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New findings in JAPAN

A confirmatory trial of modified radical hysterectomy for FIGO Stage IB1 cervical cancer patients with tumor diameter COG
preoperatively estimated 2 cm or less: Japan Clinical Oncology Group study, JCOG1101 epan Cllnicsl Oncology Group
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Endpoints & Statistical considerations

PrimafV endeI'nt.' Study design
+ 5-year overall survival (OS)
Secondary endpom_ts. i Tumor diameter < 2 cm, Stage IB1 uterine cervical cancer
’ (l;\’elapse—frge survival, local relapse-free survival (In case that the cancer can be microinvasive, conization is required
* % completion of MRH to exclude Stage IA cases)
* % local relapse l

* % pathological parametrial involvement
» Days until self-urination and residual urine disappearance
* Blood loss, Operation time v

Central registration

* % post-operative RT Modified radical hysterectomy + pelvic lymphadenectomy
+ Adverse event (AE)s (CTCAE ver.4.0), serious AEs +/- bilateral salpingooophorectomy

Study hypothesis: MRH is more useful if the 5-year OS of MRH is not inferior to that of d

RH +/- post-operative (concurrent chemo-) radiotherapy

» Expected 5-year OS of MRH: 95.8% (5-year OS of RH in JCOGO0806-A: retrospective
observational study)

* Threshold 5-year OS: 90.8%

» Alpha error: 0.05 (one-sided), beta error: 0.1

* Planned sample size: 240

* Planned accrual: 5 years, follow-up period: 5 years

» Actual accrual: 1/8/2013 — 8/25/2017

y
Follow up until recurrence

Arimoto H, et al. ASCO 2023



Survival

Overall survival (n=225)
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Relapse-free survival (n=225)
5-year RFS 94.7%
(95% ClI) (90.8-96.9)
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2.52%

Pelvic recurrence at 3 years

2.17%

MRH was as effective as RH and less invasive.
MRH can be considered a standard surgery for tumor = 2cm Stage IB1

cervical cancer.
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-~ |Is pelvic lymph node
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Discussion point

SH vs MRH vs RH

SHAPE JCOG1101
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Open surgery OK?
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