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(19) United States

(12) Patent Application Publication (10) Pub. No.: US 2012/0022157 A1
 Scharschmidt (43) Pub. Date: Jan. 26, 2012

(54) DOSING AND MONITORING PATIENTS 0N Publication Classification
NITROGEN-SCAVENGING DRUGS

(51) Int. Cl.

(75) Inventor: Bruce Scharschmidt, South San A61K 31/216 (200601)
Francisco CA (Us) A6IP 3/00 (2006.01)

’ G01N 33/00 (2006.01)

(73) Assignee: UCYCLYD PHARMA, INC, A611" 13/12 (200601)
Scottsdale, AZ (US)

(52) US. Cl. ....................... .. 514/533; 514/532; 73/61.41
(21) Appl. No.: 13/061,509

(22) PCT Filed: Aug. 27, 2009 (57) ABSTRACT

(86) PCT No.: PCT/USO9/55256 The invention provides a method for determining a dose and
dosing schedule, and making dose adjustments of patients

§ 371 (c)(1), taking PBA prodrugs as nitrogen scavengers to treat nitrogen
(2), (4) Date: Jun. 15, 2011 retention states, including ammonia accumulation disorders

as well as chronic renal failure, by measuring urinary excre-
Related US. Application Data tion of phenylacetylglutamine and/or total urinary nitrogen.

The invention provides methods to select an appropriate dos-
age of a PBA prodrug based on the patient’s dietary protein
intake, or based on previous treatments administered to the
patient. The methods are applicable to selecting or modifying

(63) Continuation-in-part of application No. PCT/USO9/
30362, filed on Jan. 7, 2009, Continuation-in-part of
application No. 12/350,111, filed on Jan. 7, 2009.

(60) Provisional application No, 61 /093,234, filed on Aug, a dosing regimen for a subject receiving an orally adminis-
29, 2008, provisional application No. 61/093,234, tered waste nitrogen scavenging dmg, and to monitoring
filed on Aug. 29, 2008. patients receiving such drugs.
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