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Commissioner for Patents
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PRELIMINARY AMENDMENT

Dear Commissioner:

Prior to examination on the merits of the above-identified application, please amend the

application as follows:

Amendments to the Claims begin on page 2.

Remarks begin on page 6.

The Conclusion is on page 7.
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Application No. 18/941,832 Attorney Docket No. 50535-710.303

Preliminary Amendment

AMENDMENTS TO THE CLAIMS

This listing of claims replaces all prior versions and listing of claims in the above-
referenced patent application. The following amendments do not constitute an admission
regarding the patentability of the amended subject matter and should not be so construed.
Deletions are denoted by strikethroush or [[double brackets]] and additions are denoted by

underline.

Complete Listing of the Claims

1-91. (Cancelled)
92.  (New) A method of treating congenital adrenal hyperplasia (CAH), comprising

administering to a subject in need thereof a pharmaceutical composition comprising:

a small molecule corticotropin-releasing factor type-1 (CRF1) antagonist, or a

pharmaceutically acceptable salt thereof, wherein the small molecule CRF1 antagonist is:
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~C or 2 , or a pharmaceutically acceptable

salt thereof;, and

one or more pharmaceutically acceptable or physiologically acceptable diluents, carriers

or excipients,
wherein the pharmaceutical composition is orally administered twice daily,

wherein the small molecule CRF1 antagonist is administered at a dose of about 25 mg,

about 50 mg, about 100 mg, or about 200 mg,

wherein the subject is in a fed state, and

wherein at least one of the twice daily administered doses is administered in the evening.
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Application No. 18/941,832 Attorney Docket No. 50535-710.303

Preliminary Amendment

93. (New) The method of claim 92, wherein the small molecule CRF1 antagonist is:

- N SN
i

)
~C ora pharmaceutically acceptable salt thereof.

94, (New) The method of claim 92, wherein the small molecule CRF1 antagonist is:

LG , or a pharmaceutically acceptable salt thereof.

95.  (New) The method of claim 92, wherein the pharmaceutical composition is administered

for a period of up to at least about 14 days.
96. (New) The method of claim 92, wherein the subject is on a regimen of a glucocorticoid.

97.  (New) The method of claim 96, wherein the glucocorticoid is beclomethasone,
betamethasone, budesonide, cortisone, dexamethasone, hydrocortisone,

methylprednisolone, prednisolone, prednisone, or triamcinolone.

98. (New) The method of claim 92, the method further comprising administering to the

subject a glucocorticoid.

99.  (New) The method of claim 98, wherein the glucocorticoid is beclomethasone,
betamethasone, budesonide, cortisone, dexamethasone, hydrocortisone,

methylprednisolone, prednisolone, prednisone, or triamcinolone.

100.  (New) The method of claim 92, wherein the subject is a child.
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Preliminary Amendment

101.

102.

103.

104.

105.

106.

107.

108.

109.

110.

111.

112.

113.

(New) The method of claim 100, wherein the pharmaceutical composition is administered

for a period of up to at least about 14 days.
(New) The method of claim 92, wherein the subject is 18 years or older.

(New) The method of claim 102, wherein the small molecule CRF1 antagonist is orally

administered twice daily at a dose of about 100 mg or about 200 mg.

(New) The method of claim 103, wherein the pharmaceutical composition is administered

for a period of up to at least about 14 days.

(New) The method of claim 92, wherein the administering reduces a concentration of one
or more biomarkers comprising 17a-hydroxyprogesterone (17-OHP), adrenocorticotropic

hormone (ACTH), testosterone, androstenedione (A4), or a combination thereof.
(New) The method of claim 105, wherein the one or more biomarkers is ACTH.
(New) The method of claim 105, wherein the one or more biomarkers is A4.

(New) The method of claim 105, wherein the concentration of the one or more

biomarkers is reduced by at least 10% to about 90% from baseline.

(New) The method of claim 106, wherein the concentration of ACTH is reduced by about
60% to about 80% from baseline.

(New) The method of claim 107, wherein the concentration of A4 is reduced by about

10% to about 90% from baseline.

(New) The method of claim 92, wherein the pharmaceutical composition is formulated as

a capsule or tablet.

(New) The method of claim 111, wherein the pharmaceutical composition is formulated

as a liquid solution.

(New) The method of claim 92, wherein the subject has a benign tumor.
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Application No. 18/941,832 Attorney Docket No. 50535-710.303

Preliminary Amendment

REMARKS

Amendments to the Claims

Previously presented claims 1-71 have been cancelled without prejudice or disclaimer.

Previously presented claims 72-91 have been canceled herein without prejudice or disclaimer.

Applicant reserves the right to pursue the subject matter of the cancelled claims in this or any
other appropriate patent application. New claims 92-113 are presented herein. Support for the
new claims is found in the original claims and throughout the as-filed specification. No new

matter is believed to be introduced by any amendment made herein.

Upon entry of this amendment, claims 92-113 will be under examination.
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Application No. 18/941,832 Attorney Docket No. 50535-710.303

Preliminary Amendment

CONCLUSION

Applicant respectfully solicits the Examiner to expedite prosecution of this patent
application to issuance. Should the Examiner have any questions, the Examiner is encouraged to
telephone the undersigned at (858) 350-2240.

The Commissioner is hereby authorized to charge any fees that may be required, or credit
any overpayment to Deposit Account No. 23-2415, referencing Attorney Docket No. 50535-
710.303.

Respectfully submitted,

WILSON SONSINI GOODRICH & ROSATI
A Professional Corporation

Date: February 5, 2026 By: /Victoria Cheng/
Victoria Cheng
Registration No. 79641

WILSON SONSINI GOODRICH & ROSATI
650 Page Mill Road

Palo Alto, California 94304

Phone: (858) 350-2300

Customer No. 21971
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