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TRATTAMENTO CHIRURGICO DEL CANCRO

UNIVERSITA
CATTOLICA DEL RETTO POST-RCT

del Sacro Cuore

BR J SURG 1982 OcT; 69(10): 613-6
The mesorectum in rectal cancer surgery - the

clue to pelvic recurrence?
Heald RJ, Husband EM, Ryall RD




EVOLUZIONE DEI TRATTAMENTI

UNIVERSITA
CATTOLICA INTEGRATI RCT NEOADIUVANTI

del Sacro Cuore

RISPOSTA COMPLETA POST-RCT: INCIDENZA

AUTORI N. pz. TRATTAMENTO % PCR
Hiortis, 2002 488 RT + CHT 10
SAUER, 2003 405 RT + CHT 8
WILTSHIRE, 2004 135 RT + CHT 21
Bosset, 2004 572 RT + CHT 13
PUCCIARELLI, 2006 235 RT + CHT 24
Coco, 2007 272 RT + CHT 21
BEDDY, 2008 126 RT + CHT 21
BELLuco, 2011 139 RT + CHT 30
PARK, 2013 725 RT + CHT 18
VALLAM, 2015 524 RT + CHT 21
BELLUCO, 2016 226 RT + CHT 29




EVOLUZIONE DEI TRATTAMENTI

UNIVERSITA
CATTOLICA INTEGRATI RCT NEOADIUVANTI

del Sacro Cuore

RISPOSTA COMPLETA POST-RCT: PROGNOSI

Systematic review and meta-analysis of outcomes following
pathological complete response to neoadjuvant
chemoradiotherapy for rectal cancer

S. T. Martin, H. M. Heneghan and D. C. Winter

IMETANALISI DI 16 STUDI CHE HANNO VALUTATO IL RUOLO PROGNOSTICO
DELLA PCR DOPO RCT PER CANCRO DEL RETTO

N. PAZIENTI 3363
FoLLow-UP MEDIO (MESI) 55.5
RECIDIVA LOCALE 0.7%
METASTASI A DISTANZA 8.7%
SVV GLOBALE 90.2%
SVV LIBERA DA MALATTIA 87.0%

MARTIN ST ET AL. - BR J SURG 2012;99:918-928




TNTVERETTA TRATTAMENTO DEL CANCRO DEL RETTO
CATTOLICA

B gersacrs Cuore DOPO RISPOSTA COMPLETA POST-RCT

QUAL E IL CONTRIBUTO DELLA TME NEL MIGLIORAMENTO DEL LC,
DFS D OS NEI PAZIENTI CON PCR?



TRATTAMENTO DEL CANCRO DEL RETTO

UNIVERSITA
CATTOLICA

del Sacro Cuore

DOPO RISPOSTA COMPLETA POST-RCT

LASPORTAZIONE DI UN ORGANO SANO DETERMINA REALMENTE UN
MIGLIORAMENTO DELL'OUTCOME ONCOLOGICO?




TME DoPo RCT:

UNIVERSITA . .
CATTOLICA MORBIDITA & MORTALITA A BREVE TERMINE

del Sacro Cuore

AUTORI N. Pz. MORBIDITA P.O. AZE\I:TCS:/.ZS\S.

Piso, 2004 337 35% 9%
LAw, 2004 396 35% 8%
SAUER, 2004 415 36% 11%
BosseT, 2006 970 23% -
Busiko, 2006 305 23% 10%
GERARD, 2006 719 24% 7%
FERENSCHILD, 2009 210 34% 5%
KANG 2010 (LPS) 170 21.2% 1.2%
DENOST 2012 (LPS) 292 37% 13%




TME DpoPO RCT:

UNIVERSITA ]
R b MORBIDITA A LUNGO TERMINE

2. .:l
'4/ \‘V
===

p--—4
dselgysctal

Functional results after radiochemotherapy and total

mesorectal excision for rectal cancer
C. Coco + V. Valentini + A. Manno - G. Rizzo *

BB i Cambaouetas O Makanss A Vortips 100 pz. SOTTOPOSTI RCT PRE-OPERATORIA E
A. Picciocchi SUCCESSIVA CHIRURGIA CON TME
EVACUATION SCORE (MEDIAN)* 16.12 +5.12
SENSO DI INCOMPLETO SVUOTAMENTO 58%
NECESSITA’ DI RITORNARE IN BAGNO <15 MIN 37%
INCAPACITA’ AD EVACUARE COMPLETAMENTE <15 MIN 35%
URGENCY 31%
N. EVACUAZIONI GIORNALIERE >3 23%

*: Score variabile da 0 a 28; il valore piu alto corrisponde alla funzionalita migliore

COCO CET AL - INT J COLORECTAL DIS 2007; 22: 903-910



TME DpoPO RCT:

F>  UNIVERSITA ]
-.,,;.- CALTOLICA MORBIDITA A LUNGO TERMINE

Functional results after radiochemotherapy and total

mesorectal excision for rectal cancer

C. Coco + V. Valentini + A. Manno « G. Rizzo +
M. A. Gambacorta - C. Mattana « A. Verbo «
A. Picciocchi

p——d
dsigegctal

100 Pz. soTTOPOSTI RCT PRE-OPERATORIA E
SUCCESSIVA CHIRURGIA CON TME

CONTINENCE SCORE (MEDIAN)* 6.3 = 4.79
INCONTINENZA Al GAS 46%
SOILING 19%
INCONTINENZA ALLE FECI SOLIDE 5%
NECESSITA’ AD INDOSSARE UN PANNOLONE 14%
MODIFICAZIONI STILE DI VITA 29%

*: Score variabile da 0 a 20; il valore piu alto corrisponde alla funzionalita migliore

COCO CET AL - INT J COLORECTAL DIS 2007; 22: 903-910



TRATTAMENTO DEL CANCRO DEL RETTO

UNIVERSITA
CATTOLICA

del Sacro Cuore

DOPO RISPOSTA COMPLETA POST-RCT

TOTAL MESORECTAL EXCISION IN cASO DI PCR:
OVER TREATMENT?




TRATTAMENTO DEL CANCRO DEL RETTO

UNIVERSITA
CATTOLICA

del Sacro Cuore

DOPO RISPOSTA COMPLETA POST-RCT

RISPOSTA CLINICA COMPLETA DOPO RCT:
E’ POSSIBILE IL RISPARMIO D’ORGANO?




TRATTAMENTO DEL CANCRO DEL RETTO

UNIVERSITA
e DOPO RISPOSTA COMPLETA POST-RCT

WATCH AND WAIT

)

KEEP

CALM

AND

WAIT AND
WATCH



UNIVERSITA
CATTOLICA

del Sacro Cuore

WATCH & WAIT

RISULTATI

GRUPPO‘ Pz. ‘Loc. REGR.‘ oS ‘ DFS

HABR-GAMA, 2006 | W&W 99 6.1% (@t 5Y) 93%@t3y)  81%latsy)
COoNTROLLO 261 0%!at 5v) 91%at 5v) 85%at 5v)
HABR-GAMA, 2013 | W&W 39 10%at 3v) 94%(at3y)  75%at3y)
MaAas, 2011 WE&W 21 4.8% @t 2y) 100%@t2y)  899(at2y)
ConTROLLO 20 0% (at 2v) 91%@t2y)  939(at2y)
SMITH, 2012 W&W 32 18.7%@2y)  96%(at2y)  88%lat2y)
CoNTROLLO 57 0%(at2y) 100%(@t2y)  9ggylat 2y)
ARAUJO, 2015 W&W 42 11.9%0EW)  71.6%E4)  60.9%@ 4
ConTROLLO 69 1.4%@t4y) 89 9gylatdy) 82 goy(at4y)
APPELT, 2015 W&W 40 26%/3t2y) - _
RENEHAN, 2015 WE&W 129 34.1%lat33m)




UNIVERSITA
CATTOLICA

del Sacro Cuore

WATCH & WAIT

RISULTATI

e | Wait and see approach for rectal cancer with a clinically complete
response after neoadjuvant concurrent chemoradiotherapy

Disease

313 pz. (215 TME vs 98 W& W)

METANALISI

OUTCOME

RECIDIVE LOCALI/
LocAL REGROWTH

METASTASI A DISTANZA
LOCAL REGROWTH +
METASTASI A DISTANZA

RIPRESE DI MALATTIA
TOTALI

Hyun Jung Kim ' - Jin Ho Song’* - Hyeong Sik Ahn ' - Bong-Hoi Choi® -
Hojin Jeong** - Hoon Sik Choi” - Yun Hee Lee™* - Ki Mun Kang®* - Bae Kwon Jeong™*

TME

4/215
(1.8%)

13/215
(6.0%)

3/69
(4.3%)

20/215
(9.3%)

WE&W ‘ P-VALUE
(iiﬁ;Zo 9.003
(:/ff) 1.00
(j/fﬁ) 0.53
asan) OO

‘ KIM HJ ET AL -

INT J COLORECTAL DIS 2016; E-PUB NOV 2016




International Joumal ol
Colorectal
Disease

UNIVERSITA
CATTOLICA

del Sacro Cuore

WATCH & WAIT

RISULTATI

tional Joumal of

Wait and see approach for rectal cancer with a clinically complete
response after neoadjuvant concurrent chemoradiotherapy

METANALISI

Hyun Jung Kim " - Jin Ho Song’* - Hyeong Sik Ahn ' - Bong-Hoi Choi® -
Hojin Jeong** - Hoon Sik Choi” - Yun Hee Lee™* - Ki Mun Kang®* - Bae Kwon Jeong™*

313 pz. (215 TME vs 98 W&W)

SVV LIBERA DA MALATTIA

Hazard Ratio

~Study or Subgroup _loglHazard Ratio]  SE Weight IV, Random, 95% C|

Araujo 2015 05653 0.7401 18.3%
Lai 2015 04188 04519 49.1%
Lee 2015 06037 05842 204%
LI 2018 SLI8TY L7563 32%
Total (95% C1) 100.0%

Hetorogeneity: Tau* =000 Ch' =020, =3 (P =098 P = 0%

P-vALUE: 0.10

Hazard Ratio

0.57 [0.13, 2.42)
0.66 [0.27, 1.60)
0.55(0.17, 1.72)
0.31 [0.01, 9.83)

0.59 [0.32, 1.10]

-

0.001

01 1 10 1000

Favours [TME] Favours [W&S)

Hazard Ratio

SVV GLOBALE D
~Study or Subgroup  log[Mazard Ratio] ~ SE Weight [V, Random, 95% CI
Araujo 2015 0437 04357 320% 0.65(0.28, 152
Lai 2015 0293 03161 608% 0.75 [0.40, 1.39]
Li 2015 06054 09189 72% 1.83 10.30, 11.09)

Total (95% C1) 100.0%

Heterogenesty: Tau* =000 Chi* =108, df =2 (P =089 = 0%

P-VALUE: 0.27

0.76 [0.47, 1.23)

e
-

om

0.1 1 10 100
Favaurs [TMF] Favouses [WRR]

KIM HJ ET AL - INT J COLORECTAL DIS 2016; E-PUB NOV 2016




ApPROCCIO WATCH & WAIT

UNIVERSITA .
B 21T, CRITICITA — LOCAL REGROWTH

del Sacro Cuore

s | Outcome and Salvage Surgery Following “Watch

RECTUN

& |and Wait” for Rectal Cancer after Neoadjuvant
Thera py: A Systematic Review Joseph C. Kong, M.S., ER.A.C.S'>* * Glen R. Guerra, M.B.B.S., ER.A.C.S."*?

Satish K. Warrier, M.S., ER.A.C.S ¥ * Robert G. Ramsay, Ph.D.>*
Alexander G. Heriot, M.D., M.B.A., ER.A.C.S"?

[ 370 pz cON cCR DOPO RCT PER CANCRO DEL RETTO SOTTOPOSTI A W&W }

I
v v

[ 105 (28.4%) Pz. CON RICRESCITA LOCALE ] [ 7 (1.9%) PZ. CON SOLE METASTASI A DISTANZA

|
v L]
L 88 (83.8%) Pz. SOTTOPOSTI A } L 17 (16.2%) pz. NON SOTTOPOSTI 1

CHIRURGIA DI SALVATAGGIO A CHIRURGIA DI SALVATAGGIO

4 (3.8%) PER CONCOMITANTI M+

4 (3.8%) PERCHE UNFIT FOR SURGERY
3 (2.6%) PER RIFIUTO PAZIENTE

6 (5.7%) PER ALTRI MOTIVI

KONG JC ET AL. — Dis CoLoN REcTum 2017; 60: 335-345




WATCH & WAIT

UNIVERSITA
EALS o ON-GOING TRIALS

Timing and Deferral of Rectal Surgery Following a Continued
Response to Pre-operative Chemoradiotherapy

U

e, AN AAM
Consiuhantin Charge D DM T, ConsutantClinical Oncologis, RMH NHS Trus PELICAN FROM LESSON OF WALKER M, BATTERSBY N AND TAIT D DURING «BEATING BOWEL CANCER. PATIENT DAY 2016»
— Prof RJ Head, Dircto ofSugery,Plcn Cancer Foundation HTTPS://WWW.BEATINGBOWELCANCER.ORG/WP-CONTENT/UPLOADS/2016/04/PD2016-WALKER-BATTERSBY-TAIT.PDF

Prof Cunningham, Department of Medicine, RMH NHS Trust
Dr.G.Brown, Department of Radiology, RMH NHS Trust

Dr Sue Chua, Department of Nuclear Medicine & Radiology, .
RN Tos Pz. ARRUOLATI: 47

Prof A Darzi, Director of Surgery, St Mary's Hospital NHS Trust
Dr fan Chav, Department of Medicine, RMH NHS Trust

Dr Gary Cook, Department of Nuclear Medicine, RMH NHS Trust
Dr Andrew Wotherspoon, Consultant Pathologist, RMH NHS Trust
Dr SKT Yo, Clinical Research Fellow, RMH NHS Trust

RICRESCITA LOCALE: 12 (25.5%)

Resezioni RO: 10/12 (83.3%)

Organ Preservation in Rectal Adenocarcinoma: ™| [y ,,os‘,;.;wf :
- i N Washington B Ynivsrsty unjversty,
a phase Il randomized controlled trial evaluating B e mg,t
b = > = 18 N,S(ie e University ur L 2 19" of Rochester - ¢!y,
3-year disease-free survival in patients with o il R e

TN et Ok
locally advanced rectal cancer treated with - Gl U5 -

O, soba i et e "7 1Y s S e
chemoradiation plus induction or consolidation = N\ [ = [ e R
chemotherapy, and total mesorectal excision or . - T <&
nonoperative management G e e S
J. Joshua Smlthz, Oliver S. Choyr’, Marc J. Gf)]lub', Garett M. Nash Larissa K. Temple', Martin R:Weiser:, i i’é‘.’&:’%"’u&'.
José G. Guillem, Philip B. Paty’, Karin Avila“, Julio Garcia-Aguilar’ and on behalf of the Rectal Cancer Consortium - 7

SMITH JJ ET AL. BMC CANCER 2015; 15:767-779 TN Yooperties Usssgemar Tl Crerh




NIVERSITA
ATTOLICA

el Sacro Cuore

S

WATCH & WAIT

THE W&W DATABASE

)

International Watch & Wait database essow

Champalimaud
Foundation

'y

Russia

camdu

—\\._ i‘ '. \ U v{,/ .‘

" Stati Uniti

CenY

N

D Database: Patients per Centre

s -

ey Venezuela
(-’* ombia | \(_1\)

< Brasile

1
Perls
| 7
P
\r~ "

[y

Cile
é F

oogle ,.f,u ;

www.iwwd.org

,
Kazaklslan P Z .
-1 J, L Mongoua;, ,’5
—— F
B ,—;_ / g g'

@ Amsterdam (MKI/AVL)
@ Buenos aires (Hospital ltaliano)

@ Buenos aires (Instituto Alexander Fleming)

@ Eindhoven (Catharina Ziekenhuis)

@ Fortaleza (Universidade Federal)

@ Leuven (UZ Gasthuisberg)

@ Lisboa (Champalimaud Foundation)

@ Maastricht (MUMC+)

@ Moscow (N.N. Blokhin Russian Cancer
Research Center)

@ Nice (Centre Antoine-Lacassagne)

@ OnCoRe (North West England) project

@ RHYL (Glan Clwyd Hospital)

® Sao Paulo (Instituto A. e J. Gama)

@ Stockholm (Karolinska Universite)

@ Warszawa (MSC Memorial Cancer Center)




ApPRoOcCCIO WATCH & WAIT

UNIVERSITA .
CATTOLICA CRITICITA

del Sacro Cuore

cCR
“QUESTO E’ IL PROBLEMAY”

‘ SHAKESPEARE W (1564, APRIL 26™ -1616, APRIL 23™)



ApPRoOcCCIO WATCH & WAIT

\
y > d(inl sacro (ﬁuo/[*"(“ CRITICITA

DEFINIZIONE DI RISPOSTA CLINICA COMPLETA

ESISTONO ESAMI DIAGNOSTICI IN
GRADO DI STABILIRE CON CERTEZZA
LA RISPOSTA COMPLETA DEL TUMORE

ALLA RCT?




ApPRoOcCCIO WATCH & WAIT

UNIVERSITA .
CATTOLICA CR|T|C|TA

del Sacro Cuore

DEFINIZIONE DI RISPOSTA CLINICA COMPLETA — ESPERIENZA BRASILIANA

RCT NAD WATCH & WAIT

8-12 SETTIMANE
poPO RCT CCR INIZIALE

PRIMO RE-STAGING

(clinico, endoscopic and radiological) RIVALUTAZIONE OGNI 1-2 MESI
l PER 1 ANNO
RisPOsTA RECIDIVA PRECOCE l
INCOMPLETA | = e  ——— == 1ANNO | = = = — -
CCR SOSTENUTA
TME
RECIDIVA

TARDIVA

FoLLow-Up

HABR-GAMA A, ET AL. - GASTROINTESTINAL SURG 2006; 10 (19): 1319-288
HABR-GAMA A, ET AL. - DIS COLON RECTUM 2010; 53 (12): 1692-1698
HABR-GAMA A, ET AL. - DIS COLON RECTUM 2013; 56:1109-17




ApPRoOcCCIO WATCH & WAIT

UNIVERSITA .
CATTOLICA CRlTlClTA

del Sacro Cuore

DEFINIZIONE DI RISPOSTA CLINICA COMPLETA — ESPERIENZA OLANDESE

RISTADIAZIONE CLINICA 6-8 SETTIMANE DOPO IL TERMINE DELLA RCT MEDIANTE RM,
ENDOSCOPIA (QUALORA IL TUMORE NON FOSSE VISIBILE ALLA RM POST-RCT) ED
ESPLORAZIONE RETTALE

—
DEFINIZIONE DI CCR

(1) SOSTANZIALE DOWNSIZING DELLA NEOPLASIA CON ASSENZA DI RESIDUO NEOPLASTICO O SOLO
FIBROSI RESIDUA ALLA RM POsST-RCT

(2) NON EVIDENZA DI LINFONODI SOSPETTI ALLA RM POsT-RCT

(3) ASSENZA DI RESIDUO NEOPLASTICO ALLENDOSCOPIA O SOLAMENTE UNA PICCOLA ULCERA O
CICATRICE CON MUCOSA ERITEMATOSA

(4) NEGATIVITA DELLE BIOPSIE IN CORRISPONDENZA DELLA CICATRICE, DELL'ULCERA O NELLA SEDE DEL
PREGRESSO TUMORE

(5) NON EVIDENZA DI RESIDUO NEOPLASTICO PALPABILE ALL'ESPLORAZIONE RETTALE

: MAAS M ET AL. - J} CLIN ONCOL 2011; 29:4633-4640 — NCT 00939666




ApPRoOcCCIO WATCH & WAIT

UNIVERSITA .
CATTOLICA CRITICITA

del Sacro Cuore

CORRISPONDENZA TRA RISPOSTA CLINICA E RISPOSTA PATOLOGICA COMPLETA

AUTORI Pz. cCR PCR (%)
Kim, 2001 95 22/95 (23%) 17/22 (77%)
ONAITIS, 2001 141 30/141 (21%) 18/30 (60%)
SCHELL, 2002 74 11/74 (15%) 8/11 (73%)
HioTis, 2002 488 93/488 (19%) 23/93 (25%)
ZMORA, 2004 109 47/109 (43%) 15/47 (33%)
BELLUCO, 2011 139 15/139 (11%) 11/15 (73%)
AUTORI Pz. PCR iCR (%)
Hiortis, 2002 488 50 27/50 (54%)
HABR GAMA 2006 360 123 24/123(20%)
Bulko, 2009 44 18 10/18 (56%)
SMITH, 2014 238 61 45/61 (74%)

CCR: RisPOSTA CLINICA COMPLETA. PCR: RISPOSTA PATOLOGICA COMPLETA. ICR: RISPOSTA CLINICA PARZIALE



CANCRO DEL RETTO DOPO RCT

UNIVERSITA
e RuoLO DELL’ESCISSIONE LOCALE

ENDOScoPY. 1985 JAN; 17 (1): 31-5.

ENDOSCOPIC SURGERY IN THE RECTUM.
BUESS G, THEISS R, GUNTHER M, HUTTERER F, PICHLMAIER H.



RISPOSTA CLINICA COMPLETA DOPO RCT

UNIVERSITA
e RuoLOo DELL’ESCISSIONE LOCALE

Nellambito dei pz. che hanno ottenuto wuna risposta
maggiore/completa dopo RCT, dovremmo considerare la TEM, NON
COME_UN’OPZIONE TERAPEUTICA ma come IL PIU ACCURATO STRUMENTO
DIAGNOSTICO ATTUALMENTE A NOSTRA DISPOSIZIONE per confermare
anche da un p.d.v. anatomo-patologico la risposta completa al

trattamento RCT neoadiuvante.




EL/TEM POST-RCT NAD

UNIVERSITA

CATTOLICA RISULTATI

del Sacro Cuore

soroml | A Systematic Review of Local Excision After
g~ | Neoadjuvant Therapy for Rectal Cancer:

Are ypTO Tumors the Limit? | Sally Hallam, B.Med.Sci., M.B.Ch.B., M.R.C.S.
David E. Messenger, B.Med.Sci., M.B.Ch.B., ER.C.S

Michael G. Thomas, B.Sc., M.S., ER.C.S.

SYSTEMATIC REVIEW DI 20 STUDI 1068 Pz., TUTTI SOTTOPOSTI AD
(14 DI COORTE, 5 COMPARATIVI AND 1 RANDOMIZZATO) EL poro RCT (1004)/RT (64)

STADIO YPT N. Pz. RECIDIVE LOCALI

N DFS MEDIANO:
YPTO 277 4.0% 95%
(o)
FU YPT1 82 12.1%
MEDIANO: 54 || YPT2 83 23.6%
MESI YPT3 23 59.6%
DFS MEDIANO:
YPT21 239 21.9% - 68%

HALLAM S ET AL — DiIs CoLoN REcTum 2016; 59:984-87




EL/TEM popro cCR pPosT-RCT

UNIVERSITA

CATTOLICA CRITICITA’ — QUESTIONE LINFONODALE

del Sacro Cuore

AUTORI

CRANE, 2004 84 1 1.2%
ReaDp, 2004 42 1 2.3%
BEDROSIAN, 2004 45 4 8.8%
PUCCIARELLI, 2005 56 1 1.8%
Coco, 2007 56 1 1.8%
GUILLEM, 2008 37 1 2.7%
Maas, 2010 509 26 5.1%
Yeo, 2010 333 29 8.7%
JANG, 2012 91 6 6.6%
PARK, 2013 143 13 9.1%
BELLUCO, 2016 40 4 10%
TOTALE 1436 87 6.06%




EL/TEM popro cCR pPosT-RCT

UNIVERSITA

CATTOLICA LEADER

del Sacro Cuore

Local Excision After Preoperative
Chemoradiotherapy for Rectal Cancer:
Results of a Multicenter Phase Il Clinical Trial

Salvatore Pucciarelli, M.D.! » Antonino De Paoli, M.D.? * Mario Guerrieri, M.D.?
Giuseppe La Torre, M.D.* « Isacco Maretto, M.D.! « Francesco De Marchi, M.D.*
Giovanna Mantello, M.D.¢ »+ Maria Antonietta Gambacorta, M.D.”

Vincenzo Canzonieri, M.D.® » Donato Nitti, M.D.! * Vincenzo Valentini, M.D.”
Claudio Coco, M.D.?

ISTITUTO NAZIONALE TUMORI
DI AVIANO

UNIVERSITA DI PADOVA

UNIVERSITA DELLE
MARCHE

UNIVERSITA CATTOLICA DI ROMA

PUCCIARELLI S ET AL. — DCR 2013; 56:1349-56



EL/TEM popro cCR pPosT-RCT

UNIVERSITA

CATTOLICA LEADER

del Sacro Cuore

[ 63 PZ. CON RISPOSTA CLINICA MAGGIORE/COMPLETA POST-RCT sOTTOPOSTI A EL }

Y 3

[ 43 pCR (YrTO) J [ 20 NO PCR (3 vpT1-15 vpT2- 2 vpT3) J

3 ! | X}

[oSSERVAszE [ 11 TME J [ 9 RIFIUTANO TME }

‘ ‘ (OUT OF PROTOCOL)

a2

54 pz. (FU MEDIANO: 36 MONTHS)\ /TUTTI 163 pz.: A
0% RECIDIVE LOCALI » 3YR-0S 91%
4% METASTASI A DISTANZA 3YR-DFS 91%

\.1 DECESSO - \STOMA-FREE RATE: 90.5% /

¥ A

‘ PuUcCCIARELLI S ET AL. — DCR 2013; 56:1349-56 ‘




EL/TEM popro cCR pPosT-RCT

UNIVERSITA

CATTOLICA CARTS

del Sacro Cuore

CARTS TRIAL - TRIAL PROSPETTICO MULTICENTRICO NON RANDOMIZZATO

Chemoradiation therapy for rectal cancer in the distal rectum
followed by organ-sparing transanal endoscopic microsurgery

(CARTS StUdy) M. Verseveld'?, E. J. R. de Graaf', C. Verhoef?, E. van Meerten?, C. J. A. Punt’,
I. H. J. T. de Hingh®, 1. D. Nagtegaal’, J. J. M. E. Nuyttens*, C. A. M. Marijnen’®
and J. H. W. de Wilt®, on behalf of the CARTS Study Group*

[ 51 Pz. CON CANCRO RETTALE CT1-3 NO MO soTTOPOSTI A RCT (25x2GY & CAPECITABINA) }

g

47 pPz. SOTTOPOSTI A TEM DOPO 8-10 SETTIMANE DALLA
RT IN QUANDO MAJOR OCOMPLETE CLINICAL RESPONDERS

- 17 YyrT>1
[ 30 YPTO-1 | [ ]
; [ 9 Pz. RIFIUTANO TME ] [ 8 pz. TME ]
FU: 17 MESI ~ =
RECIDIVE LocaLl: 3.3% [ FU: 17 MEs! }
RecipIvE LocaLl: 33.3%

: VERSEVELD M ET AL. — BR J SURG 2015; 102:853-60




EL/TEM popro cCR pPosT-RCT

UNIVERSITA
CATTOLICA TRIAL POLACCO

del Sacro Cuore

Preoperative radiotherapy and local excision of rectal cancer with immediate
radical re-operation for poor responders: A prospective multicentre study ™

Krzysztof Bujko2*1!, Piotr Richter ™!, Fraser M. Smith ¢!, Wojciech Polkowski %!, Marek Szczepkowski !,
Andrzej Rutkowski®!, Adam Dzikif!, Lucyna Pietrzak !, Milena Kotodziejczyk ®!, Jerzy Kusnierz !,
Tomasz Gach®?', Jan Kulig®!, Grzegorz Nawrocki *!, Jakub Radziszewski?®!, Ryszard Wierzbicki 9!,
Teresa Kowalska &1, Wiktor Meissner ™', Andrzej Radkowski !, Krzysztof Paprota’!, Marcin Polkowski 1,

Anna Rychter!!

[ 89 PZ. CON CANCRO DEL RETTO G1-2, T1-3 NO (2003-2010) sotToPosTYl A RT NAD }

-

r[ EL/TEM DOPO 6-8 SETTIMANE h

63 z. 26 Z.
YPTO-1 - NO FATTORI DI RISCHIO YPT>1 E/0 FATTORI DI RISCHIO
‘ [ 18 PZ. RIFIUTANO TME ] [ 8 TME
FU: 24 MESI -
RECIDIVE LOCALI: 7.9% FU: 24 MONIHS
METASTASI A DISTANZA: 3.2% RECIDIVE LOCALI: 44.4%
METASTASI A DISTANZA: 22.2%

BuJko K ET AL - RADIOTHER ONcoL 2013; 106:198-205
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EL/TEM popro cCR pPosT-RCT

CATTOLICA ESPERIENZA PERSONALE (|)

2000 — 2014 (Fu: 68 MmEs)

36 PZ. CON RISPOSTA CLINICA MAGGIORE/COMPLETA DOPO RCT NAD PER
CANCRO DEL RETTO LOCALMENTE AVANZATO

—~—
TEM j
23 YPTt TRG1 v 1 ypT3 TRG2
4 yrT1 TRG2 2 YPT2 TRG2
6 YPT2 TRG3 |
l PROPOSTA CHIRURGIA RADICALE CON TME
|
OSSERVAZIONE <—|— v . )
TME RIFIUTATA (3 PZ.)
TME (6 rz.)
ORGAN-SPARING RATE: 83.3% < M — 6/6

SPHINCTER-SAVING RATE: 100%

DATI NON PUBBLICATI
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MORBIDITA & MORTALITA P.O.

VARIABILI RISULTATI

N. Pz. 36
MORTALITA P.O. 0%
MORBIDITA P.O. COMPLESSIVA 15 (41.7%)
MoRBIDITA P.O. GRADO |* 9 (25%)
MoRBIDITA P.O. GRADO II* 6 (16.7%)
MORBIDITA P.O. GRADO IlI* 0%
DEISCENZA LINEA DI SUTURA 10 (27.8%)
RE-RICOVERO ENTRO 30 GIORNI 0%

*: SEC. CLASSIFICAZIONE DI CLAVIEN

DATI NON PUBBLICATI



OVERALL SURVIVAL

EL/TEM popro cCR pPosT-RCT

UNIVERSITA
CATTOLICA ESPERIENZA PERSONALE (|||)

del Sacro Cuore

OuTcoME ONCOLOGICO

FU MEDIO: 68 MESI

RECIDIVE LOCALI: 1 (2.7%) (vpTO; DOPO 36 MONTHS; METASTASI A DISTANZA CONCOMITANTI; DECESSO PER MALATTIA

DOPO 50 MESI)

METASTASI A DISTANZA: 3 (8.3%) (2 YPTO, SINGOLA E RIMOSSA RADICALMENTE, E 1 YPT1 TRG2, IN PZ. CON

PREGRESSA NEOPLASIA, TRATTATA CHIRURGICAMENTE, DEL COLON ASCENDENTE AL Il STADIO)

L=ttt R 1,01 ﬂ_ 104 :
0,8 = 037 0.5
. g K
& 2 o :
1 ACTUARIAL %-Y OS: @ | ACTUARIAL 5-Y DFS: 5 1 ACTUARIAL %-Y LC:
i S 0
92.0% 3 82.8% : - 96.0%
z —
0,2 (= IFE 0,24
TIME TIME | | | TII;ﬂE | | |

DATI NON PUBBLICATI
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VANTAGGI

RISULTATI FUNZIONALI A 1 ANNO DALL’INTERVENTO

VARIABILI

TEM (30¢2) | TME (1002)*

EVACUATION SCORE MEDIANO (RANGE) 24.1+2.82 16.12 £5.12
N. EVACUAZIONI/DIE >3 3.3% 23%
SENSAZIONE DI INCOMPLETO SVUOTAMENTO 10% 58%
NECESSITA DI TORNARE IN BAGNO ENTRO 15 MIN 0% 37%
INCAPACITA DI EVACUAZIONE COMPLETA ENTRO 15 MIN 0% 35%
URGENCY 10% 31%
CONTINENCE SCORE MEDIANO (RANGE) 1.97+3.02 6.30 £4.79
INCONTINENZA Al GAS 13.3% 46%
SOILING 3.3% 19%
INCONTINENZA ALLE FECI SOLIDE 0% 5%
NECESSITA DI INDOSSARE UN PANNOLONE 3.3% 14%
IMODIFICAZIONI DELLO STILE DI VITA 3.3% 29%

DATI NON PUBBLICATI

*: COCO ET AL. INT J COLORECTAL Dis 2007; 22:903-10
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CATTOLICA CRITICITA’ — QUESTIONE LINFONODALE

del Sacro Cuore

Clinicopathological characteristics predict lymph node
metastases in ypTO-2 rectal cancer after chemoradiotherapy

Steven L Bosch,' Thomas A Vermeer,” Nicholas P West,®> Hendrik A M Swellengrebel,*
Corrie A M Marijnen,” Annemieke Cats,* Cornelis Verhoef,® Ineke van Lijnschoten,”
Johannes H W de Wilt,® Harm ] Rutten”’ & Iris D Nagtegaal

[ 675 PZ. CON CANCRO DEL RETTO LOCALMENTE AVANZATO SOTTOPOSTI A RCT (45-50 Gy pLus 5-FU OR OXALIPLATIN) ]

-

[ 210 Pz. CON YPTO-2 -> YPN+: 44 (21%) ]

FATTORI INDIPENDENTI PREDITTIVI DI YPN+:
> PRE-TRATTAMENTO YPN+ (OR: 2.79; P:0.042)

» SCARSO GRADO DI DIFFERENZIAZIONE (G3) PosT-RCT (OR: 6.46; P:0.028)

> DIAMETRO RESIDUO TUMORALE 210 mm (OR: 2.54; pP:0.036)

N

/

‘ BOSCH SL ET AL. — HISTOPATH 2016; EPUB 6 JUNE 2016
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Clinicopathological characteristics predict lymph node
metastases in ypTO-2 rectal cancer after chemoradiotherapy

Steven L Bosch,' Thomas A Vermeer,” Nicholas P West,” Hendrik A M Swellengrebel,*
Corrie A M Marijnen,” Annemieke Cats,* Cornelis Verhoef,® Ineke van Lijnschoten,”
Johannes H W de Wilt,® Harm ] Rutten”’ & Iris D Nagtegaal

PROPOSTA DI ALGORITMO PER LA RISCHIO DI N+ IN RELAZIONE
STRATIFICAZIONE DEL RISCHIO DI N+ ALLALGORITMO PROPOSTO
60.0%
“High grade” No Clinically detected No . 51.6%
histopathology? LNM (cN+)? Lok 50.0%
=
Yes 3 40.0%
©
8 20,07
Yes Residual tumour =0 Intermediate risk @ St
diameter s
20.0% 1 17.8%
o
210 mm \I{ 10.0% | 7.7%
High risk 0.0% T .
Low risk Intermediate risk High risk
N=65 N=101 N=231

BOSCH SL ET AL. — HISTOPATH 2016; EPUB 6 JUNE 2016
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Cotonge A Nomogram to Predict Lymph Node Positivity
=" | Following Neoadjuvant Chemoradiation in Locally
Ad va nCEd Rectal Ca ncer Andrew D. Newton, M.D.! « Jiaqi Li, M.S.% * Arjun N. Jeganathan, M.D.!

Najjia N. Mahmoud, M.D." * Andrew J. Epstein, Ph.D., M.P.P3
E. Carter Paulson, M.D., M.S.C.E.}*

[ 8984 PZ. CON CANCRO DEL RETTO LOCALMENTE AVANZATO SOTTOPOSTI A RCT NAD E TME ]

-

TASSO DI YPN+ IN YPTO-2: 35.6% (in YPTO: 15%; IN YPT1: 17%; IN YPT2: 25%) }

-

FATTORI PREDITTIVI INDIENDENTI DI YPN+: \
CEA ELEvATO (OR: 1.21; P:0.018)
ISTOLOGIA MUCINOSA (OR: 2.01; P<0.001)
PRESENZA DI LVI (OR: 6.29; P<0.001)
G3 (OR:1.73; P<0.001)
cN+ (OR: 2.28; p<0.001)
CHARLSON SCORE 2+ (OR: 0.66; P:0.018)
GIOVANE ETA (OR:0.99; P<0.001) /

)

\7\7\7\7\7\7\

~

‘ NEwTON AD ET AL. — DiIs CoLoN REcTUM 2016; 59:710-717
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et | ANomogram to Predict Lymph Node Positivity
&= | Following Neoadjuvant Chemoradiation in Locally

Ad va nCEd Rectal Ca ncer Andrew D. Newton, M.D.! « Jiaqi Li, M.S.% * Arjun N. Jeganathan, M.D.!
Najjia N. Mahmoud, M.D." * Andrew J. Epstein, Ph.D., M.P.P3
E. Carter Paulson, M.D., M.S.C.E.}*

Nomogram
v [ ]
cn 2t ACCURATEZZA PREDITTIVA:
Nonmucinous Mucinous 70 . 9 o
wr L
Not present/Unknown Present
l{n,{n?wn
eWell Moderate Poorly-
Undifferentiated
CIinical_NodesN;g - Pol"
ative sitive
XB
Charlson .
’ i p(positivity) =
o 9 82 75 68 61 54 4 39 32 25 18 y 1+eXB
" ; * . i i a & . & i . Let XB = —0.92 — (0.01 x age) — (0.06 if Charlson score
Score of 1) — (0.42 if Charlson score of 2+) + (0.82 if clinical nodes
positive) + (0.04 if moderately differentiated) + (0.55 if poor-
ly/undifferentiated) + (0.16 if unknown grade) + (1.84 X
Prob T T T T | T . . T 1 LVI present) + (0.70 if mucinous histology) + (0.11 if CEA
a 2 3 4 5 6 7 8 9 95 i
F T ol Tl ol & Ed Tl T Al T T e o1 T elevated) + (0.19 if CEA unknown).
01 2 3 45 6 7 8 910111213141516 17 18 19 20 21 22 23 24 25 26 27 28 29 30
Total score

NEwTON AD ET AL. — DiIs CoLoN REcTUM 2016; 59:710-717



PROSPETTIVE FUTURE DI ORGAN-SPARING
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Long-term Outcome of an Organ Preservation Program
After Neoadjuvant Treatment for Rectal Cancer

Milou H. Martens, Monique Maas, Luc A. Heijnen, Doenja M. J. Lambregts,
Jeroen W. A. Leijtens, Laurents P. S. Stassen, Stephanie O. Breukink,
Christiaan Hoff, Eric J. Belgers, Jarno Melenhorst, Rob Jansen, Jeroen Buijsen,
Ton G. M. Hoofwijk, Regina G. H. Beets-Tan, Geerard L. Beets

[ 100 PTS WITH MO RECTAL CANCER TREATED BY RCT ]

61 PTS WITH CCR 39 PTS WITH “NEAR cCR”
AT FIRST ASSESSMENT AT FIRST ASSESSMENT
21 pTs FROM NCT 00939666 ¢
MAAS ET AL. - J CLIN ONcoL 2011;29:4633-40

24 WITH cCR AFTER [ 15 UNDERWENT TEM }

SECOND ASSESSMENT
(AFTER 3 MONTHS) /N
N [ 9 YrTO ][ 1vrT1 ][ 5YpPT2 ]
v
| W&W PoLicy (85 PTs) T/ ~lr v \lf

[ TEM pLus W&W (15 pTS) }
-—

‘ MARTENS MH ET AL — J NATL CANCER INST 2016; 108 (12):p5w171




PROSPETTIVE FUTURE DI ORGAN-SPARING

UNIVERSITA
CATTOLICA WE&W AND SELECTIVE LE IN CCR AFTER RCT

del Sacro Cuore

Long-term Outcome of an Organ Preservation Program

After Neoadjuvant Treatment for Rectal Cancer

Milou H. Martens, Monique Maas, Luc A. Heijnen, Doenja M. J. Lambregts,

Jeroen W. A. Leijtens, Laurents P. S. Stassen, Stephanie O. Breukink,

pi Christiaan Hoff, Eric J. Belgers, Jarno Melenhorst, Rob Jansen, Jeroen Buijsen,
oo Ton G. M. Hoofwijk, Regina G. H. Beets-Tan, Geerard L. Beets

| W8&W (85pz.) | TEM & W&W (15 pz.)
[ 61 pz. coN cCR AL 24 pz. coN cCR AL } 9 YPTO ]‘[ 1vprT1 ]_[ 5YrPT2
PRIMO RE-STAGING SECONDO RE-STAGING
RL: 11.5% RL: 20.8% . NO . o
i) (o) [ e )
TOTALE WE&W TEM+W&W P-VALUE
(100) (85) (15)
3-vy SVV SENzA RL 84.6% 85.8% 80.0% NS
3-y SVV seEnzA M+ 96.8% 97.4% 93.0% NS
3-Y SVV GLOBALE 96.6% 100% 96.0% NS

= MARTENS MH ET AL — J NATL CANCER INST 2016; 108 (12):p1w171
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Organ preservation with local excision or
active surveillance following
chemoradiotherapy for rectal cancer

| B Creavin'?, E Ryan'?, ST Martin'%, A Hanly'?, PR O'Connell'??, K Sheahan'? and DC Winter*'

r 362 PZ. CON CANCRO DEL RETTO SOTTOPOSTI A RCT NAD j’

302 RISPOSTA PARZIALE 10 cCR 50 RISPOSTA MAGGIORE (<3 cm)
TME W&W ESCISSIONE LOCALE
15 YPT22 0 MARGINI (+)
35 YPT<2 E MARGINI (-) ‘1'
ORGAN-SPARING (45 pz.) <—| TME DI SALVATAGGIO

‘ CREAVIN B ET AL — BR J CANCER 2017; 116:169-174
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W&W AND SELECTIVE LE IN CCR AFTER RCT

Organ preservation with local excision or
PAlEs | active surveillance following
< chemoradiotherapy for rectal cancer

| B Creavin'?, E Ryan"?, ST Martin'?, A Hanly'?, PR O'Connell’?3, K Sheahan'? and DC Winter*"'2|

TME | W&W | EL | TIVIE
SALVATAGGIO
SVV GLOBALE 85.6% 90% 94.3% 86.6%
SVV LIBERA DA MALATTIA | 78.2% 80% 80% 60%
RECIDIVA LOCALE = ! . !
(6.3%) (10%) (8.6%) (6.7%)
IMETASTASI A DISTANZA 7 ! S S
(15.6%) (10%) (14.3%) (33.3%)

‘ CREAVIN B ET AL— BR J CANCER 2017; 116:169-174
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RESEARCH TRIAL (ON-GOING)

Any rectal adenocarcinoma up to 12 cm from the anal verge candidate to receive
preoperative radio and/or chemotherapy Register

S

1* Re-staging at 7-8 weeks (DRE, proctoscopy, CEA, chest-abdomen CT scan, pelvic MRI)

< ¥

major CR or complete CR No major CR or complete CR

v

2™ Re-staging at 11-12 weeks (DRE, proctoscopy) Enroll in the trial

<z

complete CR major CR Neither major nor complete CR
WE&S Local Excision Total Mesorectal Excision

‘ FROM A COURTESY OF S. PUCCIARELLI



PROSPETTIVE FUTURE DI ORGAN-SPARING

UNIVERSITA

CATTOLICA W&W AND SELECTIVE LE IN CCR AFTER RCT
STARTREC

del Sacro Cuore
PHASE 11/11l TRIAL . Y » @
(ON-GOING) l,_[ CANCRO DEL RETTO CT1-38 NO
v

[ WEEK 1.5 ] [ CHIRURGIA RADICALE }[ ORGAN SAVING } [ ORGAN SAVING }

(TME) (55 Gv) (RCT)

I—j RIVALUTAZIONE Jﬂ
v

4 N
[ Weec11-13 | [ NO MALATTIA RESIDUA BUONA RISPOSTA [ SCARSA RISPOSTA }
RESIDUO MALATTIA

([ weec1620 | [ CCR ] K v /
No CCR

( w&‘w/ =’

‘ FROM A COURTESY OF R. PEREZ — IMOC TuRIN 2016




UNIVERSITA CONCLUSIONI
CATTOLICA

del Sacro Cuore

Negli ultimi anni e progressivamente aumentata l'incidenza di risposte complete di
tumori del retto dopo RCT (intorno al 30%)

| pazienti che ottengono una pCR rappresentano un gruppo con outcome oncologico
estremamente favorevole in cui, probabilmente un intervento chirurgico radicale, con le
conseguenze in termini di morbidita p.o. a breve e lungo termine, costituisce un
overtreatment.

'approccio watch & wait e I'escissione locale rappresentano 2 modalita di salvataggio
d’organo adottabili in questo gruppo di pazienti

Il principale problema dell’'approccio W&W & la non completa corrispondenza tra la cCR
e la pCR, variabile tra il 25 ed il 90% e dovuto all'impossibilita diagnostica di stabilire con
certezza la risposta completa della neoplasia post-RCT

L'escissione locale mediante TEM garantisce la massima affidabilita nella stadiazione
dell’ypT e, per via riflessa, fornisce indicazioni sul rischio di metastasi linfonodali che, in
caso di ypTO e estremamente basso

Approcci combinati di W&W ed EL, basati anche su modelli predittivi di metastasi
linfonodali, sono attualmente in valutazione
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ser W | Local Excision Techniques for Rectal Cancer After
& &  Neoadjuvant Chemoradiotherapy: What Are We

Doing? Fraser McLean Smith, M.D., ER.C.S.I' » Abdul Ahad, M.R.C.S.>
Rodrigo Oliva Perez, M.D.” * John Marks, M.D.* « Krzysztof Bujko, M.D.?
Richard J. Heald, ER.C.S.¢

| Identification |

Screening

| Eligibility ’

Author Date Reference No. Country of origin Study type No.of patients  Patient types
Potentially relevant studies identified by T -
screening databases: PubMed, MEDLINE, Mohiuddin et al 1994 13 us Retro 48 Mixed
Cochrane review, clinicaltrials.gov. Kimetal 2001 14 us Retro 26 Mixed
N=1116 Ruoetal 2002 15 us Retro 10 Mixed
sl i s s Caricatoetal 2006 16 Italy Pro 8 Flt. for surgery
N=1070 Parketal 2007 17 South Korea Retro 7 Mixed
Failure to meet inclusion criteria, Ianguagg,' Nair et al 2008 18 us Retro 4 Mixed
L teview, and protocds not retated foloca exctdon Huh etal 2008 19 South Korea Retro 9 Refusal/not fit
Studies retrieved for more detailed Callender etal 2010 20 us Retro 47 Mixed
"“';'f:’" Kundel et al 2010 21 Israel Retro 14 Mixed
Yeoetal 2010 2 South Korea Retro n Refusal/not fit
Studie; exguded Burgeret al 2010 23 Netherlands Retro 1 Fit for surgery
] % SRl iy it Tennyson et al 2012 24 us Retro 2 Rgfusal/not fit
% : T Issaetal 2012 25 Israel Retro 2 Mixed
'otentially appropriate studies inclu in
o Kennelly etal 2012 26 Ireland Retro 10 Refusal/not fit
N=138 Garcia-Aguilar 2012 27 us Pro 77 Fit for surgery
2 additional eligible studies identified from Marks et al 2013 28 us Retro 47 Mixed
bibllographies and related ditations Yuetal 2013 29 South Korea Retro 40 Mixed
N=40
: Bujkoetal 2013 30 Poland Pro 89 Mixed
Studies excluded
| N=15 Pucciarelli et al 2013 k)| Italy Pro 63 Mixed
# Described adjuvant therapy -N =5 Perez etal 2013 2 Brazil Pro 27 Mixed
- i S D Noh etal 014 1 South Korea Retro 17 Refusal/not fit
25 studies reviewed and included in Guerrieri et al 2014 4 Italy Retro 233 Mixed
systematic review Stipaetal 2014 35 Italy Retro a Refusal/not fit
N=25 Verseveld et al 2015 36 Netherlands Pro 55 Fit for surgery
Arezzoetal 2015 7 Italy Pro 14 Fit for surgery

SMITH FM ET AL. — Dis COLON RECTUM 2017; 60: 228-239
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e CosA STIAMO FACENDO?

ser W | Local Excision Techniques for Rectal Cancer After
s~ | Neoadjuvant Chemoradiotherapy: What Are We

Doing? Fraser McLean Smith, M.D., ER.C.S.I.' » Abdul Ahad, M.R.C.S >

Rodrigo Oliva Perez, M.D.” * John Marks, M.D.* « Krzysztof Bujko, M.D.?
Richard J. Heald, ER.C.S.¢

“I...] LE of rectal cancers after neoadjuvant therapy is being
performed under significant variability, breaking most of the
principles of TME, and showing so-called total mesorectal neglect, 43
without any real level 1 study or standardization.

We propose that, to more fully understand the role and capabilities of
LE after CRT, additional pathological study of how a tumor manifests
itself after neoadjuvant therapy is needed, and, going forward,
certain minimum quality standards should be incorporated into
additional studies in this area to allow meaningful comparison among
studies in the future [...]”

SMITH FM ET AL. — Dis CoLoN RECTUM 2017; 60: 228-239
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eereo® | Local Excision Techniques for Rectal Cancer After
R Neoadjuvant Chemoradiotherapy: What Are We

Doi ng ? Fraser McLean Smith, M.D., ER.C.S.L.' - Abdul Ahad, M.R.C.S.2
Rodrigo Oliva Perez, M.D.? »« John Marks, M.D.* « Krzysztof Bujko, M.D.>
Richard J. Heald, ER.C.S.¢

CHECKLIST DEI PARAMETRI DA UTILIZZARE NEL RIPORTARE | RISULTATI DELLEL popPo RCT

Topic Description

Pretreatment entry criteria - Diagnostic methods for staging
- CT category, in case of cT2 report depth of mesorectal infiltration in
millimeters
- cN category, state the criteria for cN+ diagnosis
- Tumor size in maximal diameter
- Percentage of circumferential involvement
-  Whether tattoos/marking of mucosa around tumor were done
- State whether patients were fit or unfit for total mesorectal excision
Interval from completion of chemol(radio)therapy and local excision in
weeks; median and range
Posttreatment entry criteria if any - ycT, category
- ycN, state the criteria for ycN+ diagnosis
- Residual mucosal abnormality size in maximal diameter
- Percentage of circumferential involvement
Technigue of local excision - Surgical technique {eg, transanal endoscopic microsurgery, transanal
excision)
- Surgical lateral excision margins, cm
- Extent of mesorectal excision: none, partial, up to mesorectal fascia
Pathology - Lateral margin: tumor at margin, =1 mm from margin, >1 mm from
margin (R status)
- Deep margin (mesorectal): tumor at margin, =<1 mm from margin,
>1 mm from margin (R status)
- Presence of lymphovascular involvement
Criteria for conversion to total mesorectal excision if any
Results - Report separately results in subgroup of patients fit and unfit for total
mesorectal exdision at baseline
- Report pathology and long-term results of rescue surgery
- Report anorectal function

SMITH FM ET AL. — Dis COLON RECTUM 2017; 60: 228-239

The list is incomplete and includes only the items that are often not reported.




EL/TEM popro cCR POST-RCT
R HCH CRITICITA’

EL DOPO CCR POST-RCT

’
ACCURATEZZA STADIAZIONE

DELL'YPT PARI AL 100%

. 2

QUESTIONE
LINFONODALE?




B o EL/TEM popro cCR POST-RCT
F) caLiolc CRITICITA

QUESTIONE LINFONODALE
ESISTONO ESAMI DIAGNOSTICI IN

GRADO DI STABILIRE CON
CERTEZZA LASSENZA DI
METASTASI LINFONODALI DOPO
RCT NAD?
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EL/TEM popro cCR pPosT-RCT

The role of local excision in rectal cancer after
complete response to neoadjuvant treatment

C. Coco?, A. Manno™*, C. Mattana®, A. Verbo?, G. Rizzo®, V. Valentini®,
M.A. GambacortaP®, F.M. Vecchio®, D. D’Ugo?®

ypT1
ypT2
ypT3
ypT4

N. Pz. % LFN METASTATICI
56 (20.6%) 1.8

6.3

o3 18@(2.7%)}
108 45.4
9 66.7

Geemelli @

\ Coco C ET AL. - SURG ONCOL 2007; 16: $101-5104



WATCH & WAIT

UNIVERSITA

el Sadioiciors VANTAGGI

erosl | Impact of Organ-Preserving Strategies on

RECTU

= | | Anorectal Function in Patients with Distal Rectal
Cancer Following Neoadjuvant Chemoradiation

Angelita Habr-Gama, M.D., Ph.D."? « Patricio B. Lynn, M.D.?

J. Mércio N. Jorge, M.D., Ph.D.2 « Guilherme P. Sdo Julido, M.D.?
Igor Proscurshim, M.D.2 * Joaquim Gama-Rodrigues, M.D., Ph.D.!2
Laura M. Fernandez, M.D.2 * Rodrigo O. Perez, M.D., Ph.D.>**

VARIABILI WE&W EL P-VALUE
N. pz. 53 29 -
INTERVALLO DAL TRATTAMENTO (MESI) 35.7 33.9 0.64
TONO SFINTERICO A RIPOSO (MMHG) 51 31 <0.001
TONO MASSIMALE SOTTO-SFORZO (MMHG) 146 102 0.004
CAPACITA RETTALE 145 103 0.002
CONTINENCE SCORE (WEXNER'S) 2.3 6.5 <0.001

‘ HABR-GAMA A ET AL — DiIs CoLoN REcTum 2016; 59:264-269 ‘
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ApPRoOcCCIO WATCH & WAIT

CRITICITA
PCR — VALORE PREDITTIVO DELLA CCR

238 PZ. CON CANCRO DEL RETTO TRATTATI CON TME
DOPO RCT PRE-OPERATORIA

= =

= =

61/238 (25%) YPTO

(o) 3
nﬂzz/Bs (9.2%) cCR

RUOLO DELLA CCR NEL PREDIRE YPTO

(

N

o SENSIBILITA: 26%

o SPECIFICITA: 97%

6

o PPV: 73%
o NPV: 80%

171

o ACCURATEZZA: 78.6%

| SMITH FM ET AL. — Di1s CoLoN Rectum 2014; 57(3): 311-5



