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Diagnostic cystoscopy is

the first-line, gold-standard glggirc?' Existing cystoscopes

imaging  procedure  for ;f,’;,dering Lumenate | All patients indicated for
patients that have been expanded Ambu 3TORL  owmpus screening in the US
referred for suspicion of gfn‘g"e‘ﬁgs

bladder or urethral cancer.
The procedure is a direct
visualization of the bladder
and urethra using a
cystoscope. It can be done Figure 1: Diagnostic cystoscopy

in-office, outpatient, or inpatient, and patients are
referred for a variety of very common indications (such
as hematuria, or blood in the urine) [2]. The procedure
itself is simple, inserting an endoscope through the
urethra into the bladder. However, approximately 20
million patients have indications for bladder screening,
yet only about 6 million cystoscopies are performed
annually, highlighting a significant gap in access to
urological care [3]. This gap stems from the
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Figure 5: Scaled-up view of camera Requires a urologist

urologists All patients receiving
screening in the US
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The novelty lies in its multi- . .
: Expands access Restricted to urological
camera array (Figure 3, 4, 5)

ini ractices ]
and ability to scan the entire Seoe Ulieloe)y @lialies P Obtainable Market

bladder without articulation. The cameras are Ensures complete Risk of incomplete Procedures performed at
derived from cystoscopes on the market, which exam, every time visualization large urology practices
are at 400x400 px. This is an established
resolution for urologists, which enables the device
to slot into existing workflows. With the software,
the hardware is able to get a 360° view of the
bladder with an image-stitching algorithm
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especially those in Figure 2: Urologist distribution per county

The device will be a Class |l designhation
@ & and follow a 510(k) pathway. The
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rural areas, are required to travel long distances to 5 existing code for cystoscopy (CPT
receive critical care or end up being unable to receive ” $50000 52000) can be billed for reimbursement.
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care at all [5]. This leads to tangible outcomes: delays ., IR - r The device is priced competitively with
of 3 months decrease median bladder cancer survival Figure 7: Image-stitching algorithm \_ Stagals Stagelis  Stagel  Stagell  Sagell StagelNs Stage Vo J 510(k) existing cystoscopes.

Figure 8: Costs of bladder cancer

by almost a year [6], an estimated 20,000 cases of
bladder cancer diagnoses are missed annually due to
inaccessibility [7], and bladder cancer has the highest

per-patient cost of any other cancer at $150,000 Future Steps
annually [8].
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We are developing a novel, Al-enabled cystoscope that
decouples image collection and interpretation,
designed for non-urologists to perform imaging. The

hardware employs a catheter

form factor, is non-articulating,
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