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Background  
 
On June 22, 2009, President Obama signed into law the Family Smoking Prevention and Tobacco 
Control Act, which gives the Food and Drug Administration the power to further regulate the tobacco 
industry. One element of the law imposes new warnings and labels on tobacco packaging, with the 
goal of discouraging minors and young adults from smoking. The bill bans flavored cigarettes, 
including cloves, cinnamon, candy, and fruit flavors, with a special exception for menthol cigarettes. 
There is a need to investigate possible health hazards of smoking menthol cigarettes as well as 
cessation (quitting) efforts.  
 
The Tobacco Products Scientific Advisory Committee (TPSAC) provisioned under the bill is to 
submit a recommendation on menthol cigarettes to the United States Secretary of Health and Human 
Services no later than March 23, 2012. The intent of this CRE assessment is to consider the merits 
and shortfalls of the study as well as present the reader with topics for further discussion and 
investigation. 
 
The report at reference (a) was identified for review and public discussion due to its evaluation on the 
efficacy of medication on menthol smokers among African Americans. The researchers presented the 
following primary results:  
 

 Among African-Americans participating in a randomized trial of bupropion SR 300 mg for 
smoking cessation, independent baseline predictors of cessation were: assignment to 
bupropion condition, not smoking within 30 min of waking, and lower cotinine levels. 

 
 Univariate predictors of cessation also included not using mentholated cigarettes, smoking 

fewer cigarettes per day, and being older in age. 
 
 
The reader should be aware that this report  “…constitutes a secondary analysis for which the 
original study was not primarily designed”. There may be important predictor variables that were not 
included in our baseline measures…”  “Caution should be used in generalizing our results to other 
groups of smokers.” 
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Summary of Findings and Issues  
 
Smoking menthol cigarettes is not a predictor for smoking cessation. 
 
The authors concluded “univariate predictors of cessation also included not using mentholated 
cigarettes, smoking fewer cigarettes per day, and being older in age”. However, the analyses results 
in this paper show that smoking menthol cigarettes might not have any significant effect on either 
smoking cessation or bupropion treatment among African-Americans. Two types of analyses were 
conducted in this paper: multiple logistic regression and univariate analyses. Menthol cigarettes is 
not a significant factor in the Logistic Regression results. The interactions between smoking menthol 
cigarettes and bupropion treatment or addiction are also not significant (suggesting that menthol 
cigarettes does not affect the observed treatment or addiction effects on smoking cessation. While the 
univariate analysis showed that menthol cigarettes effect is significant, this result should not be taken 
as evidence since effects of other major factors such as treatment and level of addiction were not 
balanced.  
 
The observed smoking menthol cigarettes effects could be caused by other related real predictors. 
 
The authors further explored the effect of smoking menthol cigarettes on quit in another previous 
report (reference b). They concluded that fewer African-Americans under 50 years old who smoked 
menthol cigarettes quit in multivariate models. However, they didn’t include the interaction effects 
between smoking menthol cigarettes, age, and/or treatment in the models here. Collinearity, which 
means correlations between factors, is also not examined.  
 
Since the original data is not available, it is not possible for us to explore further why the smoking 
menthol cigarettes effect is significant in univariate analysis but not in logistic regression. In their 
previous report (reference b), they reported that menthols smokers is more likely to be younger, 
female and more likely to smoke their first cigarette within 30 minutes of waking up (all p<0.01). It 
is then not surprising to see that menthol cigarettes showed significance on quit when these strong 
predictors were not balanced in the univariate analysis. We didn’t see any collinearity tests conducted 
for the logistic regression model development in this paper. Collinearity is a common phenomenon in 
multivariate studies and should always be checked. Without such considerations, the automatic 
regression modeling processes that the authors used could select a wrong factor that happens to 
correlate to real predictors. The failure of detection of gender and age effects on smoking cessation, 
which has been proved in other publications, further enhanced our suspicion of potential collinearity.   
 
 
Class sizes within the sample should be the same in order to avoid biased results.  
 
The authors of this secondary study acknowledged the inherent limitation in that the primary study 
sample was predominantly menthol smokers. Indeed, the 600 subjects comprised of 471 menthol 
smokers and only 129 non-menthol smokers. The primary objective of the secondary study was to 
find predictors of smoking cessation. The unbalanced sample size might lead to biased results 
especially when there are as many factors to evaluate as this study. 
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Long term smoking cessation is more important for the public interests. 
 
The selected smoking cessation at 7-weeks as the outcome of interest might be statistically 
reasonable but not practically make sense. Obviously long term cessation is much more important 
than short term one. The reason that only 7 week time period is selected is that there were more quit 
at this time and gives the analysis more power to draw conclusion. However, such a conclusion 
might not be the most important one for the public interests. At least the long term cessation results 
should also be included here. Even the negative results would be valuable. 
 
 
 


