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The standard surgery for Stage IB1 uterine cervical cancer is radical hysterectomy. The
frequency of pathological parametrial invasion is reportedly very low and relapse-free
survival is good enough, especially when the tumor diameter is 2 cm or less. However,
surgical damage to the pelvic splanchnic nerves after wide resection of parametrial and
paravaginal tissues causes long-term severe neurogenic bladder. Modified radical
hysterectomy has been a standard treatment for minimally invasive cancer of the uterine
cervix. Compared with radical hysterectomy, pelvic splanchnic nerves can be preserved in
modified radical hysterectomy and it can prevent urination disorder.

Therefore, we are now conducting a non-randomized confirmatory trial (Japan Clinical
Oncology Group (JCOG)1101) in Japan to confirm the non-inferiority of modified radical
hysterectomy in patients with tumor diameter 2 cm or less FIGO Stage IB1 uterine cervical
cancer, for which the current standard is radical hysterectomy.

The protocol treatment consists of modified radical hysterectomy with systemic pelvic
lymphadenectomy, and in patients with pelvic lymph node metastasis or parametrial
involvement proven by pathological examination following surgery, adjuvant postoperative
irradiation to the whole pelvis was administered.

This study began in January 2013 and a total of 240 patients will be accrued from 47
institutions of the Gynecologic Cancer Study Group of the Japan Clinical Oncology Group
within 5 years. The primary endpoint is 5-year overall survival (OS), which will be tested by
judging whether the lower limit of 90% confidence interval of 5-year OS of all eligible patients
exceeds threshold 5-year OS of 90.8% at the primary analysis. The secondary endpoints are

relapse-free survival, local relapse-free survival, %completion of modified radical
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hysterectomy, %local relapse, %pathological parametrial involvement, days until self-
urination and residual urine disappearance, blood loss, operation time, %post-operative
radiation therapy, adverse events and serious adverse events.

From January 2013 to March 2017, 226 (94%, 226/240) patients ware enrolled, and the

study is now ongoing.
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