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Status RECRUITING
Phase Phase 2
Sponsor National Human Genome Research Institute (NHGRI)
Enrollment 30 participants

Key Eligibility Criteria

Inclusion (8)

• Prior kidney biopsy demonstrating FSGS obtained within 10 years prior to the screening visit.

• Age \>=18 years weighing more than 50 kg.

• If the patient is on immunosuppressive therapy (e.g., prednisone, cyclosporine, tacrolimus or mycophenolate mofetil) he/she 
should be on these medications for at least 3 months prior to study evaluation and should be on a stable dose of the medication 
for at least 4 weeks before start of trial, with no plans to alter the regimen during 12 weeks of study period, except to stabilize 
levels and/or for any safety concerns.

• Subjects will be allowed to continue with standard of care (SOC) non-immunosuppressant antiproteinuric agents to include 
RAAS inhibitors, mineralocorticoid antagonists (MRA), sodium-glucose co-transporter-2 inhibitors (SGLT2i), non-dihydropyridine 
calcium channel blockers (NDHP-CCBs), and glucagon-like peptide-1 (GLP-1) receptor agonists, in addition to other SOC 
adjuvant therapies such as diuretics, if they are able to maintain a stable dose throughout the trial. Subjects and their primary 
nephrologists will be encouraged to optimize their SOC treatments as much as possible prior to trial commencement. Subjects 
must be on a stable dose for at least 4 weeks before start of trial. Subjects should attempt to keep stable doses of both 
immunosuppressants and anti-proteinuric drugs throughout trial duration, to avoid confounding effects. Patients not receiving 
any of these SOC agents either due to allergy or intolerance will still be eligible.

• Subjects must have a spot random urine PCR of \>= 2g/g on each of 3 measurements collected on at least 2 separate days 
during screening period plus a 24-hr urine protein collection of \>= 2g/day. The rationale for using this degree of proteinuria is that 
proteinuria beyond this threshold value significantly increases the risk of progressive decline of renal functions in the absence of 
effective therapies to mitigate this risk. Conversely, this threshold value could also allow for the selection of a cohort of patients 
who are most likely to benefit from ManNAc therapy.

... and 3 more (see full listing online)

Exclusion (28)

• An individual who meets any of the following criteria will be excluded from participation in this study:

• Individuals who are unwilling or unable to provide informed consent.

• Individual presenting for initial therapy of uncontrolled nephrotic syndrome which we define as proteinuria as measured by 
spot urine protein:creatinine ratio \>3g/g or 24-hour urine protein excretion of \>3.5g/day with symptomatic peripheral edema 
or pulmonary edema, hypoalbuminemia (serum albumin \<3.0g/dl), electrolyte disturbances (related or unrelated to medical 
therapy), and/or active thromboembolism (initiated on systemic anticoagulation in the last 3 months). The rationale for this criterion 
is that patient presenting for initial therapy for uncontrolled nephrotic syndrome may need to be initiated on various medications 
including immunosuppressives as well as non-immunosuppressive drugs which can significantly change the level of proteinuria. 
Additionally, fluid shifts due to diuretic use for treating edema can alter GFR which could confound the pharmacokinetics and 
pharmacodymanics of the investigational drug.

• Individuals who acutely require optimization of volume status with intravenous diuretics to control volume overload, as this 
may result in fluid shifts between the intravascular space and the remainder of extracellular fluid volume. This might alter drug 
pharmacokinetics and pharmacodynamics as mentioned above in # 2.

• Individuals with a psychiatric illness or neurological disease that in the judgement of the investigators would interfere with 
the ability to adhere with the requirements of this protocol. This includes, but is not limited to, uncontrolled/untreated psychotic 
depression, bipolar disorder, schizophrenia, substance abuse or dependence, antisocial personality disorder, panic disorder, or 
behavioral problems, which might interfere with effective communication.

... and 23 more (see full listing online)
https://clinicaltrials.gov/study/NCT06664814
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Locations (1 total)

National Institutes of Health Clinical Center, Bethesda, Maryland, United States
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