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Protocol summary

Summary
Type 2 diabetes is the most common metabolic disease,
and its prevalence is increasing, This disease has many
complications, among them diabetic neuropathy is
considered as one of the most common complications in
both type 1 and type 2 diabetes. This study will be done
as clinical trial and population are all patients with
diabetic neuropathy who have been pre-treated with
nortriptyline 25-75 mg (54 patients).The main objective
is to compare the effect of duloxetine and nortriptyline
for diabetic neuropathy. Inclusion criteria: patients older
than 18 years with least 3 years of diabetic record,
patients with painful diabetic neuropathy, patients who
were pre-treated with nortriptyline 25-75 mg . Exclusion
criteria: patients with epilepsy, patients with
uncontrolled severe HTN, chronic liver disease or kidney
disease, patients with other causes of pain are treated.
These patients will not taken drugs for 1 month and
again for 3 months on Duloxetine 60 mg. In this study,
investigation and interpretation of pain were done on
VAS scale (Visual Analogue scale) that is based on pain
intensity score. From 3-1 to 6-4 were pointed for mild
pain and moderate pain and severe pain score is 9-7.
Patients are visited at the end of the third month and are
rated based on pain intensity of 9-1and finally total score
is summed for each patient and total score of three
month is extracted based on the number and based on
the severity. Given that the pain intensity in previous
period with nortriptyline is compared
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Treatment

Inclusion/Exclusion criteria
Inclusion criteria: patients older than 18 years are at
least 3 years have passed since the risk of diabetes,
patients with painful diabetic neuropathy, patients who
for at least three months before nortriptyline were 25-75
mg. Exclusion criteria: patients with epilepsy, patients
with uncontrolled HTN severe, chronic liver disease or
kidney disease, patients with other causes of pain are
treated.

Age
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Phase
2-3
Groups that have been masked
No information
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Description of health condition studied
Diabetes 2

ICD-10 code
G63.2

ICD-10 code description
polyneuropathy
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Description
Pain and burning
Timepoint
Baseline, one month after discontinuation of the
Nortriptyline, after 3 months of initiating Deloxetine
Method of measurement
Based on questionnaire
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for 3 months

Category
Treatment - Drugs

Recruitment centers

1

Recruitment center

Name of recruitment center
The doctor Farzad Najafipour's office
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Is the source of funding the same sponsor
organization/entity?
Yes
Title of funding source
Vice Chancellor for Research of Tabriz University of
Medical Sciences
Proportion provided by this source
100
Public or private sector
empty
Domestic or foreign origin
empty
Category of foreign source of funding
empty
Country of origin
Type of organization providing the funding
empty

Person responsible for general inquiries

Contact
Name of organization / entity
Tabriz University of Medical Sciences
Full name of responsible person
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