
BACKGROUND:

The ability to safely remove complex colorectal polyps (≥2cm) endoscopically can be technically challenging. Surgical resection  
of benign colorectal polyps is on the rise in the US. A double balloon endolumenal platform (DBEP) was developed to facilitate 
endoscopic intervention by assisting with scope visualization, stabilization, navigation, and tissue manipulation. The purpose of  
this study is to evaluate clinical performance of the device during scheduled endoscopic resections.

Methods:

This is a prospective, sponsored, multi-center IRB-approved registry of up to 200 patients collecting 
outcome data on use of a DBEP (Lumendi, LLC) for performing complex colon polypectomy. 
Between January 2018 - August 2019, safety and performance data were collected procedurally and 
at 1 month in patients undergoing scheduled endoscopic resection with the device at 3 US centers.

The platform allows insertion and exchange of any size colonoscope/gastroscope through the 
device with a proximal balloon designed to stabilize the scope tip during intervention and another 
distal balloon which could be extended or retracted beyond the scope tip in-vivo to facilitate GI 
procedures by flattening folds or creating traction/countertraction with an endoscopic clip  
and sutures during submucosal resection [Figure 1].

The primary efficacy endpoint, and the ability to perform the procedure safely and effectively with the study device, was 
summarized with proportion, and with an exact 95% confidence interval. Categorical safety endpoints were summarized by  
Ns and proportions.

Results:

81 interventions with the device were analyzed. The device was successfully utilized for therapy in 70/79 (89%) of procedures. In  
1 case, no polyp could be found and in another case intervention was aborted due to colon carcinoma. No unanticipated adverse 
events/or device related adverse events occurred. In 9 cases, the resection was not completed with the device due to early user 
experience (<10 cases) or patient anatomy (stricture/diverticulosis/tortuosity) resulting in difficulty navigating or positioning the 
device. Navigation was deemed easy or somewhat easy in 63/81 (78%) of cases. Demographic and lesion data is presented in  
Table 1. The balloons were used to assist with stability (100% of the time), traction for ESD (in 74.4% of cases) and in navigation 65%  
of the time (colon shortening ; 65% of the time). Outcome data is presented in Table 2. Mean dissection time was significantly higher 
during ESD procedure compared to EMR (P=0.006). Mean dissection time during ESD was only 52 min + 27 min for lesions with a mean 
size of 4.1 cm. Minor adverse events, which were treated conservatively, was seen in 10% of patients.

Conclusions:

In our interim analysis, we found that DBEP facilitated endoscopic resection of complex colon polyps by providing stability, better 
visualization, and traction, which expedited endoscopic resection time.
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TABLE 1:  DEMOGRAPHIC AND LESION CHARACTERISTICS

N=81
Demographics Mean Age 64.9 years ± 10.4 years

Female Sex, (%) 39 (48%)

Male Sex, (%)  42 (52%)

N=70
Lesion Size Mean 3.92cm ± 1.9cm

Lesion Location, 
Frequency

Rectum to Sigmoid 7 (10%)

Descending colon to Splenic Flexure 6 (8.6%)

Transverse Colon to Hepatic Flexure 13 (18.6%)

Ascending Colon to Cecum 44 (62.8%)

Lesion Morphology  
Pathology, Frequency

Sessile 64 (91.5%)

Pedunculated 5 (7.1%)

Not Reported 1 (1.4%)

Adenoma/Villous Adenoma 39 (55.7%)

High Grade dysplasia/Carcinoma 
in Situ 13 (18.6%)

Sessile Serrated/Hyperplastic 10 (14.3%)

Invasive Cancer 1 (1.4%)

Other 2 (2.9%)

Not Reported 5 (7.1%)

TABLE 2:  OUTCOMES

N=70 EMR ESD converted to 
Hybrid EMR/ESD ESD P- 

Value

Number (%) 27 (38.5%) 16 (25%) 27 (38.5%)

Lesion Size (Means) 3.8 cm + 1.9 cm 4.9 cm + 2.2 cm 4.1 cm + 1.1 cm 0.13

Dissection Time (min) 27 min + 26 min 60 min + 35 min 52 min + 27 min 0.0006

Total Case Time (Means) 67 min + 32 min 106 min + 46 min 84 min + 39 min 0.0075

Safety N=81 0.685

Device Adverse Events 0 0 0

Procedural Adverse 
Events* 2 2 3

Prolonged Stay¥ 
(≥ 2 nights) 0 0 1

Device or Procedure 
Related Adverse Events 
30 days

0 0 0

* 4 micro-perforations repaired endoscopically, 2 bleeds that resolved with no intervention,
1 submucosal hematoma

¥Post-polypectomy syndrome (5 days)
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