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STATE LAW:

The California legislature has passed Assembly Bill (AB) 1195, which states that as of July 1, 2006, all Category 1 CME activities that relate to patient care must 
include a cultural diversity/linguistics component. It has also passed AB 241, which states that as of January 1, 2022, all continuing education courses for a 
physician and surgeon must contain curriculum that includes specified instruction in the understanding of implicit bias in medical treatment.

The cultural and linguistic competency (CLC) and implicit bias (IB) definitions reiterate how patients’ diverse backgrounds may impact their access to care.

EXEMPTION:

Business and Professions Code 2190.1 exempts activities which are dedicated solely to research or other issues that do not contain a direct patient care component. 

The following CLC & IB components will be addressed in this presentation: 

• Reduced access to organ-preservation in patients with low health literacy, low SES, rurality.

Cultural Linguistic Competency (CLC) & Implicit Bias (IB)

https://leginfo.legislature.ca.gov/faces/billNavClient.xhtml?bill_id=200520060AB1195
https://leginfo.legislature.ca.gov/faces/billNavClient.xhtml?bill_id=200520060AB1195
https://leginfo.legislature.ca.gov/faces/billNavClient.xhtml?bill_id=200520060AB1195
https://leginfo.legislature.ca.gov/faces/billNavClient.xhtml?bill_id=200520060AB1195
https://leginfo.legislature.ca.gov/faces/billNavClient.xhtml?bill_id=201920200AB241
https://leginfo.legislature.ca.gov/faces/billNavClient.xhtml?bill_id=201920200AB241


Objectives
❖ What organ-sparing approaches are an option in patients 

with gastro-esophageal malignancies

❖ When should these be considered?

 

                               

   



EARLIER APPROACHES CONTEMPORARY OPTIONS

TREATMENT PARADIGMS EVOLVE OVER DECADES



Early stage localized cancer

❖ Management of early/localized T1 esophageal cancer

❖ Usually esophagectomy
❖ More and more, endoscopic resection is 

favoured
❖ Conventionally for pT1a



How can you tell if T1a?

❖ Crux of management is 
distinguishing T1 vs T2, 
T1a?

❖ Traditionally→ EUS
❖ Poor test characteristics for 

T1 vs T2
❖ Worse for T1a vs T1b

❖ Solution: EMR!
❖ Good pathologic 

assessment of T-stage



Endoscopic Mucosal Resection (EMR)



Endoscopic  Resection is standard of care!





Endoscopic 
resection is 
curative for 

pT1a!

N.B. Most of 
these were EMR



Endoscopic Submucosal Dissection (ESD)
• Mark

• Submucosal 
injection

• Mucosotomy

• Submucosal 
dissection

• En bloc 
resection



Why ESD vs EMR?

❖Larger lesions

❖Avoid piecemeal EMR

❖Better margin assessment, reduced local recurrence

❖Previous endoscopic treatments (cause submucosal 

fibrosis)

❖RFA

❖EMR
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Lower rate of recurrence than EMR

ESD allows for en-bloc resection



Lower local recurrence with ESD 



Complications
❖Death: 0%

❖Perforation: 3-5%

❖less problematic than esophagectomy leak →Mostly managed endoscopically

❖All complications (major/minor): ~11%

❖QOL implications: minimal (organ preservation!)

❖Our outcomes (>150 ESD cases)

❖Perforation: <1% (Rx: intra-op stent)

❖Hospital stay: 0-2 days

❖started in OR with LOS 2 days→ now as outpatient day procedure

❖Offering cure to patients not otherwise eligible for curative therapy



ESD killed the esophagectomy star?
❖Absolutely for pT1a!

❖How about pT1b? 

Risk of occult LN 
mets in pT1b is   ~30-

40% overall:

-SM1→ up to 27%
-SM2→ up to 38%
-SM3→ up to 54%

High risk of LN mets → esophagectomy



Controversial/gray area

❖Fully resected pT1b (SM2/3) or pT2 via ESD
❖Negative margins

❖Relevant factors to consider:

❖ LN+ risk factors (length of tumor, LVI, differentiation)

❖Age

❖Fitness of patient (competing risks non-cancer death)

❖Alternative therapies or adjuncts available/possible

❖Chemo, RT, clinical trial (esp IO)

  



What to do with pT1b or higher post ESD?

❖SOC = esophagectomy 

❖What if cannot tolerate esophagectomy?

❖Surveillance

❖Adjuvant RT

❖Adjuvant CRT

❖Clinical trial

❖ “Why would I have that big surgery?”



JACS  June 2013

258 pts with pT1 ADC post esophagectomy:
McGill/Ottawa/Toronto/

Mannheim/MD Anderson

Metastatic Lymph Nodes







OPERA RADIO trial

❖Preliminary findings 

❖Feasible

❖Enrolled 11 patients in <1 year

❖10 patients got IO and 1 got CROSS CRT

❖Safe 

❖Only grade 1-2 AEs

❖2 discontinuations after 7 of 13 cycles



OPERA RADIO trial: prelim outcomes

❖Quality of life

❖High preservation of quality of life

❖Better than stage-matched patients who receive 

standard of care esophagectomy 

❖Survival analysis

❖Not yet mature

❖Translational biology studies→ pending analysis



Is pT2 and pT3 resection by 
ESD really possible !?!



ypT3 resection post CROSS, met SANO CCR criteria, no leak

• Microscopic deep margin positive → underwent hybrid MIE

• ypT0N1

• LOS=5 days, no complications



pT3 resection post previous ESD, negative margin, no leak

• Declined esophagectomy→ definitive CRT to address nodal/systemic risk



84M uT1b ESCC, not candidate for CRT

❖ pT2, R0 , no LVI, mod differentiated

❖ MDT discussion

❖Surveillance

❖CV too high risk for CRT

❖No SOC indications for RT (& +risk)

❖ Outcomes

❖Went home POD1, no complications

❖Stricture with 3 dilations  

❖Good HRQOL

❖ Death 3 years later of CV causes

❖No evidence of cancer



Surveillance Versus 
Resection Following 
Induction Therapy 

for Esophageal 
Cancer
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Organ preservation is aspirational!

• Why would we want to avoid esophagectomy?
   ↓complications     

   ↓costs      

   ↑quality of life 

• In Stage 1-3
• esophagectomy remains standard workhorse 
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Organ preservation is aspirational!

• Stage 1 →  EMR or ESD 
• supplanting esophagectomy

• Stage 2-3 
• growing desire for TNT or SANO

   …but…
evidence



• Non-inferiority stepped-wedge cluster RCT
• Patients with CCR (i.e. no residual disease) after 

CROSS
• Randomized to active surveillance vs standard surgery 
• Surveillance assessments: EGD/EUS & PET-CT
• Outcomes → OS and QOL
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The devil is in the details
• Non-inferiority trial
• Non-inferiority margin of 15%

• Based on patient survey experiment

• Design is…complex
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• non-inferior OS 
• global QOL better in surveillance 

arm
• But not after 1 year

• At 30 months, distant mets in
• 43% of surveillance group
• 34% of surgery group
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Time to abandon routine 
esophagectomy?



35

After 1-2 years, SANO is worse!
• After 2 years, curves cross!

• Esophagectomy has higher OS 

• After 2 years, 9% higher distant mets in 
surveillance group

• In real world, this effect may be heightened
• Esophagectomy patients have access to adjuvant 

IO

• After 1 year, QOL is the same
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Sub-standard control arm!

• Easy way to make 
anything look superior
• Have poor performing 

control group
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Sub-standard control arm!
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Can you apply the intervention?

• Assuming you believe SANO results
• Can you apply it in real world?

• PET-CT & EGD/EUS
• Every 3 months for 1st year
• Every 4 months for 2nd year
• Every 6 months for 3rd year
• Annually for 4th and 5th years

• Challenging for regionalized/centralized care

• Patients may not be able to afford costs of 
surveillance
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Who is organ-preservation appropriate for?
• Assuming meet criteria for SANO

• Patient factors
• Older 

• More frail

• Higher comorbidity 

• Higher risk

• Capacity/willingness to undertake intense 
surveillance

• Hesitant about surgery
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Who is organ-preservation appropriate for?

• Surgical/Institutional factors
• High complication rates for esophagectomy

• Closer to SANO results vs STS/ECCG estimates

• Capacity for salvage esophagectomy
• With similar outcomes to index/upfront esophagectomy

• Capacity for intense surveillance
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Who is organ-preservation appropriate for?

• Future-oriented factors
• Better assessment of complete responders

• i.e. ESD, sentinel LN biopsies

• Better “liquid biopsies” for surveillance
• ctDNA, miRNA

• Use of better systemic therapies (i.e. adjuvant IO or 
chemoIO)
• Via personalized risk assessment or routine for all comers?

• Can we use this with FLOT? Matterhorn?
• Unanswered but likely even more reasonable theoretically 
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organ-preservation is the future

• No doubt that patients want this



Thank you!

biniam.Kidane@lhsc.on.ca
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