
DILUMEN CLINICAL 
OBJECTIVES 

•  Improved Patient Outcomes  
and Satisfaction

•  Reduced Complications  
and Shorter Hospital Stays

•  Lower Costs Across to  
the Healthcare System

DiLumen™EIP consists of a soft flexible sheath that fits over standard and 
small diameter colonoscopes.  The platform employs two balloons, one 
behind the bending section of the colonoscope and the second in front of 
the tip of the colonoscope.  When both balloons are deployed, and inflated 
the area in between is stabilized.  This Therapuetic Zone (TZ) facilitates 
stabilization, insufflation and manipulation of the tissue thus allowing the 
clinician to more effectively treat the target area.  Once the therapy is 
completed the balloons are simply deflated and removed along with the 
colonoscope.

The potential of DiLumen™:

•   By holding the scope head in place, slippage and loss of scope  
position is greatly reduced

•   Occlusion of the colon segment by the balloons may reduce the 
occurrence of effluent migrating into the therapeutic area.

•   Insufflation and suctioning is limited to the area of the TZ, therefore 
reducing the time necessary to reinsuflate.

•   The balloons grip the wall of the colon and the pushrods can be 
advanced or retracted to flatten folds or move tissue closer to scope tip.

•   Balloons may be inflated and deflated quickly and independently  
allowing for a wide variety of potential maneuvers to manipulate tissue  
or reposition instruments.

SURGICAL TREATMENT ENDOLUMENAL TREATMENT

Operating Room Operating Room or GI Suite

Colon Resection Typically preserves colon

Open or laparoscopic incisions No incisions

Hospital stay of 4-7 days Typically go home same day or 
next day

Recovery of 4-6 weeks Typical recovery of 1-2 days

Possible stoma Stoma very unlikely

Potential for complications:
• Wound infection (5%-30%) 
• Anastomotic leaks (3%-24%)

Potential for Complications:
• Perforation      • Infection 
• Bleeding

Cost of surgery (MS-DRG) 
• $10,000 with no complications 
•  $15,000-30,000 with minor to 

major complications

Cost of Endolumenal Treatment 
(MS-DRG)
$1,000-$8,000
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Background: Despite the clear benefits and utility of Flexible 
Endoscopy (FE) in the diagnosis and therapy of GI disease. 
Inherent limitations exist in FE design and affect the ability 
to perform advanced therapeutic actions effectively and 
efficiently.

Here, we present a report of a unique add-on technology 
in development – a double balloon platform that adds 
stability and improves endoscopic visualization within existing 
FE systems. This technology began as a concept within the 
Minimally Invasive New Technologies (MINT) program of Weill 
Cornell Medicine / New York Presbyterian Hospital and here 
we report the results of the first human clinical feasibility registry 
study.

Methods: We report the development of the double-
balloon device by a two-operator team from the first human 
case onwards. All 30 patients were scheduled to undergo 
routine surveillance colonoscopy. Key outcomes (ability to 
reach cecum, procedure time, inflation of balloons and 
complications) were prospectively reported for each patient 
sequentially.

Results: The first case was attempted in April 2017. 
Subsequently, 29 colonoscopies were undertaken using the 
device and the study ended in September 2017. In 5 patients 
the cecum was unable to be reached, in 1 of those patients 
this was not possible with the FE alone. This was primarily due 
to long, tortuous colon anatomy. Time to reach cecum was on 
average 13.4 minutes. No obvious trends were noted in other 
outcomes.

No clinically significant complications were observed. 6 polyps 
were treated using the device successfully (in 2 patients). 
Discussion: The safety of the device was evaluated in this 
prospective study with no major issues identified. A 15-patient 
study assessing therapeutic benefits is the next step. Progress 
will next be made to begin a formal registry study.

Product Codes & Specifications

DILUMEN™ ENDOLUMENAL INTERVENTIONAL PLATFORM (EIP)

D-1000-5 DiLumen EIP 168cm working length (5 units/box)

D-1000-1 DiLumen EIP 168cm working length (1 unit/box)

253 Post Road West, Westport, CT 06880
Tel: (203) 436-2669    Fax: (203) 557-0459
Lumendi.com

Article taken from GASTROINTESTINAL ENDOSCOPY magazine                                     Volume 87, No. 6S : 2018             www.giejournal.org

Product Codes & Specifications

DILUMEN™ ENDOLUMENAL INTERVENTIONAL PLATFORM (EIP)

D-1000-5 DiLumen EIP 168cm working length (5 units/box)

D-1000-1 DiLumen EIP 168cm working length (1 unit/box)

253 Post Road West, Westport, CT 06880
Tel: (203) 436-2669    Fax: (203) 557-0459
Lumendi.com


