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Don’t give him 
Lipidil… You 
may increase 
his risk of 
severe adverse 
effects without 
clinical benefit! Beware 

important 
omissions! 
The FIELD 
study showed 
that Lipidil did 
not reduce 
cardiovascular 
and overall 
mortality in 
patients with 
diabetes 

Beware surrogate endpoints! 
'Proven to reduce coronary 
artery stenosis' may not mean 
improved clinical outcomes 

 

http://www.healthyskepticism.org/promotion/textbook/mislead/surrogat.htm


 

Lipidil™ (fenofibrate) is a member of the fibrate class of lipid level modifying drugs. 
It is registered in Australia for the treatment of dyslipidaemia and 
hypercholesterolemia. This advertisement, published in the April 2006 issue of 
Medicines Today (Australia), could be interpreted as promoting Lipidil™ as 'usual 
treatment' for people with type 2 diabetes. 

Beware surrogate endpoints! 

Solvay/Fournier, the drug company that markets Lipidil™ in Australia, claims that 
Lipidil™ 'has been proven to reduce coronary artery stenosis in patients with type 2 
diabetes', based on a study published in 2001 in The Lancet.1 In this double-blind 
trial, 731 patients with type 2 diabetes were randomly assigned fenofibrate (200 
mg/day) or placebo for at least 3 years. The extent of coronary stenosis was assessed 
by angiograms at the beginning and end of the trial. The fenofibrate group showed a 
significantly smaller increase in percentage diameter stenosis than the placebo group 
and a significantly smaller decrease in minimum lumen diameter, but the trial was not 
powered to examine clinically important endpoints such as heart attacks. 

Coronary stenosis is a surrogate endpoint for coronary events. Surrogate endpoints are 
physiological, biochemical, radiological or other outcome measures distinct from 
'clinically important' endpoints. Clinical trials evaluating surrogate endpoints require 
smaller sample sizes and can often be completed in weeks or months rather than 
years. However, using surrogate endpoints can lead to incorrect conclusions2. For 
example, post-menopausal hormone replacement improved a surrogate endpoint – 
lipid levels – and this change misled people to falsely believe that these hormones 
would reduce a clinically important endpoint – heart attacks.3 

Omission of the most relevant information! 

There is no mention in the advertisement of the Fenofibrate Intervention and Event 
Lowering in Diabetes (FIELD) study which was published in the Lancet in November 
2005.4 This randomised double-blind controlled trial assessed the efficacy of 
fenofibrate (200 mg/day) versus placebo in 9795 people with type 2 diabetes. Only 
22% had previous cardiovascular disease. After 5 years, there was no statistically 
significant difference between fenofibrate and placebo in terms of total mortality 
(7.3% for fenofibrate versus 6.6% for placebo), coronary mortality (2% in both 
groups), coronary events (6% for fenofibrate versus 5% for placebo).  
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Severe adverse effects were reported more frequently with fenofibrate (0.8% versus 
0.5% for placebo), in particular more pancreatitis, pulmonary embolism and deep vein 
thrombosis. The Medicines Australia (2002) Code of Conduct prohibits misleading by 
omission (p. 12).5 

Are all fibrates equivalent? 

In 2003, Lipidil™ was listed on the Australian Schedule of Pharmaceutical Benefits. 
The basis for this decision was that its lipid-modifying effect was comparable to that 
of another fibrate, gemfibrozil, i.e. there is a class effect common to all fibrates. 
However, unlike fenofibrate, gemfibrozil has been shown to reduce coronary 
mortality in patients with previous coronary disease.6  

We have written to the Chair of the Pharmaceutical Benefits Advisory Committee, to 
ask the Committee to remove Lipidil™ from the list of drugs that are subsidised by 
the Australian Government. 

Statins are considered first-line treatment for people with diabetes.7 The FIELD study 
has shown that fenofibrate does not provide a safe and effective alternative to statins. 
Fenofibrate has no place in the prevention of cardiovascular disease in patients with 
diabetes.  
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