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N=740
International Collaboration
End points:
DSF
Recurrence rate
Overall survival
Treatment-related morbidity
QOL
Lymphatic mapping feasibility

Total Sites: 27




LAGC Consort Statement as at 4" October 2016

Assessed for Eligibility

Excluded n = 475
Mot meeting eligibility criteria (n = 245)

*| Refused (n=178)
Other (n=42)

SHAPE Trial (n = 10)
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Pending ¢

n=0

Y
Randomised
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Y
Allocated to TARH
n=254

Allocated to TLRH/TRRH
n =256




Refusal Reasons

Cosmetic reasons 2
Does not want to participate in research 2
Preservation of Fertility 12
No insurance for Robotic surgery 1
Overwhelmed by diagnosis, refused frial 1
Patient does not want to be randomized
Patient very anxious. Does not want to participate in trial
Patient wants minimally invasive surgery 106
Patient wants TARH 33
Relatives input 1
Surgeon preference 1
Patient is seeking alternative treatments 1
Unknown reasons 13
TOTAL REFUSED 178




Recruitment Tracker as at 4" October 2016
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International Activity for last 12 Months
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Screened vs Recruited South Americas

o

Misericordia Hospital Instibuto Owa Barretos Cancer Albert Einstain Eraslus Gaertner  Instituto Macional de  Instituto Nacional de
Argentina Cancerclgia Hospital Brazil Hospital Brazil Hospital Brazil  Cancerclogia Mexico Enfermedades
Colombia MNeoolasicas Peru




Screened vs Recruited USA Territories and Canada

MD Anderson Lyndon B. University St Lukes Women's Peggy & Greater Gynaco Princess
Centre Texas Johnson Wisconsin USA  Roosevell NY  Cancer Center Charlas Ballimore Dncologico Margarel
usa Hospital US4 Usa Mevada USA Stephenson  Medical Cenfer  Hospital HIMA CAMADA
Cancer Center Usa Puerlo Rico
Ckla USA




Screened vs Recruited Europe

University Hospital Plevan Alessandro Manzoni [taly Moanza San Gerardo Italy European Institute of Cathalic University of the
Bulgaria Oncology Italy Sacred Heart Rome Italy




Screened vs Recruited Asia

ASAMN Medical Korea Cancer Seoul Mational Wenzhou Madical First Afiliated Zhejiang Cancer  Rajiv Gandhi Cancer
Cenler Korea Hospilal Korea University Hospital University China  Hospital of Sun Yat- Hospital China Institute & Research
Korea San University China Canter India




Screened vs Recruited Australia

RBWH QLD Ausfralia  Townsville QLD Australia  Greenslopes QLD Wesley QLD Australia  Mater Health Services St John of God Waestern
Australia QLD Australia Ausiralia




[ 8T-das

8673x

0.9807

y=0.039x2+0

R2=

C 8T-Inr
[ 8T-Aen
[ 8T-JeiN
- gT-uer
[ LT-AON
VARCEN
WASLE
LT-Rey
LT-JeN
LT-uer
[ 9T-AON
[ 91-das
C9T-Inr
[ 9T-Aey
[ 9T-JeN
C 9T-uer
ST-AON
gT-das
ST-Inf
ST-Aey
ST-JeN
GT-uer
[ ¥T-AON
[ p1-das
CyT-Inr
[ vT-Aen
[ pT-JeiN
T pT-uer
€T-AON
€1-das
€T-INf
€T-AeiN
€T-JeN
€T-uer
CT-AON
¢1-das
TTIne
T-Aein
[4 LN
TT-uer
TT-AON
TT-das
TT-Inf
TT-Aeny
TT-JeN
TT-uer
[ OT-AON
[ 0T-das
CotT-Inr
C ot-Aen
C OT-JeiN
C OT-uer
[ 60-AON
[ 60-das
[ 60-Inr
60-AeN
60-1eN
60-uer
80-"ON
80-das
80-Inr
80-Aeln
80-JeN
80-uer

740

640

540

440

340

240

140

40

o
g



ConCervimial

Kathleen M. Schmeler, MD
Associate Professor
Department of Gynecologic Oncology & Reproductive Medicine

THE UNIVERSITY OF TEXAS

MD Anderson
anecex Center

Making Cancer History”



ConCerviral

Inclusion Criteria

e Stage IA2 or IB1 cervical cancer
e Tumor diameter <2 cm

* No LVSI

e <10 mm stromal invasion

* Squamous cell histology (any grade) or adenocarcinoma
(grade 1 or 2 only)

 Cone margins and ECC negative for malignancy or
CIN/AIS (one repeat cone/ECC permitted)

* Imaging with PET scan, CT scan of the abdomen and
pelvis, and/or MRI of the abdomen and pelvis must be
performed and negative for metastatic disease within 12
weeks of enrollment




ConCerviral

 Future fertility desired:
Cone biopsy and pelvic node dissection

 Future fertility not desired:

Simple hysterectomy and pelvic node
dissection



ConCerviral

« Sample size: 100 evaluable patients

« Stopping Rules:

— Residual disease in the hysterectomy
specimens of > 3 patients

— If > 3 patients develop recurrent disease




ConCerv — Participating Sites

MD Anderson, USA (K. Schmeler) B

IDC, Colombia (G. Rendon) pmm

INCAN, Mexico (D. Cantu) B:B

Barretos, Brazil (G. Fontes)

INEN, Peru (A. Lopez) B¢l

Instituto de Ginecologia, Argentina (M. Riege) e
Hospital Italiano, Argentina (M. Perrotta) =
Royal Women’s, Australia (O. McNally)
Nebraska Methodist, USA (D. Crotzer) E=
Hospital Britanico, Argentina (A. Maya) e
Policlinico Gemelli, ltaly (G. Scambia) | }}

Chulalongkorn University, Thailand (T. Manchana)



ConCerv- Preliminary Results

* 119 patients pre-enrolled

* 73 evaluable patients:
— 31 simple hysterectomy + nodes (42.5%)
— 25 cone and nodes (34.2%)
— 17 cut-through hysterectomy (23.3%)

Not evaluable

— 43 ineligible after MD Anderson review
— 1 cancelled due to + pregnancy test

— 1 declined surgery

— 1 patient did not have surgery on protocol due to study
hold (amendment was submitted)




ConCerv — Preliminary Results

« 4 patients with positive nodes (5.5%)

« One patient with residual disease at hysterectomy:
— Multiple previous cones for AlS
— No changes to inclusion criteria

* Three recurrences:
— Deep stromal invasion and CIN3 at margins
(Inclusion criteria changed after first recurrence)
— Recurrent pelvic mass 9m after cut-through hyst
— Metastatic inguinal lymph node 9m after cut-through hyst

(Inclusion criteria changed to exclude cut-through
hysterectomy and require baseline imaging to rule out
metastatic disease)



LACC Contacts

Pedro T. Ramirez, MD
peramire@madanderson.org
Vanessa Behan

vanessa.behan@health.gld.gov.au

ConCerv Contacts

Kathleen M Schmeler
kschmele@mdanderson.org
Cindy Melendez
cvmelend@mdanderson.org
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