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Descrizione preliminare del progetto / Preliminar description of the
project

Scopi razionali, specifici e impatto sulla tematica / Rational purpose, and specific
impacts on the subject (max 4000 caratteri):

Rapid progress in interventional cardiology has recently seen the rate of percutaneous coronary intervention overtake that of
coronary artery bypass surgery. Now attention is directed towards the treatment of valvular heart disease, with exciting deve-
lopments in balloon and stent technology having the potentia to transform the management of many common heart condi-
tions, such as aortic stenosis.

There is no evidence based medicine supporting the use of general or local anesthesia in this setting. It is not clear whether
local anesthesia could reduce the need for intensive care unit and hospital costs.

Aortic stenosis is the most common form of valvular heart disease in adults, affecting thousands of patients every year and
causing significant morbidity and mortality in case of disease.

Surgical aortic valve replacement is the treatment of choice for a vast mgjority of patients. Still, old patients with declining
overal health status or life-threatening comorbidities, might be excluded from a too high risk surgical therapy. The size of
this untreated cohort is expected to increase in the next several years reflecting the aging population and improving therapeu-
tic options in patients with multiple and advanced medical conditions. Prognosis with medical management is poor, and ef-
fects of percutaneous balloon valvuloplasty are modest and short-lived. Given the limited therapeutic options in these pa-
tients, there has been interest in the development of percutaneous aortic valve implantation (PAV1) techniques. The reationale
isthat of minimizing the overall surgical trauma by avoiding sternotomy, aortotomy and the use of cardiopulmonary bypass,
and by implanting the prosthesis on the beating heart thereby avoiding cardiac arrest.

Six years after the first-in-man, PAV1 techniques are undergoing rapid development and dissemination (more than 20 Centres
in Italy) and currently represent a dynamic field of research. Optimal strategies for these procedures keep on evolving. Most
PAVI procedures have been performed under general anesthesia, but both general and local anesthesia have been reported in
previous series. General anesthesia with endotracheal intubation facilitates sheath placement and removal, immobility during
valve deployment, periprocedural transesophageal echocardiographic evaluation, eventual surgical repairment of arterial ac-
cess site and patient management in case of complications. Y et general anesthesia is associated with important potential com-
plications, particularly respiratory, which patients who are unfit for surgical aortic valve replacement may poorly tolerate. On
the basis of the EUROSTAR data, high-risk patients attain the most important advantages from minimally invasive anesthetic
techniques during endovascular aortic aneurysm repair: mortality, morbidity, hospital stay and ICU admission are significan-
tly lower for regional and local versus general anesthesia. Similar benefits could be expected in high-risk patients undergoing
TAVI with local anesthesia. A trend for shorter procedure time, time to ambulation, high-dependency unit stay and overall
hospital stay has been observed in our experience. Each of these factors is significant both for patient morbidity and satisfac-
tion, and for hospital efficiency and costs.

A large multicentre randomized trial of general versus local anesthesia will be useful to evaluate whether the choice of ane-
sthetic technique affects the outcome of patients undergoing PAV I, so determining the ideal anesthetic technique for this pro-
cedure.

The study will be performed in cardiac surgery operating room or cardiac catheterization laboratory.
The primary endpoint will be the need for intensive care.

Secondary endpoints will be represented by mortality (30 days, 6 months, 1 year), intensive care unit and hospital stay.
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DI con cui s preferisce instaurare un rapporto di collaborazione: Fondazione Centro San Raffaele del Monte Tabor
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Profilo dell'investigatore/ Profile of the researcher (2000 car atteri): Dr Covello Remo Daniel earned his degreesin Uni-
versita degli Studi di Roma "La Sapienza' (cum laude) and University of Udine (cum laude), and is currently an anesthesio-
logist at the Department of Cardiovascular Anesthesia and Intensive Care, Istituto Scientifico San Raffaele, Milan.

Heisin charge of the Trans-Catheter Cardiac Valves Therapies Program at the Department of Cardiovascular Anesthesia and
Intensive Care, Istituto Scientifico San Raffagle, Milan.

He is member of SIAARTI (Societa Italiana di Anestesia, Analgesia, Rianimazione e Terapia Intensiva), EACTA (European
Association of Cardiothoracic Anaesthesiologists) and ITACTA (Itaian Association of Cardiothoracic Anestesiologists).

He coordinates the activities of the ITACTA Interest Group named "Anesthesiol ogical management of percutaneous valve re-
placement” and he was faculty or invited speaker in numerous national and international congresses on this topic.

Sommario e Collaborazioni / Summary and Collaboration (max 2000 caratteri): Heis in charge of the Trans-Catheter
Cardiac Valves Therapies Program at the Department of Cardiovascular Anesthesia and Intensive Care, Istituto Scientifico
San Raffaele, Milan.

He coordinates the activities of the ITACTA Interest Group named "Anesthesiol ogical management of percutaneous valve re-
placement".

He created a network of collaboration among italian and european intensivists embarked in percutaneous valve implantation
program.

He was faculty or invited speaker as an expert on percutaneous valve therapy.
He has been in the Faculty of interventional cardiology and cardiovascular surgery and anesthesia congresses:

-Jim 2008 (Joint interventional meeting, Milan, February 14th-16th, 2008). Course directors: A. Colombo, E Grube, MB
Leon, GW Moses, C Di Mario.

-Jim 2009 (Joint interventional meeting, Milan, February 12th-14th, 2009). Course directors: A. Colombo, E Grube, MB
Leon, GW Moses, C Di Mario.

-Aortic surgery and anesthesia "How to do it" (Milan, December 11th - 13th, 2008). Course directors: R Chiesa, O Alfieri, A
Zangrillo.

He was invited speaker at International Congresses:

-Anesthesiological management of percutaneous aortic valve implantation.

62° Congresso Nazionae SIAARTI (Palermo, October 14th -17th, 2008).

-Periopertive anesthesiological challenges of the unfit patient "ideal candidate” of transfemoral aortic valve implantation.
Aortic surgery and anesthesia"How to do it" (Milan, December 11th - 13th, 2008).

He is a Reviewer for the Journal of Cardiothoracic and Vascular Anesthesia and for HSR proceedings in Intensive Care and
Cardiovascular Anesthesia.
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