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Objectives

1. Robotic surgery 1n colorectal
cancer

2. Watch and Wait Approach to
Rectal Cancer
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Randomized Controlled Trial > JAMA. 2017 Oct 24;318(16):1569-1580.
doi: 10.1001/jama.2017.7219.

Effect of Robotic-Assisted vs Conventional
Laparoscopic Surgery on Risk of Conversion to Open
Laparotomy Among Patients Undergoing Resection

for Rectal Cancer: The ROLARR Randomized Clinical
Trial

David Jayne T Alessio Pigazzi 2 Helen Marshall 3, Julie Croft #, Neil Carrigan 3 Joanne Copeland 3
Phil Quirke #, Nick West 4, Tero Rautio ?, Niels Thomassen ¢, Henry Tilney T Mark Gudgeon i

\ . ' B Dlhard CAllm 2 Flalva - 10 H I
Paclo Pietro Bianchi &, Richard Edlin 2, Claire Hulme 19, Julia Brown

Randomized clinical trial: robotic-assisted vs
conventional laparoscopic surgery => open conversion
rates

— 29 sites, 10 countries, 40 surgeons
— Recruitment: 1/7/2011-9/30/2014
471 patients with rectal adenocarcinoma
— Robotic assisted: 237 patients
— Laparoscopic: 234 patients
f/u: 30 days, 6 months
No significant reduction in conversion to laparotomy
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Randomized Controlled Trial = > JAMA. 2017 Oct 24;318(16):1569-1580.
doi: 10.1001/jama.2017.7219.

Effect of Robotic-Assisted vs Conventional
Laparoscopic Surgery on Risk of Conversion to Open

Laparotomy Among Patients Undergoing Resection
for Rectal Cancer: The ROLARR Randomized Clinical

Trial

David Jayne T Alessio Pigazzi 2 Helen Marshall 3, Julie Croft #, Neil Carrigan 3 Joanne Copeland 3
Phil Quirke #, Nick West 4, Tero Rautio 2, Niels Thomassen ¢, Henry Tilney T Mark Gudgeon T
Paclo Pietro Bianchi &, Richard Edlin 2, Claire Hulme 19, Julia Brown 3

Table 3. Secondary End Points by Treatment Group

No./Total No. (%) Abbreviations: CRM+, circumferential
Conventional Robotic-Assisted Unadjusted Adjusted resection margin positivity; NA, not
Laparoscopic  Laparoscopic Risk Difference Odds Ratio applicable.

End Point Surgery Surgery (95% C1), % (5% 0% 2 Adjusted for sex, bod inde
usted for sex, Mass ingdex
CRM+® 14/224(6.3)  12/235(5.1)  1.2(-3.1to5.4) 0.78(0.35t0 1.76) . v oreo wammzi ptheraoy

Mesorectal area = mesorectal 173/223 (77.6) 178/233(76.4) 1.2(-65t08.9) 0.94(0.56t0 1.57) . intended procedure, and operating
plane surgeon.

Intraoperative complication 34/230(14.8) 36/236(15.3) =-05(-6.0to7.0) 1.02(0.60to1.74) . b Defined as tumar calls within 1 mm
Postoperative complication 73/230(31.7) 78/236(331) -13(-98to7.2) 1.04(0.69to1.58) . of the circumferential resaction

within 30 d of operation margin on histological analysis.

Postoperative complication >30d ~ 38/230 (16.5) 34/236(144) 21(-45t087) 072(0.41to1.26) .
and =6 mo after operation

* Adjusted analysis was not

performed for mortality within
Mortality within 30 d 2/230(0.9) 2/236 (0.8) 0.02(-1.7to 1.7) NA 30 days of aperation due to the

of operation® small number of events.




Clinical Trial > Ann Surg. 2018 Feb;267(2):243-251. doi: 10.1097/5SLA.0000000000002321.

Robot-assisted Versus Laparoscopic Surgery for
Rectal Cancer: A Phase II Open Label Prospective

Randomized Controlled Trial

Min Jung Kim 1 sy ng Chan Park T Jiwon Park 1 2, Hee Jin C hang T Dae Yo ng Kim 1

Byung-Ho Nam 3, Dae Kyung Schn 1, Jae Hwan Oh !

« Randomized 1:1: robotic vs laparoscopic
— South Korea, 3 surgeons
— Recruitment: 2/21/2012-3/11/2015
« Primary outcome: quality of TME
« 139 patients
— Robotic: 66
— Laparoscopic: 73
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Clinical Trial > Ann Surg. 2018 Feb;267(2):243-251. doi: 10.1097/SLA.0000000000002321.

Robot-assisted Versus Laparoscopic Surgery for
Rectal Cancer: A Phase II Open Label Prospective
Randomized Controlled Trial

Min Jung Kim i Sung Chan Park T Jiwon Park ' 2, Hee Jin Chang 1 Dae Yong Kim i) . . .

Kim, Min Jung; Park, Sung Chan; Park, Ji
Won; Chang, Hee Jin; Kim, Dae Yong;
Nam, Byung-Ho; Sohn, Dae Kyung; Oh,
Tumor size, cm, median (range) 2.5 (0-6.0) 2.1 (0-11.0) XYy Jae Hwan

Number of harvested lymph nodes WG Annals of Surgery267(2);243_251’

Median 18.0 15.0 February 2018

Range 7.0-59.0 4.0-40.0 y 0

<12, n (%) 69.1) 19 (26.0) [2ee doi: 10.1097/SLA.0000000000002321
=12, n (%) 60 (90.9) 54 (74.0)
umor differentiation, n (%)

Well differentiated 9 (13.6) 8(11.0)

Moderately differentiated 53 (80.3) 64 (86.2)

Poorly differentiated 3 (4.6) 1(1.4)

Mucinous 1(1.5) 0(1.4)
umor Regression Grade Scale, n (%)"

Byung-Ho Nam 3, Dae Kyung Sohn ', Jae Hwan Oh '

11 (16.7) 11 (15.1)
28 (42.4) 31 (42.5)
8 (12.1) 10 (13.7)
5(7.6) 6(8.2)

5(7.6) 6 (8.2)
2(3.0) 4(5.5)
8 (12.1) 7 (9.6)
17 (25.8) 18 (24.6)
30 (45.5) 36 (49.3)
2(3.0) 1(1.4)
2(3.0) 1(1.4)
p/ypN classification, n (%)
NO 46 (69.7) 56 (76.7)
Nla 9 (13.7) 5(6.9)
Nib 7 (10.6) 6(8.2)
Nic 2(3.00 2(2.7)
N2a 2(3.0) 340
N2b 0 (0) 1(1.4)
Proximal resection margin, cm, median (range) 12.3 (4.7-35.8) 13.2 (6.8-29.0)
Distal resection margin, cm, median (range) 1.5 (0.04-6.7) 0.7 (0-2.5)
Radial resection margin, cm, median (range) 0.7 (0-2.5) 0.7 (0-1.8)
Circumferential resection margin, n (%)t
Positive (<1 mm) 4(6.1) 4(5.5)
Negative (>>1 mm) 61 (92.4) 68 (93.2)
Quality of TME as rated by pathologist, n (%)
Complete 53 (80.3) 57 (78.1)
Nearly complete 12 (18.2) 16 (21.9)
Incomplete 1(L.5) 0 ()

Postoperative Pathologic Outcome

“Data from patients with preoperative CRT or chemotherapy.
{Ome patient in each group had a peritonealized tumor.
CRT indicates chemoradiotherapy; TME, total mesorectal excision.
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Distal resection margin, cm, median (range) 1.5 (0.04-6.7) 0.7 (0-2.5)
Radial resection margin, cm, median (range) 0.7 (0-2.5) 0.7 (0-1.8)
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“Data from patients with preoperative CRT or chemotherapy.
{Ome patient in each group had a peritonealized tumor.
CRT indicates chemoradiotherapy; TME, total mesorectal excision.
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Discussion

TOTAL NEOADJUVANT THERAPY PRIMARY TREATMENT

Transabdominal Surveillance
Long-course chemo/RT9:F Chemotherapy resectionh Xl (RECHY
« CapecitabineP or (1361'55\’)‘(() By gt
infusional 5-FUP $ or CAPEOX - S
T3, N any with or « Consider : Restaging
involved or Short-course RT"Y ——» FOLFIRINOX Resection Systemic therapy"
threatened (for T4, N+) contraindicated (REC-F)
CRM (by MRI)";
T4, N any
or Locally

unresectable Transabdominal Surveillance
or medically Chemotherapy Long-course chemo/RT%" resection’V:X (REC-11)
inoperable (12-16 wk) « CapecitabineP or -
« FOLFOX or CAPEOX infusional 5-FUP — Restaging®
» Consider FOLFIRINOX or :

_ Resection Systemic therapy"
(ORI M) Short-course RT"" contraindicated . (REC-F)
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Digital Bactal Exam
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Clinical Incomplete Response
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Clinical Complete Response
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Controlled Clinical Trial > Clin Colorectal Cancer. 2021 Sep;20(3):e185-e193.

doi: 10.1016/j.clcc.2021.03.003. Epub 2021 Apr 7.

Nonoperative Rectal Cancer Management With
Short-Course Radiation Followed by Chemotherapy:

A Nonrandomized Control Trial

« Treatment

— 25 Gy in 5 fractions

— FOLFOX x 8 cycles or CAPOX x 5 cycles
* June 2016-March 2019: 19 patients

« Treatment with SCRT and chemotherapy
resulted in high cCR rate, intact anorectal
function, and no severe late effects
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(In addition to CT C/A/P, CEA, colonoscopy)

« DRE
* Proctoscopy

— Every 3-4 months x 2 years

— Then every 6 months for a total of 5 years
- Rectal cancer protocol MRI

— Every 6 months for at least 3 years to monitor for
extraluminal local recurrence

— Then annually for a total of 5 years (OHSU)

OHSU
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Rectal Sparing Approach After Neoadjuvant Therapy in Patients With Rectal Cancer:
The Preliminary Results of the ReSARCh Trial

12-Weeks Restaging 24-Months Median Follow-Up

o8
~ 64

Local Excision
Major
Clinical Response 3 Clavien-Dindo z 3
26 completion TME reguired

11 completion TME performed
10 no residual cancer at histopathology

96

Complete
Clinical Response Watch ar'n::l Wait

Marchegiani et al., Ann Surg Oncol. gﬁ RAGLISI'.:: Ei
Visual Abstract by @GayaSpolverato for @a&nnSurglncol OHCULGGV
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« Objective: Phase II randomized controlled trial,
multi-institutional : total neoadjuvant therapy
and selective non-operative management in
locally advanced rectal cancer

OHSU
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Randomization

N

Arm 1 (Induction)
INCT

¥

FOLFOX / CapeOX
[16-18 weeks)

v

Interval Evaluation®
DRE- Endoscopy - MRI

¥
CRT (5.5 weeks)

|

Restaging
DRE = Endoscopy - MRI
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*Patients with turnor progrestion at the interval evaluation will be treated according to standard of care.
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