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“Combined Cholestopol-Niacin Treatment of Atherosclerosis”

To The Editor:

The report entitled "Beneficial Effects of Combined Colestipol-Niacin Therapy on Coronary Atherosclerosis and Coronary Venous Bypass Grafts (1) must be interpreted with caution, for the following reasons:

Although the study population consisted of nonsmoking men 40 to 59 years of age with progressive atherosclerosis, of whom 28 of the 94 men in the treatment group and 30 of the 94 men in the placebo group had never smoked, the lifetime smoking experience of the many study subjects who had smoked is not presented (2); also, we are not told how many heavy smokers with substantial cardiovascular disease quit smoking as they were joining the study. If so, their recession from smoking-induced cardiovascular damage may have been misinterpreted to give spurious credit to coincident drug intervention. The number of never-smokers studied is too few to provide a dependable measure of the effects of drug treatment independent of ex-smokers.

Furthermore, the much greater morbidity of treatment subjects during the two-year study period - from gouty arthritis, diseases of the skin and liver, gastrointestinal complaints, etc, -- must be weighed against only one death in the placebo group. Patients use cholesterol-lowering drugs in the hope of avoiding early death; but neither manufacturers nor the Food and Drug Administration currently require that the cholesterol-lowering drugs demonstrate death prevention capability before marketing. If the treatment regimen here proposed truly has substantial death-prevention power, then it would be a simple and relatively inexpensive task to randomize 1000 patients to drugs and placebos and count illness and death events during subsequent years. If graphically presented by line item and time of occurrence, such findings would enable readers to discern at a glance the effects of treatment and to judge most surely the potential value of the proposed intervention. 

Until cholesterol-lowering drugs have demonstrated death-prevention power they do not deserve market approval.

RT. Ravenholt, MD MPH
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