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* Leakage pathway area and staple line compression were evaluated using CAD, FEA, and CT scan
measurements of staple lines fired into porcine stomach tissue. CAD analysis showed reduced
leakage pathways for 3D reloads versus 2D reloads, with ETHICON™ 3D Reloads (ER60B) exhibiting a
24.7% lower leakage pathway area than ECHELON ENDOPATH™ GST Reloads (0.302in? vs. 0.401 in?).
FEA demonstrated a 37% increase in compressed staple line area in computer modeled tissue for
3D staples due to greater staple surface area. CT scan measurements in benchtop test specimens
confirmed these findings, showing more evenly distributed compression (0.5% vs. 17.8% deviation
from indicated height) and a 41.4% increase in staple line area for ETHICON™ 3D Reloads, consistent
with FEA results and indicative of reduced potential leakage pathways. Pre-clinical test data/results
may not necessarily be indicative of human clinical performance.

# Consistency is defined as reduced staple height variation along the staple line, measured as the
range of average delta from nominal staple height within the functional zone (in mm): ETHICON™ 3D
Reloads (0.0128 - 0.0242); Tri-Staple™ Reloads (0.0403 - 0.0720). Based on benchtop testing and clinical
effect is unknown

T The tissue ranges of the ETHICON™ 3D white, blue and green reloads are expanded compared to the
ECHELON ENDOPATH™ GST Reloads removing the need for a Gold reload.
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Redesigned end-effector

ETHICON™ 4000 Stapler

Product Code Description Jaw length Shaft length Qty
EC3D60C ETHICON™ 4000 60mm Compact Stapler 60mm 280mm 3
EC3D60S ETHICON™ 4000 60mm Standard Stapler 60mm 340mm 3
EC3D60L ETHICON™ 4000 60mm Long Stapler 60mm 440mm 3
ETHICON™ 3D Reloads

Product Code Color Description Open staple height Closed staple height ~ Tissue thickness range  Qty
ER60W White White reload intended for use in thin tissue 2.6mm 1.0mm 1.0 - 2.5mm 12
ER60B Blue Blue reload intended for use in regular tissue 34mm 1.5mm 1.5 - 3.0mm 12
ER60G Green Green reload intended for use in thick tissue 41mm 2.0mm 2.0 - 3.5mm 12
ERGOT Black Black reload intended for use in very thick tissue 4.2mm 2.3mm 2.3 - 4.0mm 12
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Important Information: Please refer to the latest Instructions for Use and/or Package Insert provided by the manufacturer

of the device for the details such as indications, contraindications, side effects, warnings, and precautions.
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