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WHICH PATIENTS WITH RECTAL 

CANCER CAN BE MANAGED 

WITHOUT SURGERY?













•  265 patients with resectable rectal cancer 

received neoadjuvant therapy

•  71 patients had complete clinical response 

Observation Group

•  194 patients incomplete clinical response

 - 22 pathologic complete response    

   Resection Group

•  Observation group
- two patients developed local recurrence
- three patients developed distant recurrence

•  Resection group
- no local recurrence
- three distant recurrence

Resection

Observation



MSKCC Experience: Patients

32 pts selectively treated with NOM by agreement of patient and treating physicians

57 (22%) 
pCR

32 (11%)
cCR and NOM

208 (78%) 
no pCR

265  
Rectal Resection & 

TME

VS



MSKCC Experience: Local Recurrence

NOM  2 yr LR = 21%
    pCR         2 yr LR =   0%
    no pCR 2 yr LR =   5%

No pCR patients developed local recurrence

6 (21%) NOM patients recurred locally at 11 (4-14) months post CRT

No local recurrences  after 17m

All 6 had Salvage Surgery



MSKCC Experience: Survival
There were 3 distant recurrences in each group

    NOM: 1 DOD & 2 AWD
       pCR: 2 DOD & 1 NED

NOM  2 yr DFS = 88%
    pCR           2 yr DFS = 98%
    no pCR          2 yr DFS = 82% 



Surveillance



Tumor response assessment: MRI

mrTRG categorized tumor regression extent using tumor characteristics and degree of fibrosis, similar to the pathologic tumor 
regression grade system.

Pooled analysis: 75% accuracy, 95% sensitivity, 31% specificity, 83% positive predictive values, and 47% negative predictive 
values to detect cCR → MRI more useful in ruling out cCR rather than determining cCR 

Surgery 2016;159:688-99 





Tumor response assessment: optimal timing



95% of pCR events within 10 weeks 
after completion of CRT.

Tumor response assessment: optimal timing





Tumor response assessment

Reported rate of lymph node metastasis after pCRT in patients with cCR of the primary tumor up to 16% 





MSKCC Updated Experience 

Smith JJ JAMA Oncol. 2019 Jan 10:e185896 



Smith JJ JAMA Oncol. 2019 Jan 10:e185896 

MSKCC Updated Experience 



- Distant metastasis was diagnosed in 71 (8%) of 880 patients

- 5-year OS rate was 85% (95% confidence interval [CI], 80.9% to 87.7%) 

- 5-year DFS rate was 94% (95% CI, 91% to 96%). 

- 2-year cumulative incidence of local regrowth was 25.2%. 

- Patients who sustained a cCR for 3 years had a less than 2% risk of developing systemic 

recurrence thereafter during the median long-term follow-up of 55.2 months 



Oncologic outcomes: WW vs radical surgery

Precision and Future Medicine 2022;6(2):91-104a)Disease-free survival; b)Overall survival.





• Local regrowth for watch-and-wait 15.7%

• No significant difference in overall survival (HR 0.73)

• Disease-free survival was better in the surgery group (HR 0.47)

• No significant difference in terms of non-regrowth recurrence (RR 0.58), cancer-

specific mortality (RR 0·58), or overall survival (HR 3.91)

• Only three (1.9%) of 157 patients with data available could not have salvage 

therapy after local regrowth because of the extent of local or systemic disease



Surgical salvage

Precision and Future Medicine 2022;6(2):91-104



Ann Surg. 2018 May 9

• cCR 22.4% 
• 153 (22.1%) local regrowths. 96% in the first 3 years of surveillance. 
• 3-year cumulative risk of local regrowth 21.6%
• Salvage surgery 88% of patients, 121 (93%) R0 resection. 
• 57 metastases (8.2%), 35 (60%) without synchronous regrowths. 
• 3-year distant disease 6.8% 
• 3-year OS 93.5% 



Surgical salvage



Evidence in favor of TNT

5-year locoregional recurrence: 8% (standard arm) vs
12% (TNT), p=0.07 





Induction Consolidation



NOM group





Local excision ACOSOG Z6041



Local excision GRECCAR2



Local excision GRECCAR2



Local excision GRECCAR2



Local excision GRECCAR2
5y outcomes







Conclusions

• WW has become an acceptable alternative to TME after neo-adjuvant 
CRT in a subgroup of LARC patients with cCR

• Surveillance modalities are still less than perfect in assessing cCR

• 1/3 of WW patients will experience local regrowth, most within 2 
years; the majority of these can be salvaged

• A small percentage of patients will recur systemically

• Local excision may be an option in high-risk surgical patients

Future directions:

• Identification of genetic and molecular markers

• Triplet (mFOLFIRINOX) therapy? -> Janus Trial

• WW for Stage 1? -> STAR-TREC trial
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