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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. Below are the editor’s comments and our corrections. 
Major

1. Stent patency and the criteria of bile leak resolution should be defined.

We defined Stent patency and criteria for bile leak resolution under methods section as follows: “Stent patency can be defined as adequate bile and contrast flow from the stent and into the ampulla during ERCP without clinical signs and/or symptoms of biliary obstruction (eg RUQ pain/tenderness, elevated alkaline phosphatase ± bilirubin, ect.). “

“Criterion for bile leak resolution at ERCP is defined as absence of contrast extravasation from the CBD, cystic duct remanent, or gall bladder fossa.”

2. The methods of data analysis and presentation should be included in the “Materials and Methods” section.

Kaplan- Meier plots would be more appropriate to graphically display stent patency and bile leak resolution rates.

Results are expressed as median ± SD. Since only ONE patient had failed stent therapy the authors of this study feel that a Kaplan-Meir survival curve for bile duct patency would not be appropriate in this case. 

3. Since BBSs and bile leaks represent entirely different biliary pathologies, stenting time should be calculated separately for BBSs and bile leaks as well.

In the methods section we added: 

The median stenting time the BBS group was 62 ± 58 days (range 27-199 days). 

Stenting was maintained in the bile leak group for a median of 92 ± 81 days (range 48-251 days).  

4.  In one case, post- cholecystectomy BBS localized in the right hepatic duct. 

Unilateral placement of FCMS beyond the hepatic hilum harbors the possibility to occlude the contralateral hepatic duct, and depending on the Bismuth stage of stricture the side branches of the right or left hepatic ducts also may be occluded. In line of these considerations, insertion of FCMS for treatment of intrahepatic strictures may lead to cholangitis.

Authors should comment on this issue in the Discussion section.

In the discussion section we commented on the one case of BBS localized to the right hepatic duct. 

The patient with stenting of a BBS localized to the right hepatic duct had an additional anastomosis done by surgery between the other hepatic duct and the duodenum.


It is important to mention that unilateral placement of FCSEMS beyond the hepatic hilum harbors the risk of occluding the contralateral hepatic duct and side branches of the right or left hepatic ducts (depending on Bismuth stage of stricture).

5. Authors stated in the Materials and Methods section that „Twelve of 17 patients had prior common bile duct stenting or stent exchange with plastic or metal stents.”

I suppose that these cases of BBSs or biliary leaks failed to resolve despite placement of plastic / metals stents.

What was the total stenting time, average number and diameter of plastic stents had been used in the twelve patients. What was the distribution of plastic and metal stents used in this cohort of patients?

We addressed the editors question regarding previous stent therapy in the Discussion section. 

“Twelve patients had failed prior plastic stent placement and were referred to Harbor UCLA for refractory strictures (seven having had ≥ 2 stents). Because several of our subjects had stents placed at outside hospitals we are unable to determine the length of stenting, diameter or type of stent placed for all of these twelve patients. “

6. Please, provide data on the time elapsed from stent placement to proximal migration of FCSEMS. How did you treat proximal stent migrations?

Have strictures already resolved at the time of migration or BBSs still persisted requiring further intervention(s)?

Additional two patients had stent occlusion caused by intraluminal debris and bile duct stones. Please indicate the time of stent occlusion due to the aforementioned causes.

Based on the time of stent occlusion, stent patency rates best presented using Kaplan-Meier curves.

In the results section, under FCSEMS related complications, we addressed the editor’s question regarding the two cases of migration and intraluminal debris. Again since only ONE patient had failed stent therapy the authors feel that a Kaplan-Meir survival curve for stent patency rates would not be appropriate in this case. 

There were two cases of stent migration. The first migration was a Viabil metal stent seen to have migrated proximally. The time elapsed from stent placement to migration of FCSEMS was 27 days. Using rat-toothed forcepts the migrated stent was grasped at the distal end and removed. Prior to removal of the stent because the stent had migrated inwards, dilation of the sphincterotomy site was performed after which the distal end of the stent could be seen. The CBD stricture had resolved at the time of extraction. The second migration involved a Wallstent that migrated proximally. The time elapsed from the stent placement to migration was 66 days. A second Wallstent was placed into a migrated Wallstent. Both Wallstents were removed after 133 days.  

Two additional patients had stent occlusion caused by intraluminal debris and bile duct stones. The time elapsed from stent placement to occlusion caused by intraluminal debris and bile duct stones were 160 and 251 days, respectively. 

Minor

1. Abbreviations in the title should be omitted.

Abbreviations from the title were omitted. 

2. It would be better to mention the summary of related previous studies (Table 1) only in the Discussion section of the manuscript.

Table 1 was moved to the discussion section of the manuscript. 

3. It is likely, that shorter time elapsed from bile duct injury (and consequent BBS) to stent placement, BBSs are more prone to resolve with endoscopic therapy. One explanation of this observations is that tissue remodeling could be achieved more easily in early stages of stricture formation compared to advanced stages when, more fibrotic strictures present.

It would be valuable to present, if possible, some data about the time interval elapsed from bile duct injury to FCSEMS placement in the cohort of patients with post-cholecystectomy BBSs.

As mentioned above under # 5 (major) because a large number of subjects in our study were referred from outside hospital we are unable to assess the timing of initial bile duct injury. 

4. Authors stated in the Results section, that twelve patients had failed prior plastic stent placement.

What were causes of these failures? Have authors encountered technical difficulties of FCSEMS placement in those patients in whom prior plastic stent insertion was unsuccessful?

Again, as mentioned in the results/discussion section, twelve patients had failed prior plastic or metal stent placement and were referred to Harbor UCLA for refractory strictures (seven having had ≥ 2 stents). These subjects had FCSEMS placed for recurrent strictures. Because several of our subjects had stents placed at outside hospitals we are unable to determine the length of stenting, diameter or type of stent placed for all of these twelve patients. 

As mentioned in the discussion section – “We did not encounter technical difficulties of FCSEMS placement in patients who had failed prior plastic stent therapy. There was no significant difference in total stenting time for patients that had failed prior plastic stenting and new onset strictures or bile leaks.”

5. In the “Complications” subsection FSEMS should be changed to FCSEMS. 

We changed FSEMS to FCSEMS under complications. 

6. In the “Discussion” section, please, replace „±” with "and/or".

This correction was made in the discussion section

7. The legend of Figure 1. "Bile stricture patency rate" should be replaced with "Stent patency rate".

The title of y-line of Figure 2. should be changed to "Bile leak resolution rate". 

We made changes to both fig 1 legend and title of y line of Fig 2. 

8. Figures 3-11 should be referenced in the main body of text.

Fig 3-11 were referenced in the results section. 

9. Formatting of references should be in line with the Journal style.

We corrected the formatting of the references as suggested by the editors. 

3. References and typesetting were corrected

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

Sincerely yours,

David Lalezari, MD
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