Clinical Trial Protocol
Iranian Registry of Clinical Trials

09 Jun 2026

== A randomized double blind placebo controlled trial examining the
effects of Pentoxifylline on Contrast Induced Nephropathy reduction after
percutaneous coronary intervention in high risk candidates

Protocol summary

Summary
Background: Contrast-induced nephropathy (CIN) (known
as contrast-induced acute kidney injury) occurs as a
result of acute worsening of renal function following a
procedure with administration of iodine contrasts agent
and remains a substantial concern in clinical practices.
The purpose of this study is to investigate the preventive
effect of Pentoxifylline supplementation on reduction of
CIN occurrence after percutaneous coronary intervention
among patients who were high risk of CIN according to
Mehran score. Methods: In randomized, double-blind
clinical trial patients who undergo coronary angiography
with Mehran Score = 11 consisted of our population.
Patients in a ratio 1:1, divided into two groups received
saline 0.9% plus N-acetyl cysteine and Pentoxifylline 400
mg three times per day 24 hours before angiography
until 48 hours after angiography. In control group,
patients received placebo instead of PTX in a same
manner as the control group. The endpoint was the
incidence of CIN defined as creatinine increase of 0.5
mg/dL within 2 days after contrast. Results: There were
no significant differences in baseline characteristics. CIN
occurred in 3(5.5%) and 4(7.3%) patients of the both
groups (Pentoxifylline and control), respectively (p=0.69;
incidence odds ratio 1.36; 95% CI 0.29-6.38). No
significant differences were seen in secondary outcome
measures and changes in the level of creatinine
(p=0.54). Conclusion: In high-risk patients undergoing
coronary angiography pentoxifylline supplementation
had protection effect against contrast-induced
nephropathy greater than placebo based hydration, but,
not supported by our data.
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Public title
PTX and Contrast Induced Nephropathy

Purpose
Prevention

Inclusion/Exclusion criteria
Inclusion criterion was only Mehran score more than or
equal to 11. Exclusion criteria included need for urgent
coronary angiography in the first 48 hours after
admission, history of contrast media usage in previous
14 days or renal failure in recent six months, multiple
myeloma, pregnancy or breastfeeding and pre-planned
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PTX consumption.

Age
No age limit

Gender
Both

Phase
3
Groups that have been masked
No information
Sample size
Target sample size: 110
Randomization (investigator's opinion)
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ICD-10 code description
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Primary outcomes
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Description

Contrast Induced Nephropathy
Timepoint

once
Method of measurement

48 hours after angiography
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Description

Cratinine
Timepoint

before and 48 hours after the intervention
Method of measurement

Laboratory unit
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Category

Treatment - Drugs
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Dr.Farnaz Barzi

Street address

City
Tehran

Sponsors / Funding sources

1

Sponsor
Name of organization / entity
Imam Hossein Hospital
Full name of responsible person
Imam Hossein Hospital
Street address
Shahid Madani st
City
Tehran
Grant name
Grant code / Reference number
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