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I would like to congratulate Dr Schmeler and 
colleagues on completing an important, well- 
designed, and well- monitored study evaluating 
the feasibility and oncologic outcomes of coniza-
tion alone or simple hysterectomy (conservative 
surgery for fertility preservation) in stage IA2- IB1 
cervical cancers of squamous histology and adeno-
carcinomas. The ConCerv study1 highlights many 
aspects of the expert management of early- stage 
cervical cancer and sets standards for selection 
criteria that ensure patient safety when less radical 
surgery is used in select stage IA2- IB1 cases. The 
meticulous selection criteria, centralized expert 
pathology review, and diligent review and modifica-
tion of the inclusion criteria by the data safety moni-
toring committee are major strengths that should 
reassure physicians and patients when opting for 
this conservative approach.

Cervical conization has emerged as one of the 
most powerful tools in the triage of apparent early- 
stage cervical cancer. The importance of cervical 
conization with endocervical curettage above 
the cone apex cannot be overemphasized in this 
selection process. Conization with expert gyne-
cologic pathology review allows for the confirma-
tion of an International Federation of Gynecology 
and Obstetrics (FIGO) stage IA2- IB1 carcinoma, 
confirms a favorable histology and grade (any- 
grade squamous cell carcinoma or grade 1/2 
usual- type adenocarcinoma), and confirms the 
absence of lymphovascular invasion. Conization 
also ensures the selection of cases with depth 
of invasion ≤10 mm, with negative margins and 
endocervical curettage for malignancy or high- 
grade dysplasia. The ConCerv study defines a 
negative cone margin as no invasive cancer within 
1.0 mm of both the endocervical and ectocervical 
margins and no adenocarcinoma in situ, cervical 
intraepithelial neoplasia 2 or 3 at the inked or 
cauterized margin. This is an important contribu-
tion, as gynecologic oncologists and pathologists 
continue to discuss the definition of a negative 
margin on conization. The importance of physical 
examination and imaging to ensure tumor size <2 

cm and exclude obvious metastatic disease is also 
highlighted by the inclusion criteria.

The ConCerv study also emphasizes the power 
of a negative conization margin to predict residual 
carcinoma in follow- up hysterectomy specimens 
(only one (2.5%) of 40 specimens – an adenocar-
cinoma); for carcinomas of squamous histology, 
a negative conization margin was fully reliable in 
predicting no residual disease on hysterectomy. 
Furthermore, ConCerv provides strong evidence for 
the safety of eliminating parametrectomy and upper 
vaginectomy in these very well- selected cases; 
however, the study underscores the importance 
of continuing the practice of pelvic lymphadenec-
tomy or sentinel lymph node mapping even in the 
most favorable selected stage IA2- IB1 lesions. Five 
patients (5% (all with squamous lesions) had posi-
tive pelvic nodes, which profoundly changes stage 
and management. Taken together, we can conclude 
that when applying the strict ConCerv selection 
criteria, parametrectomy and upper vaginectomy 
could be safely eliminated.

Ninety- six percent of cases in the ConCerv trial 
were performed via a minimally invasive approach 
(robotic- assisted or laparoscopy), and although 
not an objective of the study, these data confirm 
previous reports that conization and removal of 
the cervical lesion may play a role in the safety of 
minimally invasive surgery in early- stage cervical 
cancer.2 3

The ConCerv trial also gives us insight into the 
management of select stage IA2- IB1 cancers 
detected after inadvertent simple hysterectomy 
with negative hysterectomy margins and inclusion 
criteria as defined above. Even though the data 
safety monitoring committee correctly recom-
mended stopping the inclusion of these cases after 
two (12.5%) of 16 patients recurred, it is not clear 
whether these cases were truly due to limiting 
surgical radicality (one recurrence to both the pelvis 
and lung and one to the inguinal region); there-
fore, these data also provide good insight into the 
management of very select stage IA2- IB1 cases 
detected after inadvertent simple hysterectomy 
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who meet the strict ConCerv criteria and have negative bilateral 
pelvic nodes.

Finally, the importance of data and safety monitoring committee 
review in prospective clinical trials to refine inclusion criteria and 
maintain patient safety cannot be overemphasized. The authors 
should be commended on refining their inclusion criteria as the 
study progressed by limiting the depth of invasion to ≤10 mm 
and restricting cases detected on inadvertent hysterectomy. The 
data from this international collaboration provide reassuring 
management options for very select cases of stage IA2- IB1 
cervical cancer. The ConCerv criteria will be used increasingly 
over time and will contribute to changing the standard of care 
in this disease.
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