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PReS Congress 2014 Belgrade, Serbia
Saturday September 20" 2014
at 12.30-13.30, Main Hall

Agenda of the annual PRINTO General meeting
- Introduction (A. Martini)
- Update on PRINTO Projects (N. Ruperto)
- Pharmachild (N. Wulffraat, J. Swart, N. Ruperto)
- SHARE (P. Dolezalova, N. Wulffraat)
- MYPAN (P. Brogan)
- The PRES EuroFever project (M. Gattorno, S. Federici)
- EPOCA/MAS studies (A. Ravelli, A. Consolaro, F. Minoia)

The PharmaChild Project

This project is a retrospective and prospective registry with the aim to
collect moderate-severe serious adverse events and related efficacy in
JIA patients treated with biologics and/or MTX on a long-term period.
The project and related web database is now up and running (see atta-
ched table). The web data base has been created with the aim to be an
international electronic resource for all PRINTO centres in order to col-
lect safety and efficacy information on JIA patients. It will allow the im-
mediate graphic quantification of the disease activity (JADAS, ACR, flare,
inactive disease etc) status as well as the possibility to autonomously
download electronic data for local research or other related purposes.
The web system has been designed to be friendly enough to be used in
daily clinical practice.

As of September 2014, 87 PRINTO centres have been activated. 10250
patients have been entered into the census, 6695 in the retrospective
and 1259 in the prospective. The European Union grant (Pl Dr N.
Waulffraat 2011-2014) will be over in September 2014 but it is likely that
other funding will become available (see abatacept registry).

A dedicated Pharmachild meeting will be held during the PRES meeting
on Thursday 18th September from 17.00h-18.00h in the Aegean Room.

The Abatacept JIA Registry
This project is an observational registry financed by Bristol-Myers Squibb

(Prot. IM101240) that aims to describe the long-term safety of the
abatacept treatment for JIA in routine clinical practice. The registry is a
sub-study of the PharmaChild project (scientific data property of
PRINTO) meaning that the registry will use exactly the same prospec-
tive case report forms and web resources with a complete freedom to
publish the related results. The study is conducted by PRINTO in collabo-
ration with PRCSG (for North American sites). Administrative aspects
(ethics committees, contracts and local monitoring) will be handled by
the CRO inVentiv Health. As of September 2014, 47 PRINTO centres from
19 countries have agreed to participate in this study.

The EPOCA study (EPidemiology, treatment and Outcome of Childhood
Arthritis).

The study is aimed at photographing the current status of children with
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JIA across continents and countries. PRINTO national coordinators
(NCC list at www.printo.it) were asked firstly to translate and cross-
culturally validate the parent and child versions of the Juvenile Ar-
thritis Multidimensional Assessment Report (JAMAR) and secondly
to assess 100 consecutive JIA patients and 100 healthy children. Ad-
ditional centres are participating by collecting each 100 consecutive
JIA patients. The national language translations of the JAMAR will be
published in a dedicated supplement on a rheumatologic journal
The aim of this study is therefore twofold:
1) to foster regular use of parent/patient-reported outcomes in pae-
diatric rheumatology practice;
2) to obtain information about the frequency of ILAR categories,
treatment modalities, and
current outcome of JIA around the world.
As of today 50 translations have been completed and other 4 are in
progress (see www.printo.it/jamar.asp). The data collection phase
started in 2011 through a dedicated web database on the PRINTO
member area and as of today more than 7500 JIA patients and 3500
healthy controls have been collected.

The PReS Eurofever project.

The PRES Eurofever project. The Eurofever Registry (Pl Dr M. Gattor-
no) aims to increase the knowledge on the clinical presentation, re-
sponse to treatment and complication of Autoinflammatory Disea-
ses. A new longitudinal section is being implemented. The registry is
fully enrolling; a total of 3019 patients have been enrolled so far:
among them 283 with CAPS, 441 with CRMO, 856 with FMF, 184
with MKD, 594 with PFAPA and 266 with TRAPS. New papers have
been recently published (see list on next page). Other publications
are ongoing: first paper on MKD and PAPA, new evidence based
PFAPA criteria, diagnostic/classification criteria for monogenic perio-
dic fevers. Web database update to be put online soon: new diseas-
es and a new longitudinal section dedicated to treatment efficacy,
safety and quality of life

The SHARE project

The “Single Hub and Access point for paediatric Rheumatology in
Europe” (SHARE) is a European project whose main objective is to
provide the European countries with recommendations for the care
of children with rheumatic disease, based on systematic literature
reviews and on the online surveys sent by PRINTO to individual cen-
tres belonging to its network all over the world.

To identify the specific needs for the optimal care in PRD an online
survey has been implemented (www.printo.it/SHARE) and already
more than 250 PRINTO and PRES members have answered (150 na-
tional coordinators or centre directors).

Another important aim of the project is to update and enrich the
PRINTO website for families. The site (http://www.printo.it/
pediatric-rheumatology), visited by more than 11.000 per day,
offers scientific information regarding the pediatric rheumatic dis-
eases (PRD), the list of centres dealing with PRD, and the list of the
family associations in more than 50 languages. We are now working
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on the renewal of the website, and the diseases description texts
have been updated in English; they are now ready for translation
(PI Dr N. Wulffraat, EU project number 2011 1202).

The MAS criteria study

The MAS Criteria Study is an international and multinational pro-
ject, aimed to develop a new set of classification criteria for sJIA-
associated MAS. The data collection is over with 1111 patients col-
lected: 362 patients with sJIA-associated MAS, 404 with acute flare
of sJIA, 345 with febrile systemic infection. First results of the statis-
tical evaluations on this large sample database have been recently
published. In March 2014 the third phase of the project has been
completed with the International Consensus Conference on MAS
Classification Criteria, held in Genoa (Italy), and a consensus on a
new set of classification for sJIA-associated MAS was reached (to be
presented during PRES). The next step of the project will be the
validation of the new set of classification criteria on a new cohort of
MAS patients.

The Abirisk project
This project (Anti-Biopharmaceutical Immunization: Prediction and

Analysis of Clinical Relevance to Minimize the Risk, www.abirisk.eu,
Innovative Medicines Initiative Grant Agreement nr. 115303) aims
to provide an integrated approach to investigate anti-drug anti-
body formation in JIA treated with biopharmaceuticals. The Abirisk
project is conducted by PRINTO as a Pharmachild registry substudy
(same case report forms) and the goal is to collect, besides clinical
information, biosamples (Serum and RNA) of 200 children with JIA,
newly treated with adalimumab, etanercept or tocilizumab at start
and follow-up (total 6 study visits).

New onset JDM trial

The enrollment of the trial is now closed with 139 patients rando-
mized from 55 centres in 23 countries. No major safety concern
identified since last year. The analysis of the data has been comple-
ted. The first paper has been submitted.

The MYPAN trial in Childhood Polyarteritis Nodosa (PAN)

An Open Label Randomised Controlled Trial of Mycophenolate Mo-
fetil (MMF) Versus Cyclophosphamide (CYC) for the Induction of
Remission of childhood PAN Sponsored by University College Lon-
don and coordinated by the Children Hospital in Liverpool and
PRINTO is underway. MYPAN will investigate the comparative effi-
cacy and safety of MMF (experimental treatment) vs CYC (standard
treatment) for induction of remission of childhood PAN. This will be
the first ever randomized trial for childhood PAN. As of today 36
centres have shown interest in participating in MYPAN and we are
currently working to start the submission procedures to the regula-
tory authorities and ethics committees in these centres (Pl Dr P.
Brogan).
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Membership
In 2014, PRINTO has reached 1189 effective members in 490
centres from 78 countries (with an increase in members of
21%).

WELCOME ABOARD!

If you wish to become a PRINTO member and receive regular
updates about our research activity and invitations to our
projects please go to:
https://www.printo.it/membership.asp
Your cooperation will be more than welcome and your effort
will be essential for the research in the field of paediatric
rheumatic diseases
For more info: printo@ospedale-gaslini.ge.it

Recent PRINTO publications

For reprints go to www.printo.it and click on “papers”.
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