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[Abstract] Objective To investigate the feasibility and safety of sphincter- preserving surgery
after neoadjuvant chemoradiotherapy (nCRT) with consolidation chemotherapy in the interval period or total
neoadjuvant therapy (TNT) for low rectal cancer. Methods A descriptive case series study was carried
out. Clinical data of patients with locally advanced low rectal cancer (LALRC) who achieved complete
clinical response (cCR) or nearly ¢cCR (near-cCR) after nCRT at the Department of Colorectal Surgery of
Fujian Medical University Union Hospital from May 2015 to February 2019 were retrospectively analyzed.
Case inclusion criteria: (1) Low rectal adenocarcinoma within 6 ¢m from the anal verge. (2) After nCRT,
tumor presented markedly regression as mucosal nodule or abnormalities, superficial ulcer, scar or a
mucosal erythema (< 2 ¢m); no regional lymph node metastasis or distant metastasis was found in rectal
ultrasonography, pelvic MRI and PET-CT; MRI showed obvious fibrosis in the original tumor site; and post-
treatment CEA was normal. (3) The patient and the family members adhered to receive the transanal full-
thickness local excision with informed consent. (4) When the residual lesions were difficult to detect after
nCRT, patients received the watch and wait (W&W) strategy. Exclusion criteria: (1) Before nCRT,
pathological results showed poorly differentiated or signet - ring cell carcinoma; lateral lymph node
melastasis was suspected. (2) When the residual lesion size was more than 3 ¢m after nCRT, it was difficult
to perform local excision. The consolidation nCRT group received 3 -4 cycles of CAPOX regimen
(oxaliplatin and capecitabine) or six cycles of mFOLFOX6 (oxaliplatin, leucovorin, and 5 - fluorouracil)
combined with the long-course radiotherapy (intensity - modulated radiation therapy with a total dose of
50.4Gy). Patients with concurrent chemotherapy more than or equal to five cycles of CAPOX or eight cycles
of mFOLFOX6 were defined as total neoadjuvant therapy (TNT) group. Local resection was recommended
for patients who were near - cCR according to modified MSKCC criteria 8 -33 weeks after the end of
radiotherapy. Patients with a near-cCR, who were judged as yecNO according to PET-CT and MRI and were
ypTO after local excision, could enter the W&W strategy. Patients with pathologic stage more advanced
than ypT1, and those with positive resection margin, or lymphovascular invasion were recommended for
salvage radical surgery after local excision. The ypT1 patients with a negative resection margin and without
lymphovascular invasion might receive the W&W management carefully if they refused radicalsurgery to
sacrifice the sphincter for low rectal cancer. Results  Of 32 patients, 14 were males and 18 were females
with the average age of 59 years old. Twenty-three patients underwent consolidation nCRT, and 9 received
TNT. The first evaluation after treatments showed 19 cases with ¢cCR and 13 with near-cCR. Twenty-nine
patients received local excision while 3 patients with undetectable lesions received W&W policy. Four
cases (12.5%) underwent salvage radical surgery with abdominoperineal resection. After local excision, 3
cases underwent salvage radical surgery immediately, and the final pathologic result was ypT3NO, ypT2NO,
and ypT2NO respectively, of whom 2 cases were in the group of consolidation CRT and 1 was in the TNT
group. Of these 3 cases, 1 case with an initial ¢T3 stage showed a pathologic stage of ypT1 and a negative
circumferential resection margin after consolidation nCRT and local excision, however, the final pathologic
stage was ypT3 with fragmented tumor deposits in the mesorectum after the salvage radical surgery.
Meanwhile 1 patient in the TNT group receiving W&W suffered from intraluminal regrowth after 7.4
months follow - up and underwent salvage abdominoperineal resection. One patient in the consolidation

nCRT group died of stroke 42.5 months after local resection. Another patient in the TNT group had cerebral
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metastasis 10 months after the W&W policy, but no local recurrence was found in the pelvic cavity, then
received resection of the metastatic tumors. The average follow-up for all the patients was 23 (5-51) months.
The cumulative local regrowth rate was 5.0%. The overall survival rate was 85.7%, and the sphincter-
preservation rate was increased from 25.0% (28/32) in the original plan to 87.5% (28/32) actually.
The 3-year disease-free survival rate was 89.7%. The 3-year organ-preserving survival rate was 85.7%, and
the 3-year stoma-free survival rate was 82.5%. At present, 31 patients still survived. Conclusions  After
nCRT with consolidation chemotherapy or TNT for low rectal cancer, patients with ¢cCR, yeNO according to
PET-CT and MRI, and ypTO after local excision, can consider the W&W strategy. Strict patient selection

with a near-cCR for local resection and sphincter - preserving strategy can reduce the local regrowth of
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cancer, and the short-term outcomes are satisfactory.
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