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VERSION 1 - REVIEW 

REVIEWER Lukas Krähenbühl 
Department of Surgery  
Kantonsspital Glarus  
Burgstrasse 99  
8750 Glarus  
Switzerland 

REVIEW RETURNED 17-Mar-2016 

 

GENERAL COMMENTS The manuscript of the Falcon trial is clear, well written and within all 
criterias of the SPIRIT checklist. The study is planned to be 
performed in patients for elective laparoscopic cholecystectomy 
without acute Inflammation or common bile duct stones. As an 
exclusion criteria chronic cholecystitis is given. However, chronic 
cholecystitis is nomally found histologically in nearly all patients 
suffering from gallstones. Therefore chronic Inflammation should be 
excluded from the exclusion criteria but nor the criterion "shrunken 
gallbladder".  
Otherwise the manuscript can be accepted as presented.  

 

REVIEWER ANTONIO PESCE 
Department of Medical and Surgical Sciences and Advanced 
Technologies "G.F. Ingrassia", University of Catania, Italy 
 
Colorectal surgery  
Biliary surgery 

REVIEW RETURNED 09-Apr-2016 

 

GENERAL COMMENTS It's a a good study protocol that should assess the effective value of 
the NIRF-imaging technique during laparoscopic cholecystectomy. I 
agree with the importance of "Critical View of Safety" as primary 
endpoint of the study. As regards to inclusion criteria, I believe that 
only the patients with terminal renal insufficiency should be 
excluded.  
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REVIEWER Michele Diana 
IHU-Strasbourg, Institute of Image-Guided Surgery, France 

REVIEW RETURNED 04-Jun-2016 

 

GENERAL COMMENTS Nicely written protocol, with sound methodology, which adresses a 
hot topic in fluorescence-guided surgery. 

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer 1 stated the following: ‘As an exclusion criterion chronic cholecystitis is given. However, 

chronic cholecystitis is normally found histologically in nearly all patients suffering from gallstones. 

Therefore, chronic Inflammation should be excluded from the exclusion criteria'. We agree with this 

and in the currently used and approved version of the protocol we do not exclude cholecystitis 

anymore. These changes are also made in this manuscript (on pages 2, 6, 7, 8 and protocol-version 

on page 14). Also, this new protocol is included in this submission. Reviewer 1 also suggested that a 

‘shrunken gallbladder' should be excluded. However, we decided not to exclude these patients 

because a ‘shrunken gallbladder’ is a condition that is not always diagnosed preoperatively, and it is a 

situation that makes surgery more difficult and therefore fluorescent imaging potentially more useful. 

For these reasons, we feel we should not exclude these patients. The other exclusion criteria (such as 

the exclusion of renal insufficiency) are part of the official study protocol that has been approved by 

the medical ethics committee, and part of the study that is running at present. So these cannot be 

changed.  

• Strategies for achieving adequate participant enrolment to reach target sample size are described 

on page 6 (SPIRIT checklist item 15)  

• The composition of the independent data monitoring team is described on page 11 (SPIRIT checklist 

item 5d)  

• The dissemination plans are described in the ‘Ethics and dissemination’ section on page 13 (SPIRIT 

checklist item 31a)  

• The page numbers mentioned in the SPIRIT checklist are adjusted to the revised manuscript.  

 

Reviewer 2 stated that ‘As regards to inclusion criteria, I believe that only the patients with terminal 

renal insufficiency should be excluded.’ For safety reasons we want to exclude all renal insufficiency, 

since a higher risk for anaphylactic reactions to the Indocyanine Green has been described in patients 

with renal insufficiency in the SPC-text of Indocyanine Green. The exclusion of these patients is not 

expected to cause a significant delay in the inclusion time of the study. 
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