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"\ CuLinicaL ResearcH OFFice oF THE EnDouRoLOGICAL SocCIETY

AN UPDATE ON CROES AT THE AMERICAN UROLOGICAL
ASSOCIATION ANNUAL MEETING

Sonja van Rees Vellinga and Jean de la Rosette

The Clinical Research Office of the Endourological Society (CROES) aims to promote and support
high-quality international patient-centered research in a transparent way.

The CROES recognizes the importance of the active involvement and recognition of the partici-
pating centers. At the American Urological Association (AUA) Annual Meeting in Washington, D.C.,
all investigators who are participating in CROES studies were invited to join the investigators
meeting at the Grand Hyatt Hotel. We invited all participants to discuss the state of the current
projects and to exchange ideas on new studies in a friendly and relaxed setting. Almost 100 persons
joined the reception regarding the update on all CROES projects. We would like to thank all
participants for joining the meeting and present a short summary for those who were not able to
attend.

Study Overview—Percutaneous Nephrolithotomy (PCNL)

The Global PCNL Study was the first study launched and, at present, data from 5803 patients who
were treated in 96 centers have been analyzed. The value of the PCNL study is that it is a real-life
study and demonstrates contemporary global practice in urinary stone management. The dataset
provides significant insight on academic and community practice and covers all spectra from high to
more restricted volume centers. These data allow us to assess the current indications, perioperative
morbidity, and stone-free outcomes for PCNL worldwide. At the AUA Annual Meeting, a State-of-
the-Art Lecture was given by Prof. Jean de la Rosette on the results of the CROES Global Study on
PCNL.

Currently, three articles have been published in the Journal of Endourology,'* and five more articles
have been accepted for publication. The conclusions of these articles and the new developments in
PCNL were discussed at the investigators meeting. Overall, it was concluded that PCNL is safe
and effective, has a high success rate, and has low complication rates.! The second article just
published on the PCNL Study reports that balloon dilation is associated with a relatively longer
operative time compared with telescopic dilators.? Furthermore, postoperative bleeding is associated
with operative time, stone burden, and the size of the sheath used during PCNL, as described in a
third article.®

With regard to complications in PCNL, the majority are minor. Fever and postoperative bleeding are
the most common. It appears that operative time and Anerican Society of Anesthesiologists score are
predictors of the Clavien score in this study. Another article describes positioning and PCNL; PCNL
performed in the prone position has a higher stone-free rate and shorter operative time compared with
PCNL in the supine position. In a large series of staghorn stones, it appeared that operative time and
complications are significantly higher in those patients. Also, renal malformations lead to longer op-
erative times but have similar stone-free rates compared with normal kidneys. Patients with solitary
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There is renewed interest in
percutaneous nephrolithotomy
[PCML] for kidney stone
management in urological
practice, according to Jean de

la Rosette, MO, Chairman of
the Clinical Research Office of
the Endourology Society (CROES)
and principal investigator of the
CROES Global Study on PONL.

“PCML is back. It was done
in the 1970s but then shock
wave lithotripsy came along
and took over everything in
stone management. Now we see that shock
wave is not that good, and suddenly we are
witnessing a renaissance of PCNL, with
people saying it is more effective,” said Dr. de
la Rosette, who is also Chairman of Urology
at the Academic Medical Center University
Hospital of the University of Amsterdam,

Dr. de la Rosette will give a State-ofthe-
Art Lecture on the CROES PCNL study
during Wednesday's Plenary Session. His
20-minute presentation will begin at 8:45
a.um. in Hail D of the Walter E. Washington
Convention Center.

The CROES study was designed to assess
the current indications, perioperative

Jean de la Roserte, M.D.

morbidity and stane-
free outcomes for PCNL
worldwide. During a two-
year period, 96 medical
centers around the
world, including academic
centers, centers of
excellence and non-
academic community
centers, gathered raal
life data on treatment
outcomes from the 5803
patients enrolled in the
study. The study revealed
that PCNL remains an effective treatment
for stones with a low rate of major
complications and a high success rate.

"I will give an overview of how PCNL is
practiced worldwide as well as the results
of our sub-analyses of patient data,” Dr. de
la Rosette said. "Among other things, we
looked at percutaneous access for urinary
tract dilatation and patient positioning for
the procedure.”

Dr. de la Rosette and his colleagues
evaluated which method of tract dilation
was most effective, whether by balloon or
metallic serial dilators. "Surprisingly we
found out from this large dataset that serial,

or telescopic, dilators caused less bleeding
than balloons,” he said.

“In a further analysis we found not only
that the type of dilator used was important,
but also the size of the dilatation, which
means that a bigger hole in the kidney
results in relatively more bleeding than a
smaller hole,” Dr, de la Rosette explained.
"We hope that this finding will encourage
the uralogic community and manufacturers
to improve the available devices and bring
down morbidicy.,”

The researchers also analyzed the
ideal position for the patient undergoing
PCNL. whether prone or supine. “The
supine position is popular, especially in
parts of Europe, because it is easier for
the anesthesiologist to control the patient
safely, and it allows the physician to perform
a combined ureteroscopy procedure and
PCNL. We found that morbidity outcomes
were better with the supine approach,” Dr.
de la Rosette said.

“The next thing we looked at was the
results of PCNL for staghorn calculi — that
is, very big stones — in terms of the number
of staghorn stones being treated, morbidity
and stone-free rates.” he continued. "We
had access to the largest series of cases

Principal investigator to report results
from global study on PCNL

Plenary Preview

State-ofthe-Art Lecture
CROES Global Study on PCNL
Jean de la Rosette, M.D.

8:45 - 8:05 a.m. Wednesday

Hall D, Walter E. Washington
Convention Center

ever collected on staghorn calculi and found
that these stones can be treated safely and
effectively with PCNL"

Other sub-analyses the CROES group
performed indicated that PCNL can be
done safely in rare cases of malrotated
kidneys, kidneys in the small pelvis and
kidneys shaped like a horseshoe. "It may
be mere difficult to gain access to these
types of kidneys, but the procedure can be
performed as safely as PCNL procedures for
normal kidneys,” Dr. de la Rosette said.

“Stone management comprises up to
30 percent of every urologist's practice,”
he added. “Our ongoing study is based on
the largest collection of data on PCNL that
exists today. We encourage all urologists to
look at the outcomes.” [l

AUA daily news Wednesday/Thursday, May 18/19, 2011

kidneys have higher cardiovascular disease risk
and need more postoperative transfusions. They
have lower stone-free rates.

On the subject of renal malformations and soli-
tary kidneys, two posters were presented at the
AUA meeting. To view these in detail, please visit
the CROES website: www.croesoffice.org.

Approximately 10 more articles will follow on
the CROES PCNL Study.* The aim is to include
each author in at least one of the articles. A com-
plete overview of the different topics for analysis is
presented on the CROES website. As announced at
the CROES reception, we invite all participants in
the PCNL Study to contact the CROES office with proposals for analysis. Each proposal will be carefully
considered by the CROES office and the PCNL steering committee. If the proposal is feasible, the author
can include up to four coauthors from his/her institution in the article.

CROES investigators meeting

Study Overview—Ureteroscopy (URS)

Three other projects were launched last year. These studies have been very well received, and in the
Global URS Study,® approximately 150 sites have included more than 10,000 cases. The sites are located
in 38 countries, of which India, Romania, Turkey, Italy, and the United States are contributing with large
numbers. Also, new centers have signed up from countries such as Serbia, Singapore, and Iran,
which broadens the network of CROES. In the URS Study, we will investigate possible (institutional)
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differences concerning indication for surgery, equipment used, and maybe outcomes. Moreover, specific
factors may influence treatment-related morbidity. At the moment, the database consists of patients
with a mean age of approximately 50 years. Most stones are ureteral stones, and about one quarter of the
patients treated have renal stones. The type of URS most frequently performed is semirigid (around
75%). This study has been closed with regard to the recruitment of new centers, but the data collection
for participating centers is ongoing. At the beginning of next year, we will start with the first analyses of
the data.

Study Overview—Renal Mass

The Renal Mass Study® was launched in January 2010, and 120 centers have included more than
3000 cases. In this prospective study, we aim to assess on a global basis the indications, treatment
modality, and outcomes of instrumental treatment for patients with renal masses, including radical
or partial nephrectomy and ablative treatments. At the moment, the biggest contributions in number
of cases come from countries such as Turkey, France, Czech Republic, and the United States. The
mean age of the patients now included in the database is approximately 60 years, but a significant
portion of younger patients is also included. The technique most frequently performed is still radical
nephrectomy, but partial nephrectomy is often performed. In around 15% of the cases, an ablative
therapy was used. Also, this study has been closed with regard to the recruitment of new centers,
but the data collection for participating centers is ongoing. The first results are expected at the
beginning of 2012.

Study Overview—Greenlight Laser

In the Global HPS Study,” we will study on a
global basis the indications and outcomes of HPS
Greenlight laser treatment for benign prostatic
hyperplasia. This study closed for new centers in
April 2011, and at the moment, 30 centers have
included almost 800 patients. The countries that
have included most patients are Japan, the Neth-
erlands, Norway, and Greece. Also, for this study,
data analysis will start when the study has closed
in Aprﬂ 2012. CROES investigators meeting

Study Overview—Narrow Band Imaging
(NBI) Versus White Light

The first randomized study that compares the
use of NBI in addition to white light cystoscopy in
the management of nonmuscle-invasive bladder
cancer is still open for new centers.® Close to 40
centers worldwide have accepted the challenge
and randomize their cases according to a strict
inclusion protocol during a 1-year period. At the
AUA Annual Meeting, we discussed the progress
of the study at the NBI investigators meeting.
There is an active involvement from centers from
Asia and Europe. We therefore especially invite centers from the United States to join in this prestigious
project. This milestone project will open new avenues in endourologic research.

NBI investigators meeting
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Last but not least, at the CROES investigators meeting. a new project was announced on Focal Therapy
for Prostate Cancer.

We are proud to confirm that the response from many of you participating in the projects is full of
enthusiasm. We would like to emphasize that all contributions, small or large, are highly appreciated.
All feedback is welcome. and we invite you to contact the CROES office with new ideas and suggestions
regarding ongoing studies and future projects. At the upcoming World Congress of Endourology in
Japan, CROES is looking forward to presenting an update on the CROES projects.

All institutions are encouraged to become a member of the global endourology platform entitled
CROES. CROES clearly states its philosophy. “The time is now—with CROES, the ability is yours.””
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e CROES projects are: The Global Greenlight Laser Observational Study, the Global Ureteroscopy Study,
the Global Renal Mass Study, and the randomized study on Narrow Band Imaging Versus White Light
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e Projects in preparation are: A randomized study on Focal Therapy for Prostate Cancer.

e For further information please visit www.croesoffice.org or contact the Executive Director of CROES,
Mrs. Sonja van Rees Vellinga (info@croesoffice.org).
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