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Study shows significant improvement in bladder
emptying with Coloplast’s Luja™ compared to
competitor catheter

Study results show that Coloplast’s new intermittent male catheter with 80+ micro-holes,
Luja, achieved complete bladder emptying in one free flow* in 90% of catheterisations, while
Hollister's 2-eyelet catheter, VaPro™, achieved this in 52% of catheterisations.

Coloplast has finalised its first pivotal clinical study on Luja, a new intermittent male catheter,
designed to reduce the risk of urinary tract infections by minimising residual urine and reducing
bladder microtrauma?.

The study'’s primary endpoints were urinary flow-stop episodes and residual volume at first flow-
stop. A flow-stop occurs when bladder mucosa is sucked into the catheter eyelets, thereby
blocking the urine flow. A blockage requires repositioning of the catheter in order to resume the
urine flow to empty the bladder?. Additionally, hematuria was assessed by dipstick, and post-
catheterisation volume of residual urine was measured with an ultrasound bladder scanner.

Statistically significant results

A selection of the data from the study, which showed statistically significant results, was
presented at the United Kingdom Continence Society (UKCS) Annual Scientific Meeting in
Sheffield, UK, on 30 March?:

e Catheterisation with Luja resulted in close to zero flow-stops compared to one flow-stop
on average with VaPro*.

e Luja achieved complete bladder emptying* in 90% of catheterisations, while VaPro
achieved this in 52% of catheterisations.

e Catheterisation with Luja resulted in a 74% less likelihood of hematuria post-
catheterisation, compared to VaPro.

"l am very pleased with the results of the Luja CP353 study. All primary and secondary endpoints
have been successfully met, and the study clearly demonstrates that Luja significantly improves
bladder emptying. | am excited by what Luja can do for people who use intermittent catheters to
empty their bladder, and | look forward to following the launch in the coming months,” says
Nicolai Buhl, Executive Vice President of Innovation at Coloplast.

The CP353 study

Urinary tract infections represent a significant challenge for people who use intermittent
catheters to empty their bladder, and on average users experience 2-3 urinary tract infections
per year'*. Almost half of intermittent catheter users are unsure whether their bladder has been
fully emptied after catheterisation®.
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When emptying the bladder with conventional eyelet catheters, the flow of urine can be
interrupted because the bladder mucosa surrounding the eyelets is sucked into the catheter**.
These flow-stops can give users the false impression that their bladder is empty?, potentially
leading to premature removal of the catheter and residual urine left behind in the bladder. To
release the mucosa from the eyelets, and resume flow, users are required to reposition the
catheter which can result in microtrauma**. Residual urine and microtrauma are both important
risk factors for urinary tract infections'*®. Consequently, users of conventional eyelet catheters
are exposed to both these risk factors® when they perform their catheterisation.

The CP353 study investigated the performance of Coloplast's new intermittent male catheter,
Luja, with 80+ micro-holes designed to reduce urinary flow-stops and minimise residual urine. The
investigation was a single-centre, crossover, randomized and controlled study, which consisted of
one inclusion visit and two single test visits. A total of 42 subjects enrolled were catheterized by a
healthcare professional with a Luja catheter and a VaPro catheter 3.

You can find the data set presented at the UKCS Annual Scientific Meeting via this link.

The Luja launch

The launch of CE-marked Luja is progressing well. Denmark and Finland were the first launch
markets initiated as of February, to be followed by launch in Italy and the Netherlands in April.
The product is expected to be available across Coloplast's key markets over the next 12 months.
Coloplast has finalised the second pivotal clinical study on Luja, the results of which are expected
to be publicly available within the next few months.
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Luja is a medical device for which CE-mark has been affixed. Product availability is subject to regulatory
process of individual countries and is not guaranteed.

* Luja has close to zero flow stops. Complete bladder emptying is defined as <10 mL (CP353,
NCT05485922). After catheterisation, both catheters emptied the bladder to low and comparable residual
volume post-catheterization levels (meaning values for both Luja and VaPro were <8 mL).

**Tested in a pre-clinical setting (ex vivo)
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Link to clinical trial:
https://clinicaltrials.gov/ct2/show/NCT05485922?term=NCT05485922&draw=2&rank=1

Link to Kennelly article: https://www.hindawi.com/journals/au/2019/2757862/
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