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1 of the 7 patients (14.3%) with available data at 5 months in the efficacy-
evaluable cohort with available data (Table 2, Figure 1)

Patients continued in the 6-month posttreatment period for further assessment and
diagnostic renal biopsy to assess the effect of melanocortin therapy on diabetic
histopathology at 12 months

Conclusions

BMT therapy for 6 months in patients with established Type Il diabetic
nephropathy reduced UP/Cr ratio by =50% in 14.3% of patients and improved
or stabilized eGFR in 71.4% of patients

Post hoc analyses demonstrated that BMT therapy increased urinary VEGF
levels in 37.5% of patients and reduced urinary synaptopodin levels by =30%
iIn 50% of evaluable patients

— Diagnosis of diabetic nephropathy, confirmed by renal biopsy within

: Day Relative to First Dose (Day 0
5 years of screening y ive to Fi (Day 0)

eGFR, estimated glomerular filtration rate.

Post Hoc Results

BMT increased urinary VEGF levels >50% from baseline at 6 months in 3 of 8
patients (37.5%) in the efficacy-evaluable cohort (Table 3), and this rise
correlated with a 30% reduction in UP/Cr ratio in 2 of the 3 patients

Table 3. Change in VEGF Levels From Baseline to 6 Months

— Stable dose of diabetes medications prior to enroliment A clinical response (UP/Cr ratio reduction =30%) was shown for 4 of 7 patients

(57.1%) with available data at 5 months in the efficacy-evaluable cohort

Table 2. Change in UP/Cr Ratio Levels From Baseline to 6 Months

A 2-year follow-up and biopsy were optional
— Stable maximum tolerated dose of an ACE or ARB as primary

antihypertensive therapy (blood pressure of <140/90 mmHg at
screening)

Primary and Key Secondary Outcomes

The primary efficacy outcome was achievement of a partial remission, defined as a

reduction in the UP/Cr ratio of =50% from baseline at 6 months _
UP/Cr Ratio

Efficacy-Evaluable Patients (n=38)
3 - - - MCRs can block synaptopodin degradation and stabilize podocyte function

— These findings were consistent with previous reports that activation of

— Stable dose for =3 months prior to enrollment of mineralocorticoid
receptor antagonists, sodium-glucose cotransporter (SGLT) inhibitors,

Secondary efficacy outcomes included the following: Pretreatment. n

— Proportion of patients with a clinical response, defined as a reduction in UP/Cr and viability’

| o | Mean (SD) 2196.2 (1847.0) VEGF (pg/mL) Efficacy-Evaluable Patients (n=38)
or nondihydropyridine channel blockers ratio of =30% from baseline at 6 months Median (range) 1402.7 (782-6334) Pretreatment. 3 Further studies will need to be conducted using various combinations of MCR
— If taking a medication that the investigator believes could alter urinary - PFOPOFEOH of patients with eGFR decrease <5.0 mL/min/1.73 m* from baseline at Visit 5 (6 months), n 7 Mean (SD) 457.4 (550.5) . agonists and antagonists to fully optimize this promising treatment pathway
: : : : : o months _ upport This study was funded by Palatin Technologies, Inc. (Cranbury, NJ).
protein or estimated glomerular filtration rate (eGFR), patient must Mean (SD) 2251.0 (1913.2) Median (range) 305.5 (94-1780) Acknowledgments Medical writing support was provided by Laura.J. Herold, MA, GMPP, of The Gurry Rockefeller Group,
agree to maintain a stable dose throughout the study period, including Key Post Hoc Analyses Median (range) 2056.0 (616-6358) Visit 5 (6 months), n 8 ZJ CitrltJ)S He;lj;\ Group, Inc., company (Chicago, IL), and was funded by Palatin Technologies, Inc.
ranbury, NJ).
SGLT2 inhibitors Change in vascular endothelial growth factor (VEGF) level from baseline at 6 months Mean (SD) of change 11.5 (84.3) Mean (SD) 344.6 (261.6)

— eGFR by the Chronic Kidney Disease Epidemiology Collaboration
formula =20 mL/min/1.73 m?, at screening

— Average urine protein-to-creatinine (UP/Cr) ratio >1000 mg/g

Change in urinary synaptopodin levels from baseline at 6 months

Safety

Adverse events (AEs) were recorded and assessed over 1 year

Median (range) of change -33.1 (-52 to 185) Median (range) 272.0 (80-884)

UP/Cr ratio 30% reduction 4/7 (0.184-0.901)

Mean (SD) of change —112.8 (546.7)

UP/Cr ratio 50% reduction

1/7 (0.004-0.579) Median (range) of change

_22.5 (—1405 to 413)

SD, standard deviation; UP/Cr ratio, urine protein-to-creatinine ratio. SD, standard deviation, VEGF, vascular endothelial growth factor.
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