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Dear Editor,
In reference to your letter of October 4, 2012, we are pleased to learn that the editors are willing to give further consideration to our manuscript after appropriate revisions are made, and we fully understand that the submission of a revision does not guarantee acceptance for publication.

Several concerns were noted by the reviewer. We tried to respond to each criticism or recommendation. We revised various parts of the manuscript.
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1
The submitted study investigates a simple, yet important and unanswered question, the use of subcutaneous drain in colorectal surgery. Since evidence in this field is needed, the study is generally of interest to the surgical community.

The number of patients seems adequate, although there is no sample size calculation. This is, as in most other studies on the issue, the main drawback - its retrospective nature. This may also obscure the most interesting finding of the study - the tendency towards a lower infection rate in high risk patients who received a drain. This issue should both be mentioned in the methods section (a clear statement that it is a retrospective case control study is missing) and in the discussion. 

→The point that there is no sample size calculation is the main drawback.

”This study is a prospective cohort with historic controls in order to assess the use of Penrose drains. We used the Penrose drain to consecutive cases of open colorectal surgeries from June 2010 to November 2011.” So, we added the statement in the methods section. (p.6. l.15)
2
A minor issue is the use of t-tests while no testing for normality of the data is mentioned.

→”Numerical data are given as mean ± SD. The data conforms to the normal distribution.” We added this sentence to the context. (p.9. l.12)

3
The language needs a workup, since some sentences are hard to understand, if not grossly incorrect. I have marked a few passages in the attached word-file, but this is not a complete language workup
→We checked your message in the attached word-file, and revised sentences.
Reviewer (57813)
1. 
A lot of laparotomies are carried out in a clean-contaminated setting like the patients under study. A randomized trial would overcome the disadvantages of the study design chosen. Studies comparing a prospective cohort with historic controls are at risk for bias. Due to the retrospective nature of the control population, outcome measures as SSI may be underdiagnosed. This is likely to trouble an adequate comparison with the prospective, intervention population. In this study, the effect of Penrose drains could be more profound if SSI’s were underreported in the control group. The potential risk of this kind of bias should be added in the discussion section.
→Our hospital is a cancer center, and does not have a emergency outpatient unit. So, there is very few frequency of emergency surgery, for example colon perforation, and our study objects were patients undergoing elective open colorectal surgery. Certainly, one author reported that Penrose drain was more efficient in contaminated surgery of digestive tract surgery. There is a possibility that the effect of Penrose drain was more profound, if object included contaminated colorectal surgery. We added the potential risk of this kind of bias in the discussion section. (p.13. l.12)
2
In the introduction section, an alternative technique (drainage) to prevent SSI is mentioned.  The value of different abdominal dressings is studied widely. The results justify a further search for new techniques, such as Penrose drains which are likely to be cheaper.  Integrating a small section on other alternatives would place the Penrose technique in context.

→”there are few reports of the efficacy of prophylactic subcutaneous drain for prevention of s-SSI following digestive surgery. Recently one reported a systematic randomized evaluation in patients undergoing laparotomy in digestive surgery to clarify whether subcutaneous closed suction drains affect wound infection, and he concluded there is no indication for prophylactic subcutaneous suction drain. Furthermore, there is no evidence about the use of prophylactic subcutaneous Penrose drains (PD) which are likely to be used widely and cheaper than suction drains in digestive surgery.” We added this comment in the introduction section. (p.6. l.6)　 
3
SSI surveillance was started in 2003 by an infection control team and a reduced incidence of SSI was seen from 12 to 5%. How do the authors differentiate between the continuing efforts of this team and possible effects of the newly introduced Penrose technique?

→SSI surveillance was started in 2003 by an infection control team, and we changed the surgical instruments just before the peritoneal-muscle closure, and the wound was irrigated with 1,000 ml of saline solution just before skin closure. In the result, incidence of s-SSI was reduced from 12 to 5 %. This time, we did not change these traditional means, and added subcutaneous PD to decrease the incidence of s-SSI. 
4
Patients underwent a form of bowel preparation and 1 day fasting prior to surgery.  This is not according to the accumulating evidence of the beneficial effects of Enhanced recovery after surgery programs.  In these programs minimal length incisions are advocated and a reduced complication rate is found. Incision length may play a role in the occurrence of SSI’s. Were the principles of fast track surgery followed?

The authors report preoperative showering, (prolonged) prophylactic use of antibiotics, but preoperative removal of body hair and the use of either iodine or chlorohexidine was not mentioned.  Spillage of bowel contents is relevant also.Furthermore, the fascia/ muscle layer was closed with Vicryl sutures, which is a multifilament suture and resolves within 3-6 weeks. It is thought that multifilament sutures are more prone for SSI’s than monofilament wires such as PDS, which resolve after 6 months. Suture choice should be discussed shortly.

→We are continuing process of trial and error about Enhanced recovery after surgery programs at the present day. In this study, we could not fully practice Enhanced recovery after surgery programs. We added comments of preoperative removal of body hair and disinfection of surgical field by the use of iodine in context. (p.8. l.4)
→In regard to suture choice, we always closed the fascia/ muscle layer with Vicryl sutures in clean-contaminated surgery. Certainly, multifilament sutures such as Vicryl are more prone for SSI than monofilament wire such as PDS. On the other hand, one recently reported that antibacterial-coated multifilament (VICRYL Plus®) was more effective than monofilament (PDS-II® ). (Christoph Justinger et al report Antibiotic coating of abdominal closure sutures and wound infection; Surgery. 2009 Mar;151(3):398-403.) We need to examine suture choice to prevent SSI from now on. We added these comments in context. (p.14. l.5) 
5
The authors state than Penroses were removed on day 3 but with a range up to 12 days. What where the reasons for this late removal, which is possibly related to retrograde infection?

→In the case of removal on day 12, we indwelled PD for a long period due to too much serous effusion from PD, and s-SSI did not occur fortunately. But we also considered that long indwelling of PD was a high risk of retrograde infection regardless of amount of effusion. So, we removed PD on postoperative day three on the basis of fundamental rules from that time.  
Reviewer(44056)
1
Title is acceptable but should not have abbreviation.

→We revised abbreviation of title. (p.1. l.5)
2
Abstract could use more succinct research language. For example Methods could be “This is a comparative study of the historical control type. Intervention was the use of Penrose drain in elective open colorectal surgical wounds. Outcome was superficial surgical site infection. Patients were risk stratified by depth of subcutaneous tissue. “

→We revised abstract primarily Methods. (p.3. l.2)
3
Introduction 

Nicely summarises institution’s scene. Authors could more authoratively reference clinical sequel and health cost of superficial wound infection. They appropriately point out that there does not seem to be colorectal literature relevant, but that there is some gynecology literature. They could reference other fields where there is significant literature regarding superficial drains including vascular surgery and orthopedic. 

→There are few reports of the efficacy of prophylactic subcutaneous drain for prevention of s-SSI following digestive surgery. Recently one reported a systematic randomized evaluation in patients undergoing laparotomy in digestive surgery to clarify whether subcutaneous closed suction drains affect wound infection, and he concluded there is no indication for prophylactic subcutaneous suction drain. We added these comments in context (p.6. l.1). 

4
Methods

There is no power calculation (estimate of sample size required to detect a specific reduction in wound infection). Should mention if one or two-tailed P values are used. Otherwise essentially fine, but there seems to be a very regimented preoperative, operative and postoperative pathway that seems unbelievable to an outsider more used to individual surgeon variation. Either state (and explain why) that there is this regimented pathway, or acknowledge there is some surgeon variation. Results section concedes such surgeon variation with regard to timing of drain removal. 

→The point that there is no sample size calculation is the main drawback. This study compared a prospective cohort with historic controls. There was no evidence that the use of subcutaneous drain in colorectal surgery was efficient to prevent s-SSI, and there was a possibility of disadvantage following the use of PD. So, two-tailed P values were used. We used the PD to the same number of consecutive cases of open colorectal surgeries as the prior period.
Our hospital is a cancer center, and does not have an emergency outpatient unit. Moreover, some specialists for colorectal disease perform colorectal surgery. So, there is very few frequency of emergency surgery, for example colon perforation, and patients could receive much regimented preoperative, operative and postoperative pathway. In regard to timing of PD removal, two resident surgeons removed PD. So, the variation of timing of PD removal was due to the amount of effusion, but surgeon variation. 
5
Results

Table 2 seems like clutter and part duplication of Table 1. The purpose of Table 3 is not clear to me (suggest explain or omit). I am uncertain as to what Table 5 is demonstrating – presumably it gives readers a picture of infective cases (so why not compare with ‘prior period’ cases, or why not also include low risk patients etc – perhaps this could be more thought through and presented. 

→ We showed the types of surgery in Table 2, because the types of surgery is generally recognized as a factor of SSI in common with operation time and blood loss. 
→We expected the more efficacy of PD in high s-SSI risk group in this study, because the incidence of s-SSI in low s-SSI risk group was very low in the prior period. So, we demonstrated the characteristics of high s-SSI risk group in Table 3.

→We wanted to investigate a risk of retrograde infection associated with the insertion of PD. So, we added two s-SSI cases of low s-SSI risk group in the latter period as you remarked. (p.23. l.1)
6
Discussion

Needs some work.Main neglected point is a very clear and upfront acknowledgement that this study is underpowered (assuming same proportions were to persist then three times the sample size is needed to bring P<0.05). Surrounding issues discussed in first 1 ? paragraphs are good, but are disappointingly NOT definitively referenced. There is no basis to conclude “  .. the PD was removed at an appropriate time” Patients seem very healthy (ASA) and slim (BMI) to what I am used to … perhaps the authors could postulate great benefit in the greater Western world, and in higher infection risk cases (e.g. emergency etc).

→Certainly, no sample size calculation is the main drawback. But, there was a possibility of disadvantage associated with the insertion of PD at first. So, we used the PD to the nearly equal consecutive cases of open colorectal surgeries in the prior period .
→We deleted the expression “  .. the PD was removed at an appropriate time” in context.
We hope that we have successfully addressed the criticisms and suggestions of the reviewers. We would like to kindly request that our paper again be considered for publication. We thank you and the reviewers for your valuable comments which have helped us to improve our paper. 

Sincerely, 

Shingo Noura, M.D., Ph.D.

