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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 Paul Chantler 
WVU USA 

REVIEW RETURNED 15-Mar-2016 

 

GENERAL COMMENTS Tran et al has provided a framework to deliver a multi lifestyle 
intervention (using a cluster randomized control trial) to improve the 
metabolic burden of people from Vietnam. The methods have sound 
foundation and will likely allow the authors to test their hypothesis. 
The introduction is good but is missing some important studies, 
albeit conducted in more structured settings, which have explored 
various interventions to improve cardiovascular health. Such studies 
include The Dietary Approaches to Stop Hypertension (DASH) diet, 
the Diabetes Prevention Program, and the StrongWomen-Healthy 
Hearts Program. inclusion of past successful studies in the 
introduction would help put in context the current proposed methods.  
 
The methods of the current propose plan to examine metabolic 
changes pre and post intervention. Why stop there, would it not be 
beneficial to see if the subjects continued with their lifestyle change 
even when the program is finished. hence re-examining 3-6 post 
intervention would provide important information on sustainability 
and acceptability of the program.  
 
Why exclude people medicated for hypertension and lipids given this 
is an important part of the MetS and MetS can be medicated and still 
be called MetS. i understand why removing diabetics and people 
currently actively dieting or exercising. 

 

REVIEWER Yoichi Ohno 
Saitama Medical University 

REVIEW RETURNED 28-Mar-2016 

 

GENERAL COMMENTS 1 Major point  
This introducing paper describes the study protocol of ‘A 
Community-based Physical Activity and Nutrition Program for Adults 
with Metabolic Syndrome in Vietnam’ that is designed as a cluster-
randomized controlled trial. Lifestyle modifications in a community 
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are an important theme. However, the study design should be more 
statistically presented. The method for the selection of the six towns 
is insufficient and that for the cluster-randomization is lacking. I 
cannot understand the how the authors insist that 600 (Page 7, Line 
48) of the subject number is enough to detect the difference by 
power calculations. What are the predicted standard deviation and 
the predicted difference (10%? If so, what is the reason?) between 
the two groups? Did the author use the Sample Power software 
attached with SPSS?  
 
2 Minor points  

1） How one-hundred subjects will be chosen in each town? How 

many individuals have metabolic syndrome in each town? Are 5700 
residents sufficient to administer 600 subjects with metabolic 
syndrome?  

2） The map of the selected six towns in Hanam province might as 

well be demonstrated.  

3） Eighty percent of 600 subjects should be 480, not 500 (Page 7, 

Line 55).  

4） In Page 4, Line 8, ‘NCD’ was used without explanation at its first 

appearance. Is it all right in the ‘strength and limitations’ section? 

 

 

VERSION 1 – AUTHOR RESPONSE 

REVIEWER: 1  

 

Tran et al has provided a framework to deliver a multi lifestyle intervention (using a cluster 

randomized control trial) to improve the metabolic burden of people from Vietnam. The methods have 

sound foundation and will likely allow the authors to test their hypothesis. The introduction is good but 

is missing some important studies, albeit conducted in more structured settings, which have explored 

various interventions to improve cardiovascular health. Such studies include The Dietary Approaches 

to Stop Hypertension (DASH) diet, the Diabetes Prevention Program, and the Strong Women-Healthy 

Hearts Program. Inclusion of past successful studies in the introduction would help put in context the 

current proposed methods.  

 

RESPONSE: Agree. The suggested studies have been included and cited in the Introduction to put 

the current proposal into context.  

 

The methods of the current propose plan to examine metabolic changes pre and post intervention. 

Why stop there, would it not be beneficial to see if the subjects continued with their lifestyle change 

even when the program is finished. hence re-examining 3-6 post intervention would provide important 

information on sustainability and acceptability of the program.  

 

RESPONSE: Thank you for the suggestion. But unfortunately a longer term follow up is not feasible 

due to budget constraint. This limitation has been added:  

• Long term follow up to assess sustainability of the program is not feasible due to budget constraint.  

 

Why exclude people medicated for hypertension and lipids given this is an important part of the MetS 

and MetS can be medicated and still be called MetS. i understand why removing diabetics and people 

currently actively dieting or exercising.  

 

RESPONSE: Our trial intends to test whether the prescribed physical activity and nutrition program 
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can change the MetS components for the target group. Those who are taking medications or 

receiving treatment for hypertension and raised lipids should be excluded because of their 

confounding effects on the outcomes.  

 

   

REVIEWER: 2  

 

Major point  

This introducing paper describes the study protocol of ‘A Community-based Physical Activity and 

Nutrition Program for Adults with Metabolic Syndrome in Vietnam’ that is designed as a cluster-

randomized controlled trial. Lifestyle modifications in a community are an important theme. However, 

the study design should be more statistically presented. The method for the selection of the six towns 

is insufficient and that for the cluster-randomization is lacking.  

 

RESPONSE: We are sorry for the confusion. The selection process and cluster-randomization are 

now clarified in the Study Design section:  

“Hanam province comprises five districts and one city, with a total population of 799,400 in 2015. It is 

estimated that approximately 950 people aged 50-65 years reside within each of the 98 communes in 

the province. Given this number of target residents per commune, and a conservative estimate of 

MetS prevalence (11%), six communes (N=5700) will be selected using random numbers and then 

assigned randomly to either the intervention group (m=3) or the control group (m=3), with about 100 

eligible participants with MetS recruited per commune (cluster).”  

 

I cannot understand the how the authors insist that 600 (Page 7, Line 48) of the subject number is 

enough to detect the difference by power calculations. What are the predicted standard deviation and 

the predicted difference (10%? If so, what is the reason?) between the two groups? Did the author 

use the Sample Power software attached with SPSS?  

 

RESPONSE: Please note that the power calculations are based on the binary outcome variable 

moderate activity participation (yes, no) for each participant. As such, continuous ‘predicted standard 

deviation’ is not applicable in this context. Instead, we hypothesize that after the six-month 

intervention, the intervention group will demonstrate an increase of 10% in moderate activity 

prevalence when compared to the control group. A final sample size of n = 480 will provide sufficient 

power (80%) to detect such a medium effect size at 5% significance level for the group by time 

interaction term in the logistic mixed regression model. To allow for 80% complete data across the 

two assessments due to attrition and withdrawals, a total of n=600 participants with MetS will be 

initially recruited from the six selected communes at baseline.  

We also clarify that the sample size calculations were performed using the STATA Release 13.  

 

2 Minor points  

1） How one-hundred subjects will be chosen in each town? How many individuals have metabolic 

syndrome in each town? Are 5700 residents sufficient to administer 600 subjects with metabolic 

syndrome?  

 

RESPONSE: As explained above, given the target population size of 950 per commune and the 

estimated MetS prevalence of 11%, we expect to recruit at least 100 eligible subjects in each 

commune. Yes, N=5700 residents from the 6 randomly selected communes should be sufficient to 

recruit the required 600 participants with MetS at baseline. Please also refer to the details provided in 

the selection procedure and screening section.  

 

2） The map of the selected six towns in Hanam province might as well be demonstrated.  

RESPONSE: It is not possible to provide the map at this stage because the selection of the six 
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communes has not been taken place.  

 

3） Eighty percent of 600 subjects should be 480, not 500 (Page 7, Line 55).  

 

RESPONSE: Agree. Correction has been made.  

 

4） In Page 4, Line 8, ‘NCD’ was used without explanation at its first appearance. Is it all right in the 

‘strength and limitations’ section?  

 

RESPONSE: Done. ‘NCD’ is now changed to “non-communicable diseases”. 

 

VERSION 2 – REVIEW 

REVIEWER Paul Chantler 
West Virginia University, USA 

REVIEW RETURNED 22-Apr-2016 

 

GENERAL COMMENTS Happy that my comments have been addressed 

 

REVIEWER Yoichi Ohno 
Community Health Science Center, Saitama Medical University  
Japan 

REVIEW RETURNED 30-Apr-2016 

 

GENERAL COMMENTS Nothing particular.  
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