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Sponsor Consorzio Mario Negri Sud
Enrollment 2,100 participants

Plain Language Summary

This study is looking at whether combining two types of blood pressure and kidney-protecting medicines — an ACE 

inhibitor and an angiotensin receptor blocker (ARB) — works better than using just one of them alone. The study is for 

people who have high levels of protein in their urine (which signals kidney stress) and at least one risk factor for heart 

disease. The goal is to see if combination therapy can better protect the heart and kidneys over the long term.

You may be eligible if:

- You are 18 years of age or older

- You have high levels of protein in your urine (microalbuminuria or macroalbuminuria)

- You have one or more cardiovascular risk factors (such as smoking, diabetes, high blood pressure, obesity, high 

cholesterol, or a family history of heart disease)

- If you have had a previous heart attack or stroke, it must have been at least 6 months ago

You may NOT be eligible if:

- You are pregnant or not using contraception

- You have been diagnosed with cancer

- You have severe narrowing of the aorta

- You have had an allergic or adverse reaction to the study medicines

- You have had a major cardiovascular event in the last 6 months

- You have a condition that significantly reduces life expectancy

Talk to your doctor about whether this trial might be right for you.

Key Eligibility Criteria

Inclusion (1)

• Consenting individuals, with microalbuminuria or macroalbuminuria, with one or more cardiovascular risk factors (smoking, 
diabetes, hypertension, visceral obesity, dyslipidemia, family history of cardiovascular diseases) including those with previous 
major cardiovascular events provided these have occurred at least 6 months before enrolment.

Exclusion (1)

• Pregnancy, no use of birth control measures, neoplasm, clinically significant aortic obstruction, previous evidence of intolerance 
to study medications, clear contraindications to use of RAS inhibition, major cardiovascular events within 6 months of random-
ization, any condition which significantly reduces life expectancy and any condition where the patient appears not to be able to 
guarantee compliance with treatment and follow-up.

Locations (1 total)
https://www.anzctr.org.au/Trial/Registration/TrialReview.aspx?ACTRN=ACTRN12607000333415
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