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Sample Size Calculation and Statistical Analysis
The sample size was calculated with regard to the primary end

point of hematogenous tumor cell dissemination. The inci-
dence of intraoperative hematogenous tumor cells was ex-
pected to be 50% to 55% in the conventional hepatectomy
group (19 of 38 patients) and 15% to 20% in the anterior ap-
proach group (2 of 14 patients) based on previous results of tu-

mor cell dissemination for patients undergoing resection of pri-
mary colorectal cancer and liver metastases.'®!* Assuming a
30% difference between the 2 groups in the proportion of pa-
tients with CTC, a total of 112 patients were calculated (1:1ra-
tio) to be needed for the primary analysis, with a significance

level a = .05 and a power of (1 - B) = 0.9 (2-sided test). The study
protocol required an interim analysis of the primary end point
when at least 75 patients were randomized and completed the
follow-up. According to the study protocol, the study was ter-

minated owing to an overall P > .65 between both groups, in-
dicating futility of the assessment of whether the anterior ap-
proach is superior to conventional hepatectomy in reducing
intraoperative tumor cell dissemination in patients undergo-
ing resection of CRLM.

[Z]1 Sample Size Calculation and Statistical Analysis.
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Fig. 1 a CTC count in 10 days after surgery.

[#]2 CTC count in 10 days after surgery.
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Figure 1. CONSORT Diagram

229 Patients assessed for eligibility

149 Excluded
111 Did not meet inclusion
criteria
43 Refused to participate
3 Participated in other

|- studies

5 Lack of consent
1 Scheduled for extended

surgery
1 Had previous surgery
44 Other

o >

41 Randomized to conventional 39 Randomized to anterior
group approach group
29 Right hepatectomy 27 Right hepatectomy
12 Extended right hepatectomy 12 Extended right hepatectomy
or trisegmentectomy or trisegmentectomy
10 Additional segmentectomy 11 Additional segmentectomy
20 Excluded from primary
end point analysis? 17 Excluded from primary
2 R1 resections end point analysis®
2 Blood loss exceeding 4 R1 resections
™ 2000 mL 3 Blood loss exceeding
16 Preoperative tumor cell 2000 mL
detection in blood 12 Preoperative tumor cell
samples detection in blood
1 No intraoperative samples
blood sample

v

21 Analyzed for primary end point
41 Analyzed for secondary end points

22 Analyzed for primary end point
39 Analyzed for secondary end points

I

I

9 Lost to follow-up

10 Lost tofollow-up |

2 One patient had a positive resection margin and blood loss exceeding

2000 mL simultaneously.

BTwo patients had positive resection margins, blood loss exceeding 2000 mL,

and precperative positive tumor cells simultaneously.

Patients and Methods

Patients A total of 223 patients diagnosed with HCC
underwent henatectomv between Julv 2012 and December
2014. This study was approved by the institutional review
board. All patients signed the informed consent form. The
“sealed envelope” method was used for randomization. The
surgeons were blinded to the preassigned surgical approaches
until they opened the envelopes in the operating room. After
surgery, 11 patients were excluded because they only
underwent palliative resection due to advanced stage of
HCC, and 13 were diagnosed other than HCC by the postop-
erative histopathological examination. The remaining 199 pa-
tients were included in this study, with 98 patients in the an-
terior approach (AA) group and 101 patients in the conven-
tional approach (CA) group.

[E]4 Patient Characteristics.
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[Z]3 CONSORT Diagram.
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