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Evaluating the Effect of Cromolyn Sodium in Uremic Pruritus

Protocol summary

Summary
Pruritus is a major disorder among the skin
derangements in advanced renal failure. Cromolyn
sodium is a mast cell stabilizing agent that inhibits
degranulation of mast cells and the release of histamine,
tryptase, and leukotrienes.It is hypothesized that oral
cromolyn sodium may attenuate uremic pruritus by
decreasing serum tryptase level.In this study we include
20 dialysis patients without pruritus as a negative
control. Sixty hemodialysis patients > 18 yo suffering
from pruritus for at least 6 weeks, and who have not
responded to other drugs, willing and able to give
informed concent will be included. A baseline blood
sample will be taken to determine the plasma levels of
tryptase. A baseline level of pruritus will also be
determined for the 60 patients who were suffering from
pruritus using the Visual Analogue scale (VAS). The 60
patients with pruritus are randomely assigned into 2
groups, and the study is double blind. Patients receive
oral cromolyn sodium or placebo, 135mg, 3 times daily
for 8 weeks. The level of pruritus will be determined 3
times a week during the whole study period. A second
blood sample will be taken after 8 weeks to determine
tryptase level.Next, the drug or placebo will be
discontinued and the tryptase level rechecked after 4
weeks. All blood samples will be frozen at -70 C and sent
to Tehran Asthma and Allergy center for tryptase
determination via UNICAP.
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Treatment

Inclusion/Exclusion criteria
Inclusion Criteria: Hemodialysis patients > 18 yo
suffering from pruritus for at least 6 weeks, and who
have not responded to other drugs Willing and able to




give informed concent Exclusion Criteria: Known
dermatologic, liver, metabolic disease, or any other
disease or condition other than ESRD that causes
pruritus consumption of antihistamines or other
antipruritic drugs Lactase deficiency
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Both
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2
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Description of health condition studied
pruritus in dialysis patients
ICD-10 code
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Other disorders of kidney and ureter, not elsewhere
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Primary outcomes
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Description

pruritus
Timepoint

3 times a week up to 8 weeks
Method of measurement

VAS
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Description
tryptase serum level
Timepoint
8 weeks
Method of measurement
UNICAP
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cromolyn sodium 135 mg TID for 8 weeks
Category

Treatment - Drugs
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placebo in control group
Category

Placebo
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