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Researchers warn of hazards of smoking and
need for wider use of varenicline to quit

March 27 2017

More than 35 million Americans are trying to quit smoking. Smoking
cigarettes causes 480,000 premature deaths each year due mainly to a
two-fold risk of cardiovascular disease and a 20-fold risk of lung cancer.
In a commentary published in the current issue of the American Journal
of Medicine, researchers from the Charles E. Schmidt College of
Medicine at Florida Atlantic University reassure clinicians and their
patients that varenicline, whose brand name is Chantix, is a safe and
effective way to achieve smoking cessation and that failure to use this
drug has caused preventable heart attacks and deaths from
cardiovascular disease.

In 2006, varenicline was approved as a safe and effective means to quit
smoking and achieved permanent quit rates of approximately 25 percent.
In 2009, however, varenicline received a black box warning by the FDA
based on their adverse event reports of neuropsychiatric symptoms like
depression and thoughts of suicide.

There were plausible alternative explanations including that nearly half
of the subjects had psychiatric histories, 42 percent were taking
psychotropic drugs and about 42 percent were suffering from
depression. Nonetheless, since then, there has been a 76 percent decline
in the number of prescriptions dispensed from a peak of about 2 million
in the last quarter of 2007 to about 531,000 in the first quarter of 2014.

In their commentary, the FAU researchers emphasize that, until recently,
the totality of randomized evidence on varenicline had been restricted to
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eight small trials, which did not demonstrate a hazard. The researchers
caution that the reliable detection of small to moderate risks and benefits
of drug therapies requires cogent data from large-scale randomized trials
designed a priori to test the hypothesis.

Such a large randomized trial was recently completed that included both
apparently healthy individuals as well as those with severe mental illness.
The trial was conducted for 12 weeks on about 8,000 long-term smokers
and included equal subgroups of those without as well as with psychiatric
disorders. In subjects without psychiatric disorders, those treated with
varenicline had less neuropsychiatric symptoms and in subjects without
psychiatric disorders there were no increases in these symptoms. Both
groups of participants assigned at random to varenicline achieved
significantly higher abstinence rates at 12 weeks than those assigned to
placebo, nicotine patch or bupropion. Just a few months ago, the FDA
removed the black box warning from varenicline.

The commentary was coauthored by Dianna Gaballa, a fourth-year
medical student; Joanna Drowos, D.O., M.P.H., an associate professor of
integrated medical science and associate chair of the Department of
Integrated Medical Science; and Charles H. Hennekens, M.D., Dr.P.H.,
the first Sir Richard Doll Professor and senior academic advisor to the
dean, all in FAU's Charles E. Schmidt College of Medicine.

"The existing totality of evidence suggests an urgent need to increase the
use of varenicline in the general population as well as in those with
serious mental illness who on average die about 20 years earlier than the
general population, in part, because their smoking rates may be as high
as 75 percent," said Hennekens.

Quitting smoking significantly reduces risks of cardiovascular disease
beginning within a matter of months and reaching the non-smoker status

within a few years, even among older adults. For lung and other cancers,
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however, reductions do not even begin to emerge for years after quitting
and, even after 10 years, quitters achieve death rates only about midway
between the continuing smoker and non-smoker.

"For reducing risks of cardiovascular disease it's never too late to quit,
but to reduce risks of cancer, it's never too early," said Hennekens.

The authors speculate that if use of varenicline had not plummeted by 76
percent following the black box warning in 2009, perhaps 17,000
premature deaths from cardiovascular disease may have been avoided
each year during the last few years. Public health efforts and effective
cessation treatments including behavioral counseling and medication
have resulted in a 14 percent decrease in smoking in the U.S. while the
rates are markedly increasing in developing countries.
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