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ARTICLE DETAILS 

TITLE (PROVISIONAL) Does pre-warming the i-gel® supraglottic airway device fit the larynx 

better compared to keeping it at room temperature for non-paralyzed 

sedated patients: A randomized controlled trial 

AUTHORS Komasawa, Nobuyasu; Nishihara, Isao; Tatsumi, Shinichi; Minami, 
Toshiaki 

 

VERSION 1 - REVIEW 

REVIEWER Hany A. Mowafi 
University of Dammam  
Dammam, Saudi Arabia 

REVIEW RETURNED 28-Sep-2014 

 

GENERAL COMMENTS This is a placebo-controlled, randomized, non-blinded study. It 
examines the effect of prewarming I-gel on the leak pressure with 
time. Other outcome variables were the success of insertion and the 
incidence of complications. The research question was not 
answered properly as the leak pressure was not followed over time 
to to find out how quickly the prewarmed I-gel fits laryngeal 
structures. Power analysis and statistical methodology have some 
problems. some important references addressing the subject are not 
mentioned and language editing is a must. This is detailed below:  
 
Title:  
• The primary outcome variable better be referred to in title (e.g. 
evaluation of airway sealing pressure..)  
• Better replace “non-paralyzed sedated” with “anesthetized, 
spontaneously breathing”  
• Personally, I prefer a title that summarize the study “Pre-warmed i-
gel does not increase …”  
• Define the trial registry site (University Medical Information 
Network, Japan).  
 
Introduction:  
• Very similar text to “The effects of prewarming the I-gel on fitting to 
laryngeal structure Am J Emerg Med. 2012,30:1756-9  
• Why 42°C?  
• Contrary to your previously (unpublished) study, the above 
mentioned study found that prewarming the I-gel to body 
temperature did not have any significant benefits in paralyzed 
patients. You should refer to this study!  
• Delete the sentence “we felt…” and state hypothesis directly “we 
hypothesized that …”  
 
Patients and methods:  
• Needs English editing  
• Abbreviations should be explained first time mentioned 
“Supraglotic devices (SGDs)”.  
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• Did you exclude patients with difficult airway?  
• Non-fixed induction doses will add to non-blinding bias.  
• How was the sealing pressure measured? Do you mean Leak-
pressure? Was it measured once after insertion? It is known that the 
i-gel sealing improve with time as it soften by increasing 
temperature.  
• Why two-way repeated ANOVA was used for sealing pressure if it 
is measured once? What are the two factors used? A simple t-test 
would be enough. If the sealing (or leak) pressure was repeatedly 
measured over time what post-hoc test was used? And where are 
the results of these repeated measurements?  
• Power Analysis:  
o Was not based on primary outcome variable (leak pressure).  
o Can you explain the low insertion success rate on first attempt in 
your pilot study (50%) vs. the actual success rate in the study (35/37 
or 94%).  
o It is usual to add 10% to the number of cases calculated from 
power analysis to compensate for missed cases (i.e. your optimum 
number should be around 40 per group)  
• Was the failed insertion case excluded? If not, how was the leak 
pressure calculated for this particular case?  
 
Results:  
• OK apart form including the case with failed insertion (see above).  
 
Discussion:  
• Needs English editing.  
• Needs re-arrangement: first major findings, then merits adequately 
interpreted and discussed, then relevant studies and comparisons, 
then limitations and finally conclusions.  
• You hypothesize that “pre-warming of the i-gel to 42°C would 
enable the cuff to fit the pharyngeal structure more quickly” while 
you measure the leak pressure only once after insertion!  
• You did not explain in the discussion why 42°C was selected.  
• The study about the equivocal effect of prewarming in paralyzed 
patients was not mentioned and your study in paralyzed patients in 
not accessible.  
 
Tables: Please review P value in the tables especially the one 
concerning sealing pressure 

 

REVIEWER Dr Will Donaldson 
Department of Anaesthetics  
Antrim Hospital  
Northern Health and Social Care Trust  
Northern Ireland 
 
I have delivered lectures for Intersurgical - the manufacturer of the i-
gel. 

REVIEW RETURNED 16-Oct-2014 

 

GENERAL COMMENTS This article describes a study comparing insertion of prewarmed and 
room temperature i-gel supraglottic airways in non-paralysed 
patients undergoing general anaesthesia. It is an interesting addition 
to the study previously reported by the same authors, which seemed 
to show that the i-gel performed better when prewarmed in 
paralysed patients. The description of the polymer used in 
manufacture of the device as thermoplastic is misleading, however. 
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This substance - styrene ethylene butadiene styrene - is stable at 
temperatures which include body temperature, and the prewarming 
temperature of 40C used in the study. This is almost certainly why 
the results are as they are. I would encourage the authors to contact 
the manufacturer to confirm this as it forms the opening part of their 
discussion, page 11 lines 9-18. The study is well-designed, with 
clear outcomes and sound methodology. I am not an expert in 
statistics, but these seem sound. The results are presented clearly 
and the discussion (save for the thermoplastic description) is 
balanced and well-referenced. Overall, the article is well-written and 
of interest. It does require a few language corrections.  

 

VERSION 1 – AUTHOR RESPONSE 

To Reviewer #1  

 

This is a placebo-controlled, randomized, non-blinded study. It examines the effect of prewarming I-

gel on the leak pressure with time. Other outcome variables were the success of insertion and the 

incidence of complications. The research question was not answered properly as the leak pressure 

was not followed over time to to find out how quickly the prewarmed I-gel fits laryngeal structures. 

Power analysis and statistical methodology have some problems. some important references 

addressing the subject are not mentioned and language editing is a must. This is detailed below:  

 

We deeply appreciate for your helpful and kind comments our manuscript. We agree with all your 

helpful comments. According to your comments, we revised our manuscript. We feel that our 

manuscript is dramatically improved by your comments.  

 

Title:  

• The primary outcome variable better be referred to in title (e.g. evaluation of airway sealing 

pressure..)  

• Better replace “non-paralyzed sedated” with “anesthetized, spontaneously breathing”  

• Personally, I prefer a title that summarize the study “Pre-warmed i-gel does not increase …”  

• Define the trial registry site (University Medical Information Network, Japan).  

According to the suggestion of Reviewer#1, we changed the title and expression of UMIN.  

As for the title, we believe that ‘non-paralyzed sedated’ is better expression because spontaneous 

breathing is suppressed to some content by anaethetics.  

 

Introduction:  

• Very similar text to “The effects of prewarming the I-gel on fitting to laryngeal structure Am J Emerg 

Med. 2012,30:1756-9  

We changed the expression. We deeply apologize for the inconvenience regarding our expression.  

 

• Why 42°C?  

According to the suggestion of Reviewer#1, we added this reason in the introduction and method.  

 

• Contrary to your previously (unpublished) study, the above mentioned study found that prewarming 

the I-gel to body temperature did not have any significant benefits in paralyzed patients. You should 

refer to this study!  

According to the suggestion of Reviewer#1, we cited this study.  

 

• Delete the sentence “we felt…” and state hypothesis directly “we hypothesized that …”  

According to the suggestion of Reviewer#1, we changed the expression.  
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Patients and methods:  

• Needs English editing  

According to the suggestion of Reviewer#1, we re-edited our English.  

 

• Abbreviations should be explained first time mentioned “Supraglotic devices (SGDs)”.  

According to the suggestion of Reviewer#1, we changed the expression.  

 

• Did you exclude patients with difficult airway?  

Of course, we excluded difficult airway, we added this in the manuscript.  

 

• Non-fixed induction doses will add to non-blinding bias.  

According to the suggestion of Reviewer#1, we added this in the limitation.  

 

• How was the sealing pressure measured? Do you mean Leak-pressure? Was it measured once 

after insertion? It is known that the i-gel sealing improve with time as it soften by increasing 

temperature.  

We measured leakage pressure by monitoring the pressure measure attached to ventilator.  

 

• Why two-way repeated ANOVA was used for sealing pressure if it is measured once? What are the 

two factors used? A simple t-test would be enough. If the sealing (or leak) pressure was repeatedly 

measured over time what post-hoc test was used? And where are the results of these repeated 

measurements?  

According to the suggestion of Reviewer#1, we changed our statistics to Mann-Whitney U test.  

 

• Power Analysis:  

o Was not based on primary outcome variable (leak pressure).  

o Can you explain the low insertion success rate on first attempt in your pilot study (50%) vs. the 

actual success rate in the study (35/37 or 94%).  

o It is usual to add 10% to the number of cases calculated from power analysis to compensate for 

missed cases (i.e. your optimum number should be around 40 per group)  

We evaluated the power analysis in the previous study with muscle relaxant.  

As this is a routine anesthetic practice, we did not add 10%. We added this in the limitation.  

 

• Was the failed insertion case excluded? If not, how was the leak pressure calculated for this 

particular case?  

We excluded insertion failed cases. Leakage volume was calculated in the successful ventilation. We 

added this in the method.  

 

Discussion:  

• Needs English editing.  

According to the suggestion of Reviewer#1, we re-edited our English.  

 

• Needs re-arrangement: first major findings, then merits adequately interpreted and discussed, then 

relevant studies and comparisons, then limitations and finally conclusions.  

According to the suggestion of Reviewer#1, we re-arranged our manuscript. Especially, we added 

several limitations.  

 

• You hypothesize that “pre-warming of the i-gel to 42°C would enable the cuff to fit the pharyngeal 

structure more quickly” while you measure the leak pressure only once after insertion!  

According to the suggestion of Reviewer#1, we added this in the limitation part.  

 

• You did not explain in the discussion why 42°C was selected.  

 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-2014-006653 on 13 January 2015. D

ow
nloaded from

 

http://bmjopen.bmj.com/


We selected this degree because we considered this temperature is the safe limit. According to the 

suggestion of Reviewer#1, we added this explanation.  

 

Tables: Please review P value in the tables especially the one concerning sealing pressure.  

We used Mann-Whiteny U test for the comparison of sealing pressure.  

We again checked all the other results and calculated the same values.  

 

To Reviewer #2  

Thank you for appreciating clinical importance of our original articles.  

 

Reviewer comments;  

1, This article describes a study comparing insertion of prewarmed and room temperature i-gel 

supraglottic airways in non-paralysed patients undergoing general anaesthesia. It is an interesting 

addition to the study previously reported by the same authors, which seemed to show that the i-gel 

performed better when prewarmed in paralysed patients. The description of the polymer used in 

manufacture of the device as thermoplastic is misleading, however. This substance - styrene ethylene 

butadiene styrene - is stable at temperatures which include body temperature, and the prewarming 

temperature of 40C used in the study. This is almost certainly why the results are as they are. I would 

encourage the authors to contact the manufacturer to confirm this as it forms the opening part of their 

discussion, page 11 lines 9-18. The study is well-designed, with clear outcomes and sound 

methodology. I am not an expert in statistics, but these seem sound. The results are presented clearly 

and the discussion (save for the thermoplastic description) is balanced and well-referenced. Overall, 

the article is well-written and of interest. It does require a few language corrections.  

 

According to the suggestion of the Reviewer#2, we confirmed to the manufacturer (Intersurgical) that 

cuff of i-gel. They answered to us that durability to sterilization was sufficiently elucidated but they do 

not validate shape change by body temperature. They also answered that the thermoplastic nature of 

the cuff may contribute to the high-sealing pressure.  

 

According to the answer from Intersurgical company and Reviewer#2, we corrected some 

expressions in the discussion part. 

VERSION 2 – REVIEW 

REVIEWER Hany A. Mowafi 
University of Dammam  
Saudi Arabia 

REVIEW RETURNED 11-Dec-2014 

 

GENERAL COMMENTS The study has two major limitations which threaten the credibility of 
the results:  
First: The study is not powerful enough to detect differences 
between groups. The absence of adequate sample size can not be 
stated as a limitation especially with negative results.  
Second: measuring the sealing pressure once only immediately after 
insertion limit the effect of preheating again this can be stated only 
ass a limitation because the mechanism of sealing with I-gel 
depends on time.  
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