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complete a checklist review form (http://bmjopen.bmj.com/site/about/resources/checklist.pdf) and 

are provided with free text boxes to elaborate on their assessment. These free text comments are 

reproduced below.   
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VERSION 1 - REVIEW 

REVIEWER Prof Adrian Esterman 
University of South Australia  
Australia 

REVIEW RETURNED 28-Jul-2015 

 

GENERAL COMMENTS This is a very well written and conducted study. I have no major 
issues with it. If adequate finance was a limitation to subjects opting 
for varenicline, why was the level of education similar in the two 
groups (Table 1)? Why were some of the scales dichotomised - it is 
throwing information away. There are a few minor statistical issues. 
There should a justification for sample size. P-values should be 
given to 3 decimal places, with <0.001 used for very small levels of 
significance.   

 

REVIEWER Ranjit Dhelaria 
University of Nevada, Reno, United states of America 

REVIEW RETURNED 13-Oct-2015 

 

GENERAL COMMENTS Overall fair study. Things that would be important to know are long 
term outcome of patient receiving smoking cessation therapy 
(counseling and drug). Lost to follow up were 21% and this may 
have affected the results. Importantly, most patient who came to this 
clinic had a motivation to quit and were seeking help, hence there is 
a bias that reflects higher quit rate than previously reported in real 
world studies. Also not clear if the patient filled their prescription, 
took the drug and the dose titration was appropriate due to cost of 
the drug.   

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer: 1  

General comments:  

This is a very well written and conducted study. I have no major issues with it.  

 

C: If adequate finance was a limitation to subjects opting for varenicline, why was the level of 

education similar in the two groups (Table 1)?  

Reply: Many thanks for the positive comments.  
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We have added the following new text in Discussion (page 19, line 6):  

“Education was not a predictor of the use of varenicline. In China, high level of education does not 

mean high income. Moreover, the price of medications is not the only factor that determines the 

choice of drugs. Many smokers did not choose varenicline because of concerns about side effects.”  

 

C: Why were some of the scales dichotomised - it is throwing information away. There are a few minor 

statistical issues. There should a justification for sample size. P-values should be given to 3 decimal 

places, with <0.001 used for very small levels of significance.  

Reply: In accordance with the recommendations of the reviewer, we have given 3 decimal places for 

all P-values. However, we believe that 2 decimal places should be adequate and prefer the original P-

values. We have both sets of tables (with 2 or 3 decimal places here. We shall comply with the 

decision of the editors.  

We have added the following in Discussion (page 16, line 6):  

“We did not have a sample size calculation but the paper is based on the largest series of such 

smokers in China.”  

 

Reviewer: 2  

General comments:  

Overall fair study. Things that would be important to know are long term outcome of patient receiving 

smoking cessation therapy (counseling and drug).  

 

C: Lost to follow up were 21% and this may have affected the results.  

Reply: We have added the following new text in limitations (page 20, line 2):  

“Fifth, our loss in follow up rate was 21%. Previous varenicline papers showed that 26.4%21 to 

29%27 were lost to follow up. Our intention-to-treat analysis assumed those lost to follow up had not 

quit, as most of them had low intention to quit (some came only under pressure from family members, 

others’ intention to quit reduced after going back to their living and working environments, and some 

relapsed). This group most likely would refuse follow up by telephone. Hence, the loss to follow up 

rate and intention-to-treat analysis should not have affected the results (by over or under estimating 

the quit rates) substantially.”  

We have added the following new references (page 24, line 16):  

“27. Ebbert JO, Hughes JR, West RJ, et al. Effect of varenicline on smoking cessation through 

smoking reduction: a randomized clinical trial. JAMA 2015;313(7):687-694.”  

 

C: Importantly, most patient who came to this clinic had a motivation to quit and were seeking help, 

hence there is a bias that reflects higher quit rate than previously reported in real world studies.  

Reply: Indeed, most patients who came to this clinic had some motivation to quit and were seeking 

help. The quit rate, which came from a real world observational study should be higher than those 

who did not seek help. Moreover, our quit rate was lower than those previously reported in real world 

studies. In Discussion, we have stated that “In an inter-Asian 12-week, prospective, observational, 

non-comparative varenicline trial, the proportion of subjects in China with an abstinence status of 

‘Quit’ before week 12 was 57.1% (95% CI, 53.55–60.65) 11. A varenicline phase IV trial in Germany 

showed that the 7-day abstinence rate between weeks 11 and 12 was 71.1% (95% CI, 68.5–73.7).22 

In another 12-week, prospective, observational, non-comparative trial of varenicline in four European 

countries (Belgium, Greece, Hungary and Slovenia), the 7-day point prevalence abstinence rate at 

weeks 12 was 64.6% (95% CI, 60.1- 68.3).23 All the quit rates were based on self reporting only and 

with short follow up.”  

We have added the following to the above (page 17, line 18):  

“Our quit rate, in motivated smokers seeking help, was lower than the above but could be higher than 

those in the community who did not seek help.”  

 

C: Also not clear if the patient filled their prescription, took the drug and the dose titration was 
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appropriate due to cost of the drug.  

Reply: The doctors explained the dose titration when medications were prescribed, and whether the 

subjects took the drug or not was asked during the first follow up. The duration of taking medication or 

dose titration and side effects was recorded during each follow up. 

 

VERSION 2 – REVIEW 

REVIEWER Prof Adrian Esterman 
University of South Australia 

REVIEW RETURNED 17-Nov-2015 

 

GENERAL COMMENTS I am happy with the author's changes  

 

REVIEWER Ranjit Dhelaria 
Sierra Nevada Nephrology Consultant  
Associate Professor of Medicine  
University of Reno Medical School  
Reno, Nevada, USA 

REVIEW RETURNED 08-Dec-2015 

 

GENERAL COMMENTS Manuscript has improved and I appreciate that author has clarified 
and responded to reviewers question and made modification to the 
manuscript.   

 

 

 

 on M
ay 16, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-009381 on 6 January 2016. D

ow
nloaded from

 

http://bmjopen.bmj.com/

