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SCHEMA (06/03/2013) 
 

 

Women with IA1- IB1 (≤2cm) carcinoma of the cervix who have been consented for surgery 

will be approached for study participation. Pre-entry cone biopsy/LEEP (depth of invasion ≤ 10mm) 
 
 
 

Study Entry 
 
 

Pre-operative QOL Study Survey1
 

 
 
 
 

Fertility Preservation Group: 
Conization with pelvic lymphadenectomy 
(If the lateral margins were positive on the first 
cone biopsy/LEEP, patients must have a second 

cone biopsy/LEEP at the time of the pelvic 

lymphadenectomy) 

No Wish for Future Fertility Group: Simple 

hysterectomy with pelvic lymphadenectomy (If 

the lateral margins were positive on the first 

cone biopsy/LEEP, patients must have a second 

cone biopsy/LEEP prior to hysterectomy) 

 
 
 
 
 

If depth of invasion 

(sum of the pre and 

post entry biopsies) 

is ≤10 mm, only 

ECC is required. 

If any of the following criteria are met, 

patient will be followed for survival only: 

 Depth of invasion (sum of the pre and post 

entry biopsies) is >10 mm 

 Positive pelvic lymph nodes on final pathology 

 Adjuvant therapy required 

If depth of invasion 

(sum of the pre and 

post entry biopsies) 

is ≤10 mm, proceed 

to hysterectomy. 

 

 
 
 
 
 
 
 

Post-Operative 
 

Follow-up Visits and QOL Study Surveys1
 

4-6 weeks Post-Op and every 6 months (6, 12, 18, 24, 30, 36) for three years 
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3.0 PATIENT ELIGIBILITY AND EXCLUSIONS 

 
3.1 Eligible Patients (06/03/2013) 

 
3.11 Patient must consent for the appropriate surgery (see Section 4.0). 

 
3.12 Patients with a histologic diagnosis of squamous cell carcinoma, 

adenocarcinoma or adenosquamous cell carcinoma of the cervix, Stage 

IA1 (LVSI+), IA2, and IB1 (tumor size [maximum visible or palpable]) ≤ 

2cm), any grade. 

 
3.13 All patients must have undergone a cone biopsy or LEEP procedure. 

Depth of invasion must be ≤ 10 mm. 

 
3.14 Patients must have no evidence of metastasis on PET Scan or MRI or CT 

scan of the pelvis and chest imaging. (09/14/2015) 

 
3.15 Patients who have met the pre-entry requirements specified in Section 7.0. 

 
3.16 Patients must have signed an approved informed consent and authorization 

permitting release of personal health information. 

 
3.17 Patients must be > 18 years of age. 

 
3.18 Patient must have GOG performance status of 0, 1, or 2. 

 
3.2 Ineligible Patients (06/03/2013) 

 
3.21 Patients with Stage IA1 disease who are LVSI negative. 

 
3.22 Patients with Stage IB1 with tumor size (maximum visible or palpable) > 

2 cm. 

 
3.23 Patients with ≥ Stage IB2 disease. 

 
3.24 Patients with clear cell or neuroendocrine cell types. 

 
3.25 Patients with depth of invasion >10mm on first cone biopsy (or LEEP). 

 
3.26 Patients with a history of other invasive malignancies, with the exception 

of non-melanoma skin cancer, are excluded if there is any evidence of 

other malignancy being present within the last five years.  Patients are also 

excluded if their previous cancer treatment contraindicates this protocol 

therapy. 


