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Randomized clinical trial of comparing hemodialysis with high-flux and
low-flux filters in controlling hyperphosphatemia in patients with end

stage renal disease

Protocol summary

Summary
(1) Objectives: Our aim in this study is to compare the
effects of using high-flux and low-flux dialysis on
controlling hyperphosphatemia in patients with end
stage renal disease. (2) Design: Sixty patients under
dialysis from both genders will be included in a double
blind randomized clinical trial. Patients will be divided
randomly into two groups of high-flux and low-flux filters
after qualifying the inclusion and exclusion criteria and
obtaining the informed consent. (3) Setting and conduct:
All of the patients had phosphate more than 6 mg/dl,
although they were receiving medical treatment.
Patients in high-flux group will be dialysed for two
months with high-flux filters and patients in low-flux
groups dialysed for two months with low-flux filters.
Phosphate, lipid profile and hemoglobin will be measure
before and after the two months period. Inclusion
criteria: Age between 10-85 years old; patient is
hemodialyzed for at least 6 months. Exclusion criteria:
Patients using phosphate binder drugs irregularly;
patients who are attending for hemodialysis irregularly.
(4) Interventions: Sixty patients assigned into two groups
of 30; hwmodialysis with low-flux filter and hemodialysis
with high-flux filter and finally phosphate, lipid profile
and hemoglobin will be measure before and after the two
months period. (5) Main outcome measures: Serum
phosphate level, lipid profile and hemoglobin which will
be measured before starting the study and two months
after hemodialysis.
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Scientific title

Randomized clinical trial of comparing hemodialysis with

high-flux and low-flux filters in controlling
hyperphosphatemia in patients with end stage renal




disease

Public title
Comparison of two kinds of hemodialysis filters in
controlling serum phosphate
Purpose
Treatment
Inclusion/Exclusion criteria
Inclusion criteria: Age between 10-85 years old; patient
is hemodialyzed for at least 6 months. Exclusion criteria:
Patients using phosphate binder drugs irregularly;
patients who are attending for hemodialysis irregularly.
Age
From 10 years old to 85 years old
Gender
Both

Phase
2-3
Groups that have been masked
No information
Sample size
Target sample size: 60
Randomization (investigator's opinion)
Randomized
Randomization description
Blinding (investigator's opinion)
Double blinded
Blinding description
Placebo
Not used
Assignment
Parallel
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empty
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Ethics committee
Name of ethics committee
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Tabriz
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Approval date
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Description of health condition studied

End stage renal disease treated with dialysis
ICD-10 code

N18.5
ICD-10 code description

Chronic kidney disease, stage 5
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Description of health condition studied
Instrumentation used in hemodialysis
ICD-10 code
749.0
ICD-10 code description
Preparatory care for dialysis

Primary outcomes
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Description
Serum phosphate level
Timepoint
Before starting the study and two months after
hemodialysis
Method of measurement
Laboratory kit
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Description
hemoglobin
Timepoint
Before starting the study and two months after
hemodialysis
Method of measurement
Laboratory kit

3

Description
Lipid profile
Timepoint
Before starting the study and two months after
hemodialysis
Method of measurement
Laboratory kit

Secondary outcomes
empty

Intervention groups
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Description
In low-flux group, patients will be hemodialysed with low-
flux filter for two months

Category
Treatment - Devices
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Description
In high-flux group, patients will be hemodialysed with
high-flux filter for two months

Category
Treatment - Devices
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Recruitment center

Name of recruitment center
Imam Reza Hospital

Full name of responsible person
Hesam Rasoul Amini

Street address
Department of Internal diseases, Imam Reza Hospital,
Daneshgah Square, Tabriz

City
Tabriz
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Vice chancellor for research, Tabriz University of
Medical Sciences
Full name of responsible person
Dr. Seyyed Kazem Shakouri
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Medical Sciences, Golgasht Street, Azadi Street,
Tabriz
City
Tabriz
Grant name
Grant code / Reference number
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empty
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empty
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empty
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Type of organization providing the funding
empty
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Other areas of specialty/work
Street address
Department of Internal medicine, Imam Reza
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Tabriz
Postal code
Phone
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Fax
Email
rasihashemis@tbzmed.ac.ir
Web page address
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Postal code
Phone
+98 41 1334 1317
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