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Why is this important?
Cardiovascular disease is a leading cause of 
death. A Mediterranean diet may decrease 
cardiovascular disease without decreasing caloric 
intake.

Facts:
§§ PREDIMED randomized 7447 Spanish people 

at high risk of cardiovascular disease to a low 
fat diet, a Mediterranean diet with olive oil,  
or a Mediterranean diet with nuts. 

§§ Participants in the Mediterranean diet groups 
received quarterly individual and group 
dietary counseling and either free olive oil or 
free mixed nuts. 

§§ Participants in the control group were 
encouraged to consume a low-fat diet 
and received less counseling than the 
Mediterranean diet groups.

§§ The primary endpoint was a composite 
of myocardial infarction, stroke and 
cardiovascular death. 

§§ The study was stopped early after a median 
of 4.8 years of follow-up because of lower 
rates of the primary endpoint in the 
intervention groups.

§§ Compared to a low fat diet, Mediterranean 
diet interventions prevented 6-10 events 
per 1000 patients over 4.8 years.

Harms and concerns:
§§ There were no harms from any of the diets.

§§ The primary outcome was a composite, but only 
rates of stroke differed among the groups.

§§ Participants in the low-fat diet group received 
less professional counseling from dieticians.

§§ The study evaluated the effects of dietary advice 
plus supplementary olive oil or nuts, not a full 
Mediterranean diet.

§§ Drop-out rates were higher in the control group.
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 The Bottom Line

In high risk patients, counseling to follow a Mediterranean diet plus supplemental olive oil 
or nuts was associated with a lower risk of cardiovascular events. However, given the early 
termination of the trial and other potential sources of bias the benefit may not be as large as it 
appears in the study.

Strength of evidenCe:  Moderate 

MI, stroke, or cardiac death at 4.8 
years, per 1000 patients
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Strength of Evidence
(Adapted from Guyatt G BMJ, 26 April 2008, Volume 336)  

This refers to the degree to which the findings of this study are likely to be free of bias.

   High
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   Low

   Very low

Tips for Discussion of Results with Patients
§§ The studied Mediterranean diets with supplemental olive oil or nuts were associated with 

slightly lower cardiovascular events, particularly stroke.

§§ The study intervention was advice to follow a Mediterranean diet PLUS free supplemental 
olive oil or nuts, which is important for patients wishing to follow one of the diets in the study. 

§§ Patients did not substantially change their diets in the study. These Spanish patients were 
all largely following a Mediterranean diet at baseline and continued to do so, except for the 
addition of either nuts or olive oil in the intervention groups. Results may not be generalizable 
to people following an American diet at baseline.

§§ Several features of the study may have biased it toward finding a larger effect of the 
Mediterranean diets:

 - The study was stopped early, which may cause it to overestimate benefits.2

 - During the first 3 years of the study, the control (low fat diet) group received a less intensive 
intervention with less dietician interaction.

 - There were high rates of loss to follow-up, especially in the control group.
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