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POST-CONFERENCE PRESS REPORT

Bologna, June 10, 2010

INTERNATIONAL COLLABORATION NETWORK AND NEW GENETIC DISCOVERIES

TAKE-HOME MESSAGE OF THE PRESS CONFERENCE ON THE STATE OF THE ART OF RESEARCH ON CCSVI (chronic cerebro-spinal venous insufficiency)

Hilarescere's goal is to make people feel better. 

Not just scientific discoveries, but also the need for institutions to be receptive and civic conscience. All for the love of patients and their well-being. Research launched in the Italian region of Emilia Romagna and now supported by an international collaboration network is forging ahead through all the phases needed to build the global and vertical consensus typically needed for a breakthrough to be accepted by the medical and scientific communities. 

All this and the latest news in genetics and the synergies created in just a few months throughout the world were discussed this morning in Bologna to draw a balance of Hilarescere Foundation’s activities.

CCSVI (chronic cerebro-spinal venous insufficiency) was discovered by a team of physicians led by Prof. Paolo Zamboni, University of Ferrara, and Dr. Fabrizio Salvi, Bellaria Hospital in Bologna, both founding members of Hilarescere. The consensus conference held in Monte Carlo in September 2009 charted out the guidelines for its diagnosis and treatment.

Over the past year especially, research into the treatment of CCSVI has drawn the interest of scientists, the press, patients associations and institutions throughout the world. Data published all over the world over the past year have shown that angioplasty applied to free neck veins from stenosis and occlusion has improved the quality of life of patients affected by chronic venous insufficiency associated with Multiple Sclerosis, an extremely complex and multifactorial disease. 

Prof. Fabio Roversi Monaco, President of the Hilarescere Foundation, reminded us that despite the results of this major research effort and the extraordinary complementarity with the University of Ferrara, Hilarescere is still, two years later, alone in supporting research.

But it now has new “travel companions” among which the Cassa di Risparmio della Provincia di Macerata Foundation and the Vicenza-based SMuovilavita Onlus Association. Both have made their contribution to the press conference. This is a reason for hope for the future.
But this is just the beginning of a long and winding road:

“The network of scientific collaborators and the support of bank foundations to the project have played a fundamental role," said Prof. Paolo Zamboni. "Besides the clinical trials on treatment and randomized studies in Italy and abroad, the partnership with Prof. Alessandra Ferlini has been fundamental. We have started a pilot study on a group of 15 patients published in an international journal (*)”. 

Alessandra Ferlini, who studies medical genetics at the University of Ferrara, explained how a genetic and anatomical profile associated with this disease was defined through a study and an innovative applied method. The goal for the future is to assess the extent to which the genetic profile of MS is associated with cerebro-spinal venous malformations. According to Ferlini, it is of paramount importance to continue collaboration and create a critical mass to achieve scientific consensus in order to speed up research to improve the quality of life of patients. 

According to Zamboni, there are three essential points to be underscored: self-evident scientific evidence of CCSVI; delays in randomized studies drive patients to make groundless journeys of hope; and the tremendous interest of patients throughout the world.

This was discussed by Prof. Salvatore Sclafani, State University of New York – Brooklyn U.S.A., an interventional radiologist with 40 years of experience who is excited by the scientific validity of Prof. Zamboni's discovery. Sclafani spoke of his technical and psychological experience with patients. The pathological narrowing of the vein as illustrated by Zamboni is present in MS patients and they respond well to the balloon procedure to open the stenosis.

Besides having diagnosed a large number of cases, Sclafani has also treated 20 patients. After reading Zamboni's papers, he became interested in this disease and started to study it by reading the blogs of patients to better understand their difficulties and psychology. So he decided to join the patients communities to speak with them and answer technical questions in a forum. Over 11 weeks the website registered 148,000 contacts with an average of 13,000-14,000 a week. Sclafani said that patients want to be involved: in 40 years of career this is the best thing that has ever happened to him. His patients are spread throughout the United States, Europe and Asia.

Dr. Fabrizio Salvi described MS as “a huge puzzle and just a corner of it has been worked on. For the first time our team has a general view of the entire puzzle." However, in this effort, Salvi has realized with regret that there is a lot of wrong information on this work that is misleading patients. So associations need to do their part by telling the truth.

Franco Gazzani, President of the Cassa di Risparmio della Provincia di Macerata Foundation, explained why he accepted to support the Hilarescere Foundation in this adventure and invest in something that started off as an authoritative research project with a national scope, but went on to have a significant impact on health care in the Marche Region. Gazzani believes that the Marche Region will probably be one of the first in Italy to implement protocols and cooperate with Professors Zamboni and Salvi. 
Sergio Dalla Verde is an entrepreneur from the Veneto and the president of the Vicenza-based SMuovilavita Onlus Foundation. Dalla Verde spoke of the situation in Vicenza, of how they have managed to provide tangible support to young people affected by the disease and how they have set up collaborations with the city's hospitals. It all started when the young patients told him about research on CCSVI. In assessing the study's scientific soundness and validity, the association organized with Zamboni and Salvi a conference at the end of January 2010 in Vicenza. SMuovilavita then purchased a Doppler ultrasound machine for the diagnosis of CCSVI and donated it to the ULSS in Vicenza. Dalla Verde explained that there will soon be an arrangement between the Vicenza ULSS and the University of Ferrara to assess the cases of young MS patients for an early diagnosis of CCSVI. The goal is to start the study by October with the approval of the Ethics Committee.

“The purpose of Hilarescere is to make people feel better,” says  Augusto Zeppi, Vice-President of the Hilarescere Foundation, in the introductory speech at the award ceremony of Prof. Patrizio Bianchi, Education, University and Research Councilor of the Emilia Romagna Region and former rector of the University of Ferrara, who could not attend the event to accept the award. Zeppi underscored that Bianchi personally conceived the cooperation between the Hilarescere Foundation and the University of Ferrara, which proved to be virtuous. Zeppi recalled the entire path lasting two years to assess the studies on CCSVI and the complementarity of those participating in research. It marked a major recognition that has led to a new hypothesis for treatment and definitely to the description of a new disease.

The last yet most important piece is the consolidated and authoritative network of international collaborations that have brought scientific reproducibility in the world to Zamboni and Salvi's theories. In order to coordinate the results, Zeppi disclosed the creation by Hilarescere of a dedicated international registry.
The neurosurgeon Adnan Siddiqui, State University of New York – Buffalo U.S.A., has put together what he calls “a beautiful research team" to cooperate with the CCSVI study. He underscored the importance of collecting data to reach increasingly important results. Buffalo is where the interferon therapy for Multiple Sclerosis was discovered so, according to Siddiqui, it is normal that it is a medical reality always on the lookout for new studies on MS. They are about to start the first randomized trial on Zamboni’s study so that no one can doubt any longer the validity of the work done by him and his team.

David Koff, a researcher in this field from McMaster University, Hamilton, Canada, said that he was excited by this research even though it was still not possible in Canada to start procedures to open vessels. They have compared ultrasound images with MRI images to determine the quantity of iron build-ups typical of MS. They have started with 200 patients: 100 healthy patients and 100 MS patients. The research group consists of 3 neuro-radiologists and 3 ultrasound experts. They expect to get their first results in 8 months time and then start the surgical procedure to open the vessels. Koff has 30 years of experience in ultrasounds for the analysis of the carotid and he considers Zamboni's explorations into fields where no one would have ever imagined investigating as extraordinary. 

Sandy McDonald, Toronto South Medical Center Canada, spoke of collaboration with the Italian study. She explained that angioplasty is a procedure consolidated for 25 years now and that it is less invasive with almost no risks. It has now found, with the CCSVI study, an application for the treatment of a new disease.

(*) 

Custom CGH array profiling of copy number variations (CNVs) on chromosome 6p21.32 (HLA locus) in patients with venous malformations associated with multiple sclerosis.
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