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Model No. of Mean Range
centers (h) (h)
Ex vivo model 4 1{) 524
Live animal nonsurvival 7 24 2-60)
Live animal survival 6 20 8—48
Cadaver 4 27 H—80)
Total hours of preclinical training 10 46 12-154
per center
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Chnical Scenario

Ab solute Conty aindic ation

(# of centers)

Not a Conty aindication
(= of centers)

Immunosapression (E.g. IBD patient on maintenance anti-THF, R A pt on 0 F
methotrexate, or HI'WV pt on HA ART with CD4 of 200-500)

Prior nradiatton mediastinum or esophagus 3 2
MNoderate pulmonary disease 0 12
(e.g. COPD, pulmonary fibrosis) ASA class IF

Severe pulmonary disease (e.g. extensive bullous disease, pnor lung resection, 1 ()
home 02)

ASA class Il FEV] or FP'C <70%, pCQO2 245 or pO2<=75

Medically managed OV disease (4] 5
e.g2 EF<20% with ATCD andformedically managed CAD

C'oagulop athy: 0 i
Metallic cardiac valve or high risk for venous thromboembolism with need for

anticoagulation within 36-48 hours post POEN

C'oagulop athy: (4] 9
High nsk cardiac stents requiring anti-platelet agent resumption within 3-5 days

post POEM

Coagulop athy: 3 1
Baseline platelets at 30-50EKE (e.g. I'TP, myelodysplastic syndrome, hypersplenism)

C'oagulop athw: 0 &
Same scenarico as above with baseline platelets at >50K and <100E

Obesity BNMI=35 =40 0 10
Ob esity BIVIT-40 (] 7
Prior Mediastinoscopy 0 10
Prior surgery in posterior mediastnum i POEDN field 2] 8
FPrior esophageal ENMR or other mucosal ablative treatment (e g PDT, RFA) 2 1
End stage Renal Disease on hemnodialvsas 1 9
Compensated Ciurhosis withont portal hvp er tension 2 4
Compensated curhosis with portal hypertension andno or trace GF varices T 1

on EGD
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Adverse Events

Minor technical AEs with minimal clinical impact

Capnoperitoneum requiring intraprocedural venting

Inadvertent mucosal perforation of mucosal flap

Premature perforation of muscle layer at time of submucosal tunnel creation

Patients with severe, non-fatal AEs (No/% of patients with any of below)

resulting in ICU stay, readmission within 30 days, surgical conversion, surgical/IR/other intervention, prolongation of
hospitalization to >5 days, IV antibiotics for >5 days, blood transfusions or disability requiring a higher level of care after discharge
than prior to POEM

Prolonged Hospitalization events (>5 days)
IR/nonsurgical invasive procedure to treat AE

Intensive Care Unit admissions

Readmissions to the hospital
Bleeding/Hematoma into Tunnel requiring Blood transfusion

Cardiac Arrhythmia
Pneumothorax, Hemothorax, Hydrothorax

Prneumonia or respiratory issue within 30 days of POEM
Leak noted on post POEM imaging or endoscopy
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70 (8.3%)
56 (6.7%)
20 (2.4%)

27 (3.2%)

21 (2.5%)
16 (1.9%)
10 (1.2%)
9(1.1%)
8 (1%)

6 (0.7%)
5(0.6%)

2(0.2%)
2(0.2%)
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