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Paolo Zamboni

Professor, where do we stand today with clinical studies? Have new patients been diagnosed/treated or are we waiting for new experiments?

Last fall we decided not to continue with other treatments and closed the pilot stage that led to the publishing of articles on our theories in international journals. We are now focusing on randomized controlled studies in the hope that they can prove, with level-1 scientific evidence, the role of the treatment of CCSVI in the management of multiple sclerosis patients. 

When and where will experimentation start?

The first experiments will start here in Emilia Romagna. It has taken on the task of setting up a technical committee to develop a methodologically faultless study design and we are near the conclusion of these proceedings and the start of the operational phase. Other regions have already expressed their interest in participating in this study or in starting complementary studies. From a financial point of view, AISM-FISM, represented by Prof. Battaglia, has promised on several occasions €900,000 for the study in Emilia. Along with the available existing regional resources and the bank foundations, this study is adequately funded. 

How many patients are on the waiting list?

Despite the study's design is not very enticing for patients, because chance will determine the 50% of patients who will not be operated, I am receiving e-mails and phone calls every day from enthusiastic people who want to participate. If you consider the contacts received as requests for treatment from all over the world, they amount to about twenty thousand. 

Is your hospital taking measures to allow you to meet all these requests?

Ferrara's University Hospital is developing a specific program to carry out at least all of the experiments scheduled. 

How are the experiments proceeding abroad? 

Experiments have been kicked off in several major universities. Besides at New York University - Buffalo, they have started at Georgetown in Washington and treatment studies will soon start at MacMaster's in Canada and Boston University. We have received several cooperation requests from all over the world including London's Imperial College. We are already cooperating with Harvard.

I saw that Prof. Dake, Stanford University, had to stop because of two major adverse events. What do you think about it? 

We have proposed treating CCSVI by simple balloon angioplasty. We preferred having a slightly higher restenosis rate and this requires the need to repeat treatment to the advantage of the procedure's safety. 

Dake experimented using stents by adapting materials normally used in arteries. Unfortunately, the stent technique inevitably has a higher risk of complications as was the case. This is the reason why his program was temporarily suspended.  

However, his enthusiasm is unscathed considering his recent interview to the Wall Street Journal in which he stated that some neurologists just cannot accept the soundness of this discovery because they cannot come to terms with the fact that it has always been right there before eyes. Of course, those who in Italy and abroad exploit these episodes, as I have been informed, to scare patients, ruin their own credibility: our papers clearly state that existing stents must not be used to treat CCSVI and we have not used them. We have had no complication at all.

What should patients do now? 

Of course, there is a lot of expectations, interest and impatience: what advice can you give patients now? 

Patients whose pathology is stable and well controlled by current therapies can calmly wait for the experiment's results. The studies were designed to last the least time possible. 

What would you tell those neurologists who oppose CCSVI?

That I respect their opinion and that the responses of the scientific debate will be coming only from the results of other and increasingly advanced experiments. What I cannot accept as a colleague and researcher is the desire to stop further studies and research or the fact that research is not judged with the scientific rigor that our positive results regularly published and disclosed deserve.

Fabrizio Salvi

Dr. Salvi, as a neurologist, you are the cornerstone and the key to interpretation for all of us. Are you still sure of the road taken?

As a good follower of St. Thomas, at the beginning of relations with Ferrara, I was tremendously skeptical of CCSVI.

But I had an open heart, the hunger to understand with my head, and an empty wallet.

What we have observed is everything we have described.

I have never had the opportunity to celebrate because ALL my patients had alterations at Doppler and venography. My only concern has been the good of the people I have dedicated my knowledge to. It cannot fossilize ;-)

That is why I am perfectly confident.

I leave others to climb on the barricades. This disease carries too much suffering to waste precious time on digging trenches....

Augusto Zeppi

Tell us how this Foundation, which is now at the center of the world's attention for its studies on multiple sclerosis, was born?

Hilarescere was born after Prof. Zamboni's first study with Dr. Salvi, the neurologist of Bellaria Hospital in Bologna who is assisting him. It has offered tangible benefits to the multiple sclerosis patients involved. 

I am one of them. I was operated in July 2007. The soundness of the overall results allowed me to ask Fabio Roversi Monaco, whose unbiased love for the truth I had no doubt of, to propose to the Board of Fondazione Cassa di Risparmio in Bologna that he chairs to be the fourth founding partner, alongside Prof. Zamboni, Dr. Salvi and myself, of this key instrument to continue studies.

So what happened then?

The foresight shown by Prof. Patrizio Bianchi, rector of the University of Ferrara where Prof. Zamboni, the only one who has helped to date in Italy, has joined us, has made it possible to develop a wide network of international collaborations. This led to a first major result: at the conference of the UIP 50, the world union of vascular surgeons, held last September in Monte Carlo, the experts of vascular malformations of 47 countries unanimously voted to include these occlusions among congenital venous malformations and accept the guidelines for diagnosis and therapy outlined in the papers supported by the Hilarescere Foundation. They are all available free of charge at www.fondazionehilarescere.org

A facebook group of about 20,000 people follow you every day. You can read about the diffidence towards your research shown by pharmaceutical companies, which are making major profits by selling consolidated therapies.

The warmth of all these people is a great comfort. It is a form of unique and precious direct democratic activism. There has been some misinformation in commenting our data in websites sponsored by pharmaceutical companies and it has crystallized. I believe, though, that pharmaceutical companies, after an inevitable initial moment of perplexity, will find new opportunities, as more insightful knowledge is gained. These opportunities may even be more effective because the perspective on the disease's etiopathogenesis is richer. Everyone has his share to do. Our scientific results are available to them to create well-being.
Of course, you cannot deny the skepticism of neurologists either...

Well, it is not a minor change of perspective. I believe that the attitude of those who are cautiously criticizing and the many who have enthusiastically understood that the disease is not being "stolen" by vascular surgeons is perfectly comprehensible. The latter should be seen as a source of help in an effort in which the neurologist must rightly lead the way. 
Is the AISM helping you?

For a few months now, a relationship of factual cooperation has been established. Prof. Battaglia has given clear instructions on the desired and possible forms of cooperation whose results - we hope - will be seen in the near future.
How are you doing?

As I said, I was operated in July 2007 after nine years of disease. Three years have gone by and I'm doing well. The disease's progression, which in the best of cases is just manageable, has stopped.

I suppose that there is a certain pressure by patients.

It is up to us to scientifically consolidate the results of Prof. Zamboni's and Dr. Salvi's intuition, which, for the purpose of research, has started to create well-being in our bodies thanks to the skilled hands of Dr. Galeotti. It is now up to institutions, as the Emilia Romagna Region is doing, to validate the results erga omnes. Dr. Galeotti is an ace so it is necessary to set up appropriate training courses. Of course, even the preliminary Doppler ultrasound is operator-dependent. Even if it is done with dedicated equipment, it has a major learning curve. When I read that there are journeys of hope to Poland and India, countries where there is no actual guarantee that the methodology is applied correctly, I pray that the validation studies are completed soon, as I encourage the investigators every day.

Driven also by ambassadors, there is even a flow in the opposite direction; the members of royal families or VIP's and common people alike are coming to Ferrara from the United States, Canada, but all we can do for now is just diagnose CCSVI. 

Bologna, June 9, 2010
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