify forward-looking statements. Examples of forward looking statements conta ined in th is 

press release include, among others, statements regarding our interpretation of preclin ical studies, development plans for our 

product candidate, includ ing the development of dose forms, the clin ica l trial testing schedule and m ilestones, interpretation of 

scientific basis for ganaxolone use, tim ing for avai lability and release of data, and the safety, potential efficacy and therapeutic 



potentia l of our product cand idate. Forward-looking statements in this release involve substantial risks and uncertainties that could 

cause our clin ical development programs, future resu lts, performance or ach ievements to differ sign ificant ly from those expressed 

or implied by the forward- looking statements. Such risks and uncerta inties include, among others, the uncerta inties inherent in the 

conduct and outcome of future cl inical trials, the tim ing of the c linical trials, enrol lment in cl inical trials, availab ility of data from 

ongoing cl inical trials, expectations for regu latory approva ls, and other matters, including the development of formulations of 

ganaxolone, that could affect the avai lability or commercial potential of our drug cand idates. Marinus undertakes no obligation to 

update or revise any forward-looking statements. For a further description of the risks and uncerta inties that could cause actua l 

results to differ from those expressed in these forward-looking statements, as we ll as risks re lating to the business of the Company 

in general, see filings Marin us has made with the Securit ies and Exchange Commission. 

CONTACT:Company: Lisa M. Caperelli Senior Director, Investor Relations & Corporate Communications Mari nus Pharmaceuticals, Inc. 484-801-467 4 le. 
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