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BMJ Open publishes all reviews undertaken for accepted manuscripts. Reviewers are asked to 

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 Severin Haug 
Swiss Research Institute for Public Health and Addiction, 
Switzerland 

REVIEW RETURNED 09-Dec-2015 

 

GENERAL COMMENTS This is a well written study protocol of an RCT which allows 
improving adherence and efficacy of combined web- and text 
messaging based interventions. The aims and methods are 
described concisely.  
 
One minor point concerns the use and potential of SMS text 
messaging in general. The authors cited a rather old paper from 
2011 on the use of text messaging, which should be replaced by a 
more recent study. Furthermore, the dramatic changes in 
communication during the last years concerning use of WhatsApp 
and other IP-based messaging services should be considered and 
discussed. The decreasing use of SMS text messaging should be 
mentioned in the limitations section.   

 

REVIEWER Ian Roberts 
LSHTM, UK 

REVIEW RETURNED 17-Dec-2015 

 

GENERAL COMMENTS This is a well presented protocol from a suitably qualified trial team.   

 

REVIEWER Elliot Berkman 
Department of Psychology, University of Oregon, USA 

REVIEW RETURNED 11-Jan-2016 

 

GENERAL COMMENTS The authors propose a highly powered study of a text messaging 
intervention to increase adherence to the popular BecomeAnEx 
web-based smoking cessation program. This research question is 
timely, the approach is innovative, and the study is very well 
designed. The research itself will take place in two phases: first, a 
phase to determine the optimal combination of four theoretically-
grounded manipulations to increase adherence (personalization, 
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integration with the web-based program, dynamic tailoring, and 
message intensity); and second, a two-arm RCT comparing this 
optimal text-based adherence protocol to TAU. Overall, this is a solid 
design that will yield substantially useful results.  
 
I could quibble with minor aspects of the terminology (e.g., the 
distinction between "personalization" and "tailoring") or the 
operationalization of the constructs (e.g., why intensity should 
diminishes and at the pace they propose). However, those are minor 
concerns and reasonable design choices given the literature. I have 
only two substantive comments. First, it is unclear why participants 
in Phase I are stratified only on whether they accessed the program 
on their cell phones (yes/no), whereas participants in Phase II are 
stratified additionally on age and gender. As the authors note, those 
demographic variables also might moderate adherence (pp. 13).  
 
Second, I could easily follow the sample-size calculation for Phase I 
because it was based on effect sizes in standardized terms. The 
sample-size calculation for Phase II was based instead on ITT 30-
day point prevalence abstinence in percentages, and it was unclear 
to me where those figures came from (i.e., 9% vs. 16.5%). They do 
correspond to an intervention OR of 2.0, which is quite large. Where 
did the 9% figure come from, and why was OR=2.0 set as the 
threshold instead of a smaller effect size?  

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer: 1  

 

1. One minor point concerns the use and potential of SMS text messaging in general. The authors 

cited a rather old paper from 2011 on the use of text messaging, which should be replaced by a more 

recent study.  

 

RESPONSE: We have updated the reference to the following sentence on Page 6 with data from a 

2013 report from the Pew Research Center: “The vast majority of mobile phone owners (81%) use 

text messaging, including those most likely to smoke: 85% of African Americans, 78% with household 

income <$30,000/year, and 77% with a high school degree send and receive text messages.[56]”  

 

2. Furthermore, the dramatic changes in communication during the last years concerning use of 

WhatsApp and other IP-based messaging services should be considered and discussed. The 

decreasing use of SMS text messaging should be mentioned in the limitations section.  

 

RESPONSE: We have added the following text to the limitations section: “Although text messaging is 

nearly ubiquitous in 2016 at the start of the trial, we are aware of early reports that the number of text 

messages sent has declined recently, potentially due to the adoption of instant messaging 

applications such as Snapchat and WhatsApp. With the increasing use of smartphone and growing 

use of instant messaging applications, the use of text messaging may continue to decline. However, 

the number of text messages sent each year is in the billions, ensuring that this technology will remain 

relevant for the foreseeable future. In addition, the lessons learned from this trial about how best to 

use text messaging to facilitate intervention engagement will be relevant to smartphone apps.”  

 

Reviewer: 3  

 

3. It is unclear why participants in Phase I are stratified only on whether they accessed the program 

on their cell phones (yes/no), whereas participants in Phase II are stratified additionally on age and 
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gender. As the authors note, those demographic variables also might moderate adherence (pp. 13).  

 

RESPONSE: The reviewer notes an important difference between Phase I and Phase II, which was a 

deliberate decision based on several reasons. In Phase I, participants are randomized following 

website registration and full enrollment in the text message program (page 20). No additional 

screening information is collected. To maximize the conversion of website visitors to registered users, 

the registration process is purposely brief and does not include a question about gender. Therefore, 

this information is not available for stratification in Phase I. Furthermore, data from our previous and 

ongoing trials within BecomeAnEX suggests that gender is not likely to influence treatment 

adherence; however, some clinical studies have shown that cessation rates are lower among women 

than men, making it an important factor for stratification in Phase II. We will know participant gender in 

Phase II from eligibility screening. We have added text on Page 12 to make explicit that website 

registration includes a limited number of questions which does not include gender.  

 

4. I could easily follow the sample-size calculation for Phase I because it was based on effect sizes in 

standardized terms. The sample-size calculation for Phase II was based instead on ITT 30-day point 

prevalence abstinence in percentages, and it was unclear to me where those figures came from (i.e., 

9% vs. 16.5%). They do correspond to an intervention OR of 2.0, which is quite large. Where did the 

9% figure come from, and why was OR=2.0 set as the threshold instead of a smaller effect size?  

 

RESPONSE: We have added the following text (in red) on Page 18 to clarify the origin of the 

expected quit rates in each of the intervention arms in Phase II. “Efficacy estimates for WEB are 

based primarily on the BecomeAnEX trial[109] and the BecomeAnEX Outcome Evaluation,[19] 

augmented by results from our iQUITT Study[125] and the American Cancer Society (ACS) 

trial.[12,126] In our ongoing BecomeAnEX trial,[109] 30-day ppa using ITT at 9 months in the Internet-

alone arm is 8.8%. In the BecomeAnEX Outcome Evaluation,[19] 30-day ppa using ITT at 6 months 

was 9.9%. Quit rates for the web programs in The iQUITT Study ranged from 12.2%-14.4% at 6 

months (30-day ppa ITT). In the ACS trial[12] 7-day ppa (ITT) at 13 months was 8-12% across all 5 

interactive websites and 10% for the static site. We conservatively estimate that the 30-day ppa rate 

at 9 months for WEB will be 9% under ITT. Efficacy estimates for WEB+AO_TXT are based on 

several converging lines of evidence: 1) A meta-analysis by Webb et al.[51] found that the parallel use 

of text messaging in Internet interventions had large effects on behavior change (d=0.81, k=4); 2) 

Abstinence rates in the BecomeAnEX Outcome Evaluation[19] at 6 months were roughly doubled 

among those who used the community (OR=2.22, 95% CI 1.34-3.69, p=.002) and separation 

exercises (OR= 1.91, 95% CI 1.00-3.65, p=.05) two or more times compared to those with no 

utilization; increased adherence to these features facilitated by text messages is expected to increase 

abstinence similarly; 3) Brendryen et al.[72] tested a multi-component cessation intervention that 

included parallel Internet and text messaging which yielded 12-month repeated ppa of 20% under ITT. 

We conservatively estimate that the 30-day ppa rate at 9 months for WEB+OA_TXT will be 16.5% 

under ITT, corresponding to an intervention OR=2.0 which can be detected with 80% at 2-sided 

alpha=.05 using N=300 per study arm (N=600 total).” 

 

VERSION 2 – REVIEW 

REVIEWER Elliot Berkman 
University of Oregon, USA 

REVIEW RETURNED 17-Feb-2016 

 

GENERAL COMMENTS The authors addressed all the concerns I had.  
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