
PEER REVIEW HISTORY 

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.   

 

ARTICLE DETAILS 

TITLE (PROVISIONAL) EFFECT OF GLUCOMANNAN SUPPLEMENTATION ON BODY 

WEIGHT IN OVERWEIGHT AND OBESE CHILDREN: PROTOCOL 

OF A RANDOMIZED CONTROLLED TRIAL 

AUTHORS Zalewski, Bartlomiej; SZAJEWSKA, Hania 

 

VERSION 1 - REVIEW 

REVIEWER Paolo Emilio Puddu, MD, PhD, FESC, FACC 
Sapienza University of Rome 

REVIEW RETURNED 23-Dec-2014 

 

GENERAL COMMENTS Zalewski and Szajewska from the Department of Pediatrics, The 
Medical University of Warsaw, Poland, propose a Protocol to 
investigate the effects of Glucomannan, a water-soluble dietary fiber 
derived from the plant Amorphophallus konjac, generally marketed 
for weight reduction, in children aged 6 to 17 years with overweight 
and obesity (based on the WHO growth criteria). These children will 
be randomly assigned to receive glucomannan or placebo 
(maltodextrin) (both at a dose of 3 g/day) for 3 months and will be 
followed up for 3 months. Prior to the intervention, all children will 
receive dietetic advice, and they will be encouraged to engage in 
physical activity. The primary outcome measure will be the BMI-for-
age z-score difference between the groups at the end of the 
intervention. The Trial was registered at ClinicalTrials.gov as: 
NCT02280772.  
 
The study will be performed at a single research center with 
experience in conducting independent, investigator-initiated, 
randomized controlled trials.  
 
Indeed, obesity is a real worldwide problem in children. The Authors 
performed a systematic review of randomized controlled trials to 
evaluate the effects of glucomannan on body weight and BMI in 
otherwise healthy overweight or obese children and adults and 
concluded that, in the short term, glucomannan has the potential to 
reduce body weight, but not BMI, in adults, although data in children 
were too limited to allow one to draw any conclusions (Their 
Reference [6]). Therefore they decided to design the present RCT in 
children to assess the efficacy of this modality.  
 
The purpose is adequate, preceeded by a review of the Litarature 
and the potential for glucomannan to act along the lines outlined 
above is high. However, since obesity is connected with high lipid 
levels in children and this in turn might be among the factors of 
metabolic syndrome (Int J Cardiol 2014; 177: 455-460), it is 
unfortunate that this Protocol did not concentrate ALSO on blood 
lipids and blood pressure, inasmuch as glucomannan was quite 
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effective in this context (Atherosclerosis 2013; 228: 198-202) and 
the Authors did decide to obtain blood lipids and blood glucose. The 
effects of these relatively high doses of glucomannan should be 
looked for, in conjunction with the effects on obesity, not just for 
controlling but as a main result of the experiment. On the other 
hand, blood pressure should be monitored.  
 
I am critical on how and why a fixed dose of glucomannan was 
selected (mainly their Reference [8]). It seems to me that 3 g per day 
is probably too much in 6-10 year children and probably not 
sufficient in 16-17 year children, especially if obese. It should be 
probably more adequate to select a per kg dose, rather than a fixed 
one.  
 
As the age range is large enough and adolescence is included, 
sexual maturity should be considered and taken care of. 

 

REVIEWER IGHO ONAKPOYA 
UNIVERSITY OF OXFORD, UK 

REVIEW RETURNED 27-Dec-2014 

 

GENERAL COMMENTS The authors have submitted a protocol for an RCT of a weight loss 
supplement. The language is clear and the methods are explicitly 
described. However, changes are required in this protocol.  
 
In their literature revew, the investigators have only cited reviews or 
studies which report positive benefits of glucomannan on weight 
loss. A recent systematic review found no evidence of significant 
benefits for glucomannan 
(http://www.ncbi.nlm.nih.gov/pubmed/24533610), likewise a recent 
well reported RCT (http://www.ncbi.nlm.nih.gov/pubmed/24490058). 
A more balanced literature review of the effects of glucomannan is 
required, otherwise one would be suspicious.  
 
How will the authors evaluate the influence of diet and physical 
activity alongside glucomannan supplementation in weight loss 
effect? Because you state that there is no specific plan for 
evaluating diet when it's well documented that dietary restriction and 
physical activity can aid weight loss. I suggest look for a way of 
reporting these variables, otherwise your results could be doubtful.  
 
You have only listed the applicability of study findings as a limitation. 
The autors should include other limitations of the study. 

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer Name Paolo Emilio Puddu, MD, PhD, FESC, FACC  
Institution and Country Sapienza University of Rome  
 
COMMENT: The purpose is adequate, preceeded by a review of the Litarature and the potential for 
glucomannan to act along the lines outlined above is high.  
 
RESPONSE: We appreciate these kind words of the Reviewer. No response is needed.  
 
 
COMMENT: However, since obesity is connected with high lipid levels in children and this in turn 
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might be among the factors of metabolic syndrome (Int J Cardiol 2014; 177: 455460), it is unfortunate 
that this Protocol did not concentrate ALSO on blood lipids and blood pressure, inasmuch as 
glucomannan was quite effective in this context (Atherosclerosis 2013; 228: 198202) and the Authors 
did decide to obtain blood lipids and blood glucose. The effects of these relatively high doses of 
glucomannan should be looked for, in conjunction with the effects on obesity, not just for controlling 
but as a main result of the experiment. On the other hand, blood pressure should be monitored.  
 
RESPONSE: We thank the Reviewer for this comment. However, there are some important 
differences in the design of our study and the Atherosclerosis study. Both the interventions and 
populations differ. Compared to our study, which focuses on glucomannan only, in the Atheroscerosis 
study, low-dose chromium-polynicotinate or policosanol and their glucomannan combination were 
investigated. Thus, it is unclear which component had an effect on blood lipids. Moreover, the 
Atherosclerosis study included hypercholesterolemic children only. In our study, children with and 
without hypercholesterolemia will be included.  
 
The manufacturer of GNN recommends 3 g/day for ‘body weight reduction’ and 4 g/day for 
‘maintaining normal levels of cholesterol’. To the best of our knowledge, there is no enough evidence 
to conclude that GNN possesses lipid lowering potential.  
 
In our protocol, blood lipids and fasting blood glucose have been listed as the secondary outcomes, 
thus no change has been made. We agree with the Reviewer that monitoring blood pressure is 
important, and this outcome has been added.  
 
 
COMMENT: I am critical on how and why a fixed dose of glucomannan was selected (mainly their 
Reference [8]). It seems to me that 3 g per day is probably too much in 6-10 year children and 
probably not sufficient in 16-17 year children, especially if obese. It should be probably more 
adequate to select a per kg dose, rather than a fixed one.  
 
RESPONSE: The manufacturer of glucomannan recommends a dose of 3 g/day for ‘body weight 
reduction’ and a dose of 4 g/day for ‘maintaining normal levels of cholesterol’. We agree with the 
Reviewer that the dose per kg of body weight might have been more appropriate. However, such 
dosing has not been clearly established. Hence, our decision to use the dose as recommended by 
the manufacturer.  
 
 
COMMENT: As the age range is large enough and adolescence is included, sexual maturity should 
be considered and taken care of.  
 
RESPONSE: We agree with the Reviewer. Potential effect modification (confounding) due to any 
chance imbalance in pubertal status (also age and sex) will be analyzed using a multifactorial 
regression analysis.  
 
 
Reviewer Name IGHO ONAKPOYA  
Institution and Country UNIVERSITY OF OXFORD, UK  
 
COMMENT: The authors have submitted a protocol for an RCT of a weight loss supplement. The 
language is clear and the methods are explicitly described. However, changes are required in this 
protocol.  
 
RESPONSE: We appreciate these kind words of the Reviewer. No response is needed.  
 
COMMENT: In their literature revew, the investigators have only cited reviews or studies which report 
positive benefits of glucomannan on weight loss. A recent systematic review found no evidence of 
significant benefits for glucomannan (http://www.ncbi.nlm.nih.gov/pubmed/24533610), likewise a 
recent well reported  
RCT (http://www.ncbi.nlm.nih.gov/pubmed/24490058). A more balanced literature  
review of the effects of glucomannan is required, otherwise one would be suspicious.  

 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-2014-007244 on 13 A

pril 2015. D
ow

nloaded from
 

http://bmjopen.bmj.com/


 
RESPONSE: In the revised manuscript, both recent reviews have been cited [page 4].  
 
 
COMMENT: How will the authors evaluate the influence of diet and physical activity alongside 
glucomannan supplementation in weight loss effect? Because you state that there is no specific plan 
for evaluating diet when it's well documented that dietary restriction and physical activity can aid 
weight loss. I suggest look for a way of reporting these variables, otherwise your results could be 
doubtful.  
 
RESPONSE: We agree with the Reviewers that these are important aspects in our trial. As stated in 
our protocol, all children will receive individually suited dietary advice, as well as will be encouraged to 
engage in physical activity and advised to reduce the ‘screen time’. Diet will be evaluated by a 
dietician (data will be collected by use of a 3-day food records, and assessed by use of computer 
software). Physical activity will be assessed by the use of an accelerometer. Both energy intake and 
physical activity are our predefined secondary outcomes.  
 
 
COMMENT: You have only listed the applicability of study findings as a limitation. The autors should 
include other limitations of the study.  
 
RESPONSE: Other potential limitations such as no long-term follow-up and no clear data on the 
optimal dose of GNN have been added.  
 
 
ADDITIONAL CHANGE. Previously, we planned that both GNN and the placebo will be prepared by 
the hospital pharmacy in identical sachets. However, very recently, it has turned out that the 
manufacturer of glucommannan is willing to supply the study products. Information that both GNN and 
the placebo will be manufactured and supplied by Dicofarm SpA (Rome, Italy) as capsules in identical 
packing has been added. The manufacturer had no role in the conception or design of the study, and 
will have no role in the conduct of the study, or in the analysis or interpretation of the data. 

 

VERSION 2 – REVIEW 

REVIEWER Paolo Emilio Puddu, MD, PhD 
Sapienza University of Rome 

REVIEW RETURNED 31-Jan-2015 

 

GENERAL COMMENTS The Authors have amended statisfactorily their protocol in 
accordance with the suggestions raised by the Referees.  

 

REVIEWER IGHO ONAKPOYA 
UNIVERSITY OF OXFORD, UK 

REVIEW RETURNED 31-Jan-2015 

 

GENERAL COMMENTS The authors have adequately addressed my concerns in their 
revision. There are a few grammatical errors, e.g.  
 
Page 4, Line 98: Put "An" before "earlier systematic review"  
Page 7, Line 237: However when the difference between the first 
and second reading will be.....please correct  
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