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STROBE Statement—checklist of items that should be included in reports of observational studies

Section/item
Item 
No

Recommendation
Reported on Page 
Number/Line 
Number

Reported on  
Section/Paragraph

Title and abstract 1 (a) Indicate the study’s design with a commonly used term in the title or the abstract

(b) Provide in the abstract an informative and balanced summary of what was done and what was found

Introduction

Background/ 
rationale

2 Explain the scientific background and rationale for the investigation being reported

Objectives 3 State specific objectives, including any prespecified hypotheses

Methods

Study design 4 Present key elements of study design early in the paper

Setting 5 Describe the setting, locations, and relevant dates, including periods of recruitment, exposure, follow-up, and data 
collection

Participants 6 (a) Cohort study—Give the eligibility criteria, and the sources and methods of selection of participants. Describe 
methods of follow-up
Case-control study—Give the eligibility criteria, and the sources and methods of case ascertainment and control 
selection. Give the rationale for the choice of cases and controls
Cross-sectional study—Give the eligibility criteria, and the sources and methods of selection of participants

(b) Cohort study—For matched studies, give matching criteria and number of exposed and unexposed
Case-control study—For matched studies, give matching criteria and the number of controls per case

Variables 7 Clearly define all outcomes, exposures, predictors, potential confounders, and effect modifiers. Give diagnostic 
criteria, if applicable

Data sources/ 
measurement

8* For each variable of interest, give sources of data and details of methods of assessment (measurement). Describe 
comparability of assessment methods if there is more than one group

Bias 9 Describe any efforts to address potential sources of bias

Study size 10 Explain how the study size was arrived at

Quantitative 
variables

11 Explain how quantitative variables were handled in the analyses. If applicable, describe which groupings were 
chosen and why
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Statistical 
methods

12 (a) Describe all statistical methods, including those used to control for confounding

(b) Describe any methods used to examine subgroups and interactions

(c) Explain how missing data were addressed

(d) Cohort study—If applicable, explain how loss to follow-up was addressed
Case-control study—If applicable, explain how matching of cases and controls was addressed
Cross-sectional study—If applicable, describe analytical methods taking account of sampling strategy

(e) Describe any sensitivity analyses

Results

Participants 13* (a) Report numbers of individuals at each stage of study—eg numbers potentially eligible, examined for eligibility, 
confirmed eligible, included in the study, completing follow-up, and analysed

(b) Give reasons for non-participation at each stage

(c) Consider use of a flow diagram

Descriptive data 14* (a) Give characteristics of study participants (eg demographic, clinical, social) and information on exposures and 
potential confounders

(b) Indicate number of participants with missing data for each variable of interest

(c) Cohort study—Summarise follow-up time (eg, average and total amount)

Outcome data 15* Cohort study—Report numbers of outcome events or summary measures over time

Case-control study—Report numbers in each exposure category, or summary measures of exposure

Cross-sectional study—Report numbers of outcome events or summary measures

Main results 16 (a) Give unadjusted estimates and, if applicable, confounder-adjusted estimates and their precision (eg, 95% 
confidence interval). Make clear which confounders were adjusted for and why they were included

(b) Report category boundaries when continuous variables were categorized

(c) If relevant, consider translating estimates of relative risk into absolute risk for a meaningful time period

Other analyses 17 Report other analyses done—eg analyses of subgroups and interactions, and sensitivity analyses

Discussion

Key results 18 Summarise key results with reference to study objectives

Limitations 19 Discuss limitations of the study, taking into account sources of potential bias or imprecision. Discuss both direction 
and magnitude of any potential bias
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Interpretation 20 Give a cautious overall interpretation of results considering objectives, limitations, multiplicity of analyses, results 
from similar studies, and other relevant evidence

Generalisability 21 Discuss the generalisability (external validity) of the study results

Other information

Funding 22 Give the source of funding and the role of the funders for the present study and, if applicable, for the original study 
on which the present article is based

*Give information separately for cases and controls in case-control studies and, if applicable, for exposed and unexposed groups in cohort and cross-sectional studies.

Note: An Explanation and Elaboration article discusses each checklist item and gives methodological background and published examples of transparent reporting. The STROBE 
checklist is best used in conjunction with this article (freely available on the Web sites of PLoS Medicine at http://www.plosmedicine.org/, Annals of Internal Medicine at http://www.
annals.org/, and Epidemiology at http://www.epidem.com/). Information on the STROBE Initiative is available at www.strobe-statement.org.
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	文本域56: INTRODUCTION - The aim of the study is to demonstrate the safety and feasibility of the BLS method using Indocyanine green as the only tracer; the primary endpoint is to obtain an identification rate >95% (similar with Technetium). As a secondary endpoint, we evaluated the operative timing and the uptake pathways in relation to the physical characteristics of the patients and the cancer.
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	文本域58: METHODS - Key words:
Breast cancer Sentinel biopsy Green indocyanine
	文本域59: 4-5-6 / 12-99
	文本域1013: METHODS - From March 2020 to February 2021, 184 patients with breast cancer cN0, candidate to SLNB were enrolled at the UOC of Breast Surgery of the AOUI of Verona using Indocyanine Green.
	文本域67: 4-5-6 /12-13
	文本域68: METHODS - Study was completed at 200 patients enroled, 16 patients were excluded for detection of macroscopically suspected lymphadenopathies
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	文本域70: METHODS - Table 1 and table 2
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	文本域52: ABSTRATC - safety and feasibility.
	文本域53: ABSTRACT - The primary objective of the study is the evaluation of the feasibility of the technique and its sensitivity in the identification of sentinel lymph node
	文本域54: 2-3 / 31-73
	文本域1012: INTRODUCTION - In the field of oncological surgery, it is a method for detecting the sentinel lymph node in tumors of different districts, such as colon, prostate, uterus and oropharynx. Its use in breast cancer has been proposed for some years 14, (ESMO 15(European Society of Medical Oncology) and JBCS 16(Japanese Breast Cancer Society), define it as the only recommended alternative to the use of radioisotope.
	文本域1014: 4-5-6 / 14-26
CROSS SECTIONAL STUDY (a)
	文本域1015: METHODS - Observational Prospectic study The inclusion criteria were:
1. Patients between 18 and 90 years with cT1-2 breast cancer, with axillary lymph nodes negative on ultrasound or MRI investigations, or with negative axillary biopsy (cN0) candidates for SLNB.
2.
The exclusion criteria were:
1. Pregnancy or lactation.
2. Adverse reactions or allergies to ICG or iodine-based contrast
agents.
3. patients undergoing a
previous axillary homolateral.
complete dissection
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	文本域61: NOT APPLICABLE
	文本域62: 4-5-6 /80-206
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	文本域64: METHODS - We collected data for Start time of tracer injection (t0), Axillary incision time (t1). And Time of extraction of the sentinel lymph node (t2). In the end these dates were not analysed for the lack of standardisation in the collection.
	文本域1016: NOT APPLICABLE
	文本域65: METHODS - With regard to BMI and breast weight (the latter evaluated in the subgroup of mastectomies), as possible the predictors for the extraction times, a statistically significant difference has been
26-28
identified, in accordance with literature.
been hypothesized that the presence of a more represented adipose tissue may alter the outflow of the tracer, as well as increasing the difficulty of performing the technique itself. Finally, the photodynamic machinery used provides optimally detect signals up to an average of 1.5 – 3 cm deep. A statistically significant difference (p = 0.0077) was then found in the extraction time for patients previously undergoing ipsilateral breast surgery. This difference could be justified to the alteration of the lymphatic drainage of the breast as a result of the previous surgery.
Finally, we analysed the influence of multifocality and/or multicentricity of the lesion on the number of uptake pathways, finding a significant difference from unifocal lesions. Among the hypotheses aimed at explaining this finding, we include the lack of the "ab extrinseco" compression effect of the lymphatic system by the tumor mass, and the absence of intravascular lymphatic metastases that could cause the occlusion of the lymphatic vessel, and therefore a reduction of the uptake pathways.
The failure of identification occurred as a result of an unsuccessful blockage of the brachial plexus for analgesic purposes, with anaesthetic spreading in axillary region.
	文本域66: METHODS - 184 cases were enrolled (2 males, 182 females), the mean age is 65.8 years, the mean BMI of 25.09 (14.13-41.78 CI), 90 patients had comorbidities (arterial hypertension, diabetes mellitus type II, dyslipidaemia), 30 patients were smokers. (Table 1). The oncological characteristics of the patients were then analysed. (Table 2) In particular, 12 underwent NACT, 20 performed external Radiotherapy, 47 undergone breast surgery and 27 undergone axillary surgery.
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	文本域1017: RESULTS - The limitations of the study were associated at selected situations:
- Absence or overlay of illumination by the tracer in the axillary region.
- Absence of individualization of lymphatic drainage pathways.
- Absence of individualization of the sentinel lymph node.
The tracer not utilized in:
1. Pregnancy or lactation.
2. Adverse reactions or allergies to ICG or iodine-
based contrast agents.
3. patients undergoing a previous complete axillary
dissection homolateral.
	文本域116: 8-9 /310-314
	文本域117: RESULTS - The sentinel lymph node was detected and removed in 98.3%. The average number of sentinel lymph nodes extracted is 1,527, while the average number of total lymph nodes extracted is 3,375. The sensitivity of the sentinel lymph node detection technique with ICG, turns out to be 100%. Finally, in the literature, lymphatic function decreases with increasing age, reducing the identification rate of the SLN; this is not confirmed in our study.
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	文本域75: STATISTICAL  - Fisher’s test, Chi Square test ANALYSIS
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	文本域77: STATISTICAL ANALYSIS - Fisher’s test, Chi Square test
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	文本域85: RESULTS - Study was completed at 200 patients enroled, 16 patients were excluded for detection of macroscopically suspected lymphadenopathies.
	文本域86: -
	文本域87: -
	文本域88: RESULTS - Caucasian people, patients with breast cancer N0 pre surgery.
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	文本域93: -
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	文本域95: RESULTS - 184 patients with outcome expected
	文本域96: 
	文本域97: RESULTS - This is a feasibility study of a new methodic; follow-up is not necessary.
	文本域98: -
	文本域122: 11-12 /494-495
	文本域123: FUNDING - no involvement in the research by the sponsor that could have influenced the outcome of this work
	文本域118: 10-11 /464-474
	文本域119: 9-10 /310-397
	文本域120: RESULTS - Our study confirms the use of the only ICG tracer for sentinel lymph node biopsy in cN0 breast cancer, demonstrating that it is a safe, effective and sensitive technique, which also allows to reduce costs, risks and organizational efforts
	文本域121: RESULTS - Analysis of data shows that the use of ICG alone, in a large cohort of patients, is safety and feasibility technique.
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