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AMENDMENTS TO THE CLAIMS

The following listing of claims will replace all prior versions, and listings, of claims in

the present application:

1. (Original) A method of treating status epilepticus comprising administering to a patient in
need thereof a pharmaceutical composition comprising ganaxolone or a pharmaceutically

acceptable salt thereof.

2. (Original) The method of claim 1, wherein the patient is administered ganaxolone or a

pharmaceutically acceptable salt thereof twice daily.

3. (Original) The method of claim 1, wherein the patient is administered ganaxolone or a

pharmaceutically acceptable salt thereof three times daily.

4. (Original) The method of claim 6, wherein the patient is administered ganaxolone or a

pharmaceutically acceptable salt thereof in an amount of up to 1,800 mg/day.

5. (Original) The method of claim 1, wherein the pharmaceutical composition is an oral

capsule.

6.  (Original) The method of claim 1, wherein the pharmaceutical composition is an oral

suspension.

7. (Original) The method of claim 1, wherein the pharmaceutical composition is an oral

suspension comprising 50 mg/ml ganaxolone or a pharmaceutically acceptable salt thereof.
8. (Original) The method of claim 1, wherein the pharmaceutical composition is an oral

suspension comprising 50 mg/ml ganaxolone or a pharmaceutically acceptable salt thereof and is

administered three times daily.
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9. (Original) The method of claim 1, wherein the pharmaceutical composition is an oral
suspension comprising 50 mg/ml ganaxolone or a pharmaceutically acceptable salt thereof
administered three times daily wherein the patient is administered an amount of up to 1,800

mg/day

10.  (Original) The method of claim 1, wherein the patient is administered 600 mg ganaxolone

or a pharmaceutically acceptable salt thereof.

11.  (Original) The method of claim 1, wherein the patient is administered 600 mg ganaxolone

or a pharmaceutically acceptable salt thereof three times daily.

12.  (Original) The method of claim 1, wherein the patient is administered 50 mg ganaxolone

or a pharmaceutically acceptable salt thereof.

13.  (Original) The method of claim 1, wherein the patient is administered 100 mg ganaxolone

or a pharmaceutically acceptable salt thereof.

14.  (Original) The method of claim 1, wherein the patient is administered 200 mg ganaxolone

or a pharmaceutically acceptable salt thereof.

15.  (Original) The method of claim 1, wherein the patient is administered 300 mg ganaxolone

or a pharmaceutically acceptable salt thereof.

16.  (Original) The method of claim 1, wherein the patient is administered 400 mg ganaxolone

or a pharmaceutically acceptable salt thereof.

17.  (Original) The method of claim 1, wherein the patient is administered 500 mg ganaxolone

or a pharmaceutically acceptable salt thereof.

18.  (Original) The method of claim 1, wherein the patient is administered oral capsules

comprising 200-600 mg ganaxolone or a pharmaceutically acceptable salt thereof.

3
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19.  (Original) The method of claim 1, wherein the pharmaceutical composition provides

reduction in the frequency of seizures.

20.  (Original) The method of claim 1, wherein the pharmaceutical composition provides

reduction in the frequency of seizures, the severity of seizures, or a combination thereof.
21. (New) A method of treating status epilepticus comprising administering to a patient in
need thereof a pharmaceutical composition comprising ganaxolone or a pharmaceutically

acceptable salt thereof wherein the pharmaceutical composition is administered intravenously.

22. (New) The method of claim 21 wherein the pharmaceutical composition provides

improvement to the patient after administration for more than 8 hours.

23. (New) The method of claim 21 wherein the pharmaceutical composition comprises about

30 mg ganaxolone.

24.  (New) The method of claim 21 wherein the patient is administered about

150 mg to 1000 mg/day ganaxolone.

25.  (New) The method of claim 21 wherein the patient is administered about

500 mg to 1000 mg/day ganaxolone.

26.  (New) The method of claim 21 wherein the patient is administered about

625 mg to 650 mg/day ganaxolone.

27.  (New) The method of claim 21 wherein the patient is administered about

650 mg to 675 mg/day ganaxolone.

28.  (New) The method of claim 21 wherein the patient is administered about

675 mg to 700 mg/day ganaxolone.
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29.  (New) The method of claim 21 wherein the patient is administered about

625 mg to 700 mg/day ganaxolone.

30.  (New) The method of claim 21 wherein the patient is administered about

700 mg to 725 mg/day ganaxolone.

31.  (New) The method of claim 21 wherein the patient is administered about

1025 mg to 1050 mg ganaxolone.
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REMARKS

The present application has been reviewed in light of the non-Final Office Action dated
April 4,2022. New claims 21 through 31 are added herein. Support for the new claims can be
found generally throughout the specification and specifically, e.g., at paragraphs 32, 33, 72, 78,
and 111. Accordingly, no new matter is entered into the application by virtue of the present
amendment.

Applicant respectfully submits that the claims of the present application are in condition
for allowance. Favorable and early reconsideration of this application is respectfully requested.

Applicant does not concede that the subject matter encompassed by the claims prior to
this Response is unpatentable over the art cited by the Office Action. Indeed, Applicant
traverses the rejections and preserves all rights and arguments. To the extent that any particular
statement or argument by the Office in the pending Office Action has not been explicitly
addressed herein, the same should not be construed as an acquiescence or admission by the
Applicant that such statements or arguments by the Office are accurate and proper.

Should the Examiner believe that a telephone interview may facilitate prosecution of this
application, the Examiner is respectfully requested to call Applicant’s representative at the
number indicated below.

An early and favorable response on the merits is earnestly solicited.

Respectfully submitted,

Dated: May 11, 2022 By: /Jeffrey S. Steen, Reg. #32063/

Jeffrey S. Steen
Registration No. 32,063
Attorney for Applicant

CARTER, DELUCA & FARRELL, LLP
576 Broad Hollow Road

Melville, New York 11747

(631) 501-5700
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