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Background

I programmi di screening organizzati 
hanno permesso la diagnosi precoce 
in pazienti asintomatici portando la 
percentuale di casi con carcinoma 
del retto in fase iniziale dal 8% al 
30%



Background

pT1 con fattori di 
rischio high→

rischio di recidiva locale e 
linfonodale ≈ 20%



Background

• 31 pT1 at least 1 rsk factor, underwent RT-CT

• Median follow-up 51 months: 

• 3yLC: 87%→ underwent savage surgery

• 3yDFS 73%

• 3yOS 92%



INCLUSION CRITERIA

Primary pT1 rectal adenocarcinomas undergoing local resection procedures 
(including EMR, ESD, transanal local resection, TAMIS, TEM) that meet one of 
the following features CONFIRMED BY A CENTRAL READER (2nd look)

o Poorly differentiated adenocarcinoma or mucinous adenocarcinoma or signet-ring 
cell carcinoma

o Pathological (submucosa invasion > 1000 microns)
o Lymphatic invasion positive or venous invasion positive (confirmed using 

immunostaining)
o Budding grade of 2-3

o REFUSED SURGERY
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RT fractionation: 
CTV1: scar+ corresponding mesorectum in case of R1; 
CTV2: whole mesorectum, presacral space and 
posterior lateral nodes. 
PTV1 and PTV2 are obtained from CTV1 and CTV2 with 
0.7 cm margin. 
The prescribed dose at PTV2 will be 45 Gy and to PTV1 
50 Gy
Concomitant CT: 5-FU (225 mg/mq/day in continuous 
infusion) or oral capecitabine (1650 mg/mq/day 
chronomodulated).

*Close follow-up: Rectoscopy, DRE and clinical 
examination every 3 months for the first 2 years, then 
every 6 months for the next 3 years, colonoscopy after 
1 and 3 years. MRI of the pelvis every 6 months and CT 
of the chest, abdomen and pelvis every year.
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Follow-up Scarlet



Objectives

Primary aim

• 1,3 and 5 y DFS and 1, 3 and 5y OFS
• Overal Serious Adverse Events (SAEs)

Secondary aim

• TME free survival 
• OS
• QoL
• Colonoscopy free survival



Prossimi step

• Writing Committee / Reviewing Committee

• Endorsement AIRO SICO SIGE

• Approvazione CE

• Survey sulla gestione del pT1

giuditta.chiloiro@policlinicogemelli.it
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