THE PED-BD NEWSLETTER N°2

PED-BD: AN INTERNATIONAL COHORT STUDY FOR PEDIATRIC BEHCET'S DISEASE
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AIM OF THE STUDY

Behcet disease (BD) is exceptionally observed before the age of 16 years and raises
diagnosis problems because there is no specific biological marker. Sets of clinical criteria have
been proposed for adult patients. However, those criteria are not specific for children in whom

the disease is often uncompleted or atypical.

The aim of this study is to set-up an international cohort of patients selected on homogenous
criteria established by a committee of experts, in order to help further epidemiological studies.

The cohort is aimed also to support genetic studies.

PARTICIPATING COUNTRIES TO THE PED-BD STUDY GROUP

Germany (1) and Switzerland (1)

United Kingdom (1)

USA? '

Morocco (

THE DATA BASE

= The data base consists on an electronic case report
form (e-CFR).

= The CleanWEB™ connector supplies the user
interface, allows to access data, and enables him to
carry out must data entry task.

= The CleanWEB™ connector communicates with the
server as well as permits to save datas in the server
database for « Synchronisation ».

= The investigators only have access to patient data
included in their centre according to the access rights
which are granted.

Japan (2)

Saudi Arabian (1)
> and Iran (1)

urkey (5)
and Egypt (1)
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Centers from all over Europe, specializing

Progress of the study / Diary

in pediatric BD are expected to collaborate
under the auspices of the PReS (Pediatric
Rheumatology European Society) and the
ISBD (international society for Behget's
disease), to document their patients into a
single database.

= The scientific committee, during the last
PReS meeting, has established a list of

calling signs (minimal requirement), on
consensus basis, in order to define the

criteria for entering the study. The

participants have reviewed all items of o
patient charts in details. Long-term
documentation is requested.

= Data will be annually examined by the
international scientific committee of experts
and the system will recall you each year,
automatically, to update your patient data.
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= The study has received an ethical
committee agreement. Informed consent
will be obtained for anonymous collection
of data and DNAs (according to the
legislation of each participating country).

Participation of the co-workers

2009/2010

= Criteria of judgment Patients charts will
be reviewed each year by the expert
committee in order to classify them as
definite BD (consensus), probable BD

annual review of files by the committee experts

(Certification of the cases of Behget disease)

e ‘

Meeting of the experts 2, 3,4

(majority of votes), or not BD.

Statistics Univariate and multivariate
analyses will compared each groups of
patients and will allow the calculation by
symptoms of risks for developing BD.
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- RECRUTMENT SUCCESS LAUNCH OF THE STUDY & RECRUITMENT SUCCESS
= A total of 61 patients have been included in the data base.
» Thanks and congratulations for all participating investigators.

» Preliminary data :
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HIGHLIGHTS
= HIGHLIGHTS

= We wish to motivate all the investigators to include the maximum of patients.

= For the investigators who did not begin yet, we hope to see their participation soon.
Mr. Sylla, the clinical research associate, is available for any type of support.

= The has been recently presented in the ISBD congress In Austria by Pr. Isabelle Kone-Paut.
We had the pleasure to see new investigators joining us following this presentation.

= First review of files/ Evaluation: Data will be examined by the international scientific
committee of experts at the next PRES meeting in London next September. Criteria
judgment Patients charts will be reviewed each year by the expert committee in order to
classify them as definite BD (consensus), probable BD (majority of votes), or not BD.

= REMARK REMARK

we aim to outline statutory aspects appropriate for every country concerning clinical research :
» Investigators have to be sure to respect clinical research rules of their country

» Investigators have to obtain : Informed consent signed for the duration of the study (at least 4
years).

» The patient must be a new patient or a patient followed for suspected BD for less than 3 years.

= A patient blood sample as well as his two relatives (parents) must be collected and sent to the
genetics molecular laboratory of the hospital of La Timone in Marseille (France)

= DISCUSSION DISCUSSION

Inclusions have not yet started for many centers due to the delay for obtaining agreement
from local ethical committees.
We hope that these centers are going to begin to include as fast as possible!

» PERSPECTIVES PERSPECTIVES

This research designed to define tools for early diagnosis of BD in children is mandatory for
further epidemiological studies on this topic. In the future, the prospective registration of new
cases will permit better understanding of its natural history, its outcome (morbidity, mortality)
and its prognosis thanks to long term follow-up and to identify risk factors. Its specific focus on
pediatric cases will favor the identification of genetic factors that will be useful for earlier
diagnosis of this severe and complex disease.
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