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ANSWERING REVIEWERS

April 3, 2013
Dear Editor,
We really appreciate reviewers’ comments about our manuscript. We revised it according to the suggestions of reviewers one by one and mark it with yellow bar in manuscript. 

Please find enclosed the edited manuscript in Word format (file name: 2155-review.doc).

Title: Comparison of Double Pants with Single Pants on Satisfaction with Colonoscopy
Author: Sook Hee Chung*, Soo Jung Park*, Jong Suk Hong, Jee Young Hwang, Sin Ae Lee, Kyung Ran Kim, Hye Sun Lee, Sung Pil Hong, Jae Hee Cheon, Tae Il Kim, and Won Ho Kim
Name of Journal: World Journal of Gastroenterology
ESPS Manuscript NO: 2155
The manuscript has been improved according to the suggestions of reviewers:

1 Format has been updated

2 Revision has been made according to the suggestions of the reviewer
1. Comment: The sensitivity related to the psychological aspects related to anxiety and shame depends, in part, on the different behavior and sensitivity of the society analyzed and this aspect should be emphasized in the Discussion.  This complex study is well designed and analyzed.

Answer) We appreciate your comments.

Page 13, Line 13: We emphasized this point in discussion part and marked it with yellow marking.
“The sensitivity related to the psychological aspects including anxiety and shame might partly depends on the different characteristics including age, gender, behavior, social environment and sensitivity of the society. As example lower anxiety scores was reported to be associated with older age, male sex, lower income, experience of previous colonoscopy and lower education.” 

2. Comment: What is the percentage of patients submitted to no sedation colonoscopy during the inclusion period of the study?
Answer) In this study, all enrolled examinees underwent colonoscopies without sedation. Approximately 50 percentages of total patients underwent colonoscopy without sedation in our hospital during the inclusion period of this study.
3. Comment: Were the procedures done in the same room, or very near to the dressing room?
Answer) All colonoscopic examinations were done in one of the four endoscopy rooms, and every room was located next to the side-by-side. All the rooms were placed approximately 20 m in distance from the dressing room. 
4. Comment: Did all the patients need position changes during the procedure?
Answer) All the examinees were in lateral decubitus position at the beginning of procedures. 

During insertion of colonoscopy, they usually changed their posture to prone position with flexed legs to make the scope easier to be inserted above the descending colon.
5. Comment: There is the question as to whether the doctors and nurses interviewing the patients before and after the procedure may have had some influence on the answers in this specific study. This possibility should be discussed in the Discussion

Answer) The only one nurse, as the third party examiner, interviewed the patients before and after the procedure to exclude interviewer’s influence on the answers in this study. 
Page 6, Line 19: We inserted this sentence in materials and methods part and mark it with yellow bar as following.
“In this study the only one nurse, as the third party examiner, interviewed the patients before and after the procedure to exclude interviewer’s influence on the answers in this study.” 
6. Comment: Despite the differences obtained reaching statistical significance, these differences were moderate in most of the items analyzed except in the change of state of anxiety before and after the procedure between the two groups analyzed. This aspect probably needs some more explanation for the readers since it achieved the greatest difference among all the variables analyzed in the study.
Answer) The differences of shame and state of anxiety after colonoscopy between the two groups were moderate in most of the items. But, the difference in change of state of anxiety before and after the procedure might be clinically significant. Because all participants are healthy persons in psychological aspect at baseline, even moderate change of anxiety level after colonoscopy could result in decreased satisfaction of the procedure and reduced compliance to next examinations in clinical practice.
Page 13, Line 21: We inserted this sentence in discussion part and mark it with yellow bar as following. 

“The differences of shame and state of anxiety after colonoscopy between the two groups were moderate in most of the items. But, the difference in change of state of anxiety before and after the procedure might be clinically significant. Because all participants are healthy persons in psychological aspect at baseline, even moderate change of anxiety level after colonoscopy could result in decreased satisfaction of the procedure and reduced compliance to next examinations in clinical practice.”
7. Comment: The distribution of the studied population is somewhat surprising as is the high percentage of polyps found in the two study groups, which was higher as compared with the general population in most Western countries.
Answer) In the present study percentage of number of examinees with polyps were 58.8% (n=47) and 52.5% (n=42) in conventional single pants group and novel double pants group which were higher as compared with that of the general population in most Western countries. This study was performed in tertiary referral academic medical center, so selection bias of the enrolled patients may be inevitably existed. For example, although almost examinees visited our center for routine check-up of colonoscopy or evaluation of their mild gastrointestinal symptoms, the examinees who had past medical or family history of colon polyps have a tendency to prefer tertiary medical center than primary care center for one-step endoscopic mucosal resection or polypectomy because the accessibility of tertiary medical center is not difficult in Korea in terms of medical fees and waiting time. 
8. Comment: Firstly, my major comment is that in general the paper needs to be condensated. There are nearly 4 pages of results. Highlight and discuss the most important findings and their clinical implication. For example, the whole section of page 9 “Baseline…” could be referred to the Table. 

Answer) We condensated 4 pages of results into 2 pages. We appreciate your significant comments.
9. Comment: The description of the study population regarding the excluded people is very detailed – why? Why so many so many excluded? 

Answer) Eight examinees were excluded because of colon cancer found during the colonoscopy, ten examinees were excluded because of psychologic disorder, three examinees were excluded because of a history of bowel resection, and four examinees were excluded because of ASA scores ≥ 3. These medical histories could influence the emotional or psychological outcomes such as satisfaction, shame, baseline anxiety level, or change of anxiety change in our study. The patient who underwent colonoscopy within 3 years was also excluded because the recent experience could influence the level of shame or anxiety during the examination. We tried to minimize the confounding effects. 
10. Comment: What about the ones included? Are they referred patients at the clinic?

Answer) All of included people were the patients who visited the clinic for routine health check-up or for evaluating their mild gastrointestinal symptoms. Because we tried to minimize the selection bias of tertiary referral medical center, we excluded the patients who were referred by the physicians of primary or secondary medical center and needed more special care due to their objective medical problems. 
Page 4, Line 14: We added the sentence in materials and methods part and marked it with yellow marking 
11. Comment: Would like a better CONSORT diagram instead of the “Study protocol”

Answer) We appreciate your kind comment. We changed the term “Study protocol” into “CONSORT diagram” and marked it with yellow bar in revised Figure 1.
12. Comment: Fig 2. Protocol of what? Fig 2 needs to be referred to earlier in the section. 

Answer) We exchanged the number of figure 1 and figure 2. “Figure 2.” Study protocol was change to “figure 1.” and is referred to earlier in the materials and methods section (Page 5, Line 15 with a yellow bar). In addition, we changed the term “Study protocol” into “CONSORT diagram” and marked it with yellow bar in revised Figure 1.
13. Comment:  I do not understand the blinding procedure – how can the endoscopist OR the patient OR the nurse be blinded to the intervention? In the discussion page “Endoscopist could not be “completely blinded…” As a reviewer I get the impression that blinding is presented because it is golden standard in an RCT.

Answer) Before colonoscopy, participants, outcome assessors, and care providers (endoscopists and nurses) were blinded to assignment to the allocation because the third party examiner allocated the enrolled subjects regarding to the prepared permuted-block randomization table. Therefore, allocation concealment was considered to be appropriate in this study. We changed the sentences in Page 5, Line 21. 
Endoscopists could not be completely blinded to the types of colonoscopic pants worn because they ultimately saw which pants they were wearing during the colonoscopic procedure. However, the outcome assessors were blinded during the total period of study. In addition, all the endoscopists who performed the colonoscopy were excluded from the outcome assessors. And there was no questionnaire for endoscopists in this study. We added these sentences with yellow marking in Page 14, Line 5.
Unlike allocation concealment, blinding to participant is sometimes impossible to perform in randomized controlled trial (RCT) like this study. This study is classified as single-blind RCT regarding to unblinded participants and blinded outcome assessors. 
14. Comment: Did the patients get information about the other alternative of pants? 

Answer) Yes, they did. All patients got information about the other alternative of pants when they signed at written informed consent.

15. Comment: How could they say if they would prefer the same pants or not if they did not know the alternative?

Answer) All patients knew the other alternative of pants because the nurse explained it when they signed at written informed consent. The question about willingness to repeat same thing was generally used for the questionnaire of satisfaction.
16. Comment:  Did the participants understand what was the purpose of the study? What information did they get? 

Answer) Before they signed at written informed consent, the nurse in outpatient clinic explained the purpose of the study. They got the information about not only the purpose of the study, but also the study design, the types of pants, the possible adverse events of procedure, and the contents of interview. 
We added these sentences with yellow marking in Page 4, Line 19. 
17. Comment: How many interviewers and endoscopists were involved? How many each? 

Answer) The only one nurse, as a third-party examiner, was blinded the examinee’s allocation and interviewed the examinees one-by-one in this study. During the procedure three endoscopists and four nurses (three nurses who assisted the colonoscopy in the endoscopic room and one nurse who received informed consent in the outpatient clinic) were involved as care providers in this study. And there were independent, three outcome assessors including statistician in this study.
18. Comment:  When did the patients actually get the pants? Put them on at home? 

Answer) All patients got the pants in the hospital just before the procedure according to the randomized allocation by the nurse in outpatient clinic. 
The pants had been prepared with marking ‘A type’ (conventional single pants) and ‘B type’ (novel double pants). We added these sentences with yellow marking in Page 6, Line 14. 
19. Comment: As pointed out above, the Results section is too extensive. Only highlight the results of importance.
Answer) We appreciated your important comment. We condensated 4 pages of results into 2 pages.
20. Comment:  There are many variables studied and some differences – of course – could be of statistical significance only by random. It would be relevant with a better hypothesis of differences between pants in the Introduction.  
Answer) The hypothesis was that novel double pants could decrease shame and anxiety and increase satisfaction of examinee after colonoscopy. Our focus is not associated with technical aspect of the pants, but with emotional aspect (e.g. satisfaction) after examination.
Therefore, it was not easy to speculate the estimated emotional differences between two groups for calculation of appropriate numbers of participants which have statistical power. First, we discussed with a psychiatrist, one of our co-authors, and selected the objective indicators to estimate the satisfaction, shame and anxiety level. Second, we conducted the preliminary survey before design of this study to estimate the differences of satisfaction between two groups because there were no related references. Based on the preliminary results, we calculated that a sample size of 80 participants was sufficient to detect an effect value of 0.5 (mean difference/common SD) at a significance level of 0.05% (two-sided) with 80% power and 20% drop-out rate. Therefore, we tried to minimize the chance of statistical significance only by random.

21. Comment:  As a reader the novelty of the paper is the new pants and to read that “unmarried examinees had less pants-specific satisfaction” or “urban examinees had higher state anxiety score after colonoscopy” is very far fetched.

Answer) Our primary endpoint was to investigate that novel double pants increase the satisfaction and decrease shame and anxiety of examinees. 
After analysis of primary endpoints, we additionally conducted the univariate and multivariate analysis to determine factors predictive of increasing satisfaction, decreasing shame and anxiety. Of course, we could not generalized that the novel double pants are helpful especially for unmarried examinees and urban examinees because of small number of patients, but we could suggest that these characteristics of examinees could be risk factors to decrease satisfaction of colonoscopy in the clinical practice. 
22. Comment:  I also have some minor comments regarding the text: 

1) Comment: In the Abstract, Results, e.g. the figures 3.3 and 2.1 do no say anything when the reader does not know the maximum of the scale.  When you read anxiety 33.0 and 35.4 you believe the maximum of the scale is 100. Is the statistical significance really clinical significant?

Answer) The range of the scale of satisfaction, anxiety, and shame were noted in the abstract, the materials and methods and table 3 with yellow marking. The scores on pants-specific satisfaction ranged between 5 and 20, and the scores of the trait and state anxiety questionnaire range between 20 and 80. The scores on the body shame questionnaire ranged between 6 and 24. 
There were moderate differences of state anxiety before colonoscopy (39.9 ± 8.8 vs. 37.9 ± 8.2, P = 0.144) and after the colonoscopy (33.0 ± 7.0 vs. 35.4 ± 6.9, P = 0.028) between the novel double pants (NDP) and conventional single pants (CSP) groups. Even though the difference of state anxiety after colonoscopy between the NDP and CSP was about 2 points, the difference of the change of state of anxiety before and after the colonoscopy (-6.9 ± 8.4 vs. -2.4 ± 7.6, P = 0.001) between the two groups was the greatest among all the variables analyzed in the study. Because all participants were patients without anxiety disorder and healthy persons in psychological aspect, moderate difference in change of state of anxiety may influence the emotional aspect of examinees in clinical practice (e.g. decreased satisfaction of the procedure and reduced compliance to next examinations). 

It is expected that the needs for improvement of patients’ satisfaction are increasing in the clinical practice. Thus, we suggest that the endoscopists should not ignore the factors affecting emotional aspect of patients in their clinical practice. 
2). Comment:   Introduction, second paragraph – “our centre”. Where?

Answer) Our center means Severance Hospital, Yonsei University College of Medicine, Seoul, Korea. We had mentioned it on materials and methods section.
3). Comment:  The description of the pants top page 4 belongs to the M&M

Answer) Thank you for your kind comments. We moved that part to materials and methods in Page 6, Line 4 with yellow marking.
4) Comment: Biostatistician last section page 5? 
Answer) The biostatistician was a person who made permuted four-block randomization table and calculated the numbers of participants. We inserted this point in Page 5, Line 18. She also gave the other statistical advisory to us.
3 References and typesetting were corrected

Thank you again for publishing our manuscript in the World Journal of Gastroenterology.

Sincerely yours,
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Won Ho Kim, MD., PhD.

Department of Internal Medicine

Yonsei University College of Medicine

50 Yonseiro Seodaemun-gu Seoul 120-752, Korea
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