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PREDIMED, total mortality, and the dangers of using unspecific definitions of the Mediterranean diet
[bookmark: _GoBack]TO THE EDITOR: We are concerned by the statements on weak evidence of benefit of the traditional Mediterranean diet in Bloomfield and colleagues’ systematic review (1). Rating the available evidence as limited is unfair. The quality and quantity of scientific evidence supporting the benefits of this diet is impressive and not available for any other dietary pattern.

The PREDIMED (PREvención con DIeta MEDiterránea) trial, a low-risk-of-bias study, was not designed to assess differences in all-cause mortality. The primary end point was cardiovascular disease—including myocardial infarction, stroke, and cardiovascular death, as stated in the protocol (2)—but not all-cause mortality. This is also the case in most cardiovascular trials, which are rarely powered for testing the effect on total mortality. The data and safety monitoring board recommended stopping the PREDIMED trial at 4.8 years for early evidence of benefit, although the planned duration was 6 years. The number of observed deaths was consequently even smaller than if the trial had been completed. Therefore, highlighting that no statistically significant results were observed for all-cause mortality is not fair. Doing so is even worse when these nonsignificant results are interpreted as evidence of equality and are placed as the first sentence in the Data Synthesis section of the abstract to support a conclusion of “no difference in all-cause mortality.” Dozens of adequately powered cohort studies already gave the correct conclusion: A strong inverse association exists between the Mediterranean diet and all-cause mortality (3,4).

Why the authors included only cohort studies for cancer and rheumatoid arthritis but not for other outcomes is unclear; they provided no rationale for this unusual decision. The whole available evidence should have been used. Why cohort studies for all-cause mortality, cardiovascular disease, and type 2 diabetes were discarded is difficult to understand. The conclusion that evidence is weak or limited is highly misleading given the consistent available scientific evidence (3, 4).

More important is the inappropriate and highly nonspecific definition of the Mediterranean diet (2 or more of 7 components) chosen by the authors. Their definition is almost completely useless, because many studies meet at least 2 criteria but assess diets quite different from the traditional Mediterranean one. Some of these dietary patterns are also healthy, but they have little in common with the traditional Mediterranean diet (5). The criteria used for defining a Mediterranean diet in this systematic review are wrong and will only confuse readers. Such a peculiar definition of this diet should be avoided in the future.
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