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CONDIVIDERE LE INFORMAZIONI
== MIGLIORA LA SALUTE

6 interactive workshops:

 Madrid - Spain

 Quebec City - Canada

 Udine, Rome, Bari and
Naples - Italy
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Dentro la crisi
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DALLA CONDIVISIONE DEI RISULTATI
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Rome 2-3 December 2013
National Research Council, Ple Aldo Moro, 7 - Aula Marconi
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DECIDE

Evidence to Coverage

Decision Framework (EtCD) Integration in HTA Reports

Collaboration with Regional

Commissions

o Using the framework as a summary
The Commission for the Drug Approval of appendix for HTA reports: a pilot example is

the Lazio Regio.n In |t?|Y is using the EtCD in preparation for an HTA on Transcatheter
framework for its activity. Aortic Valve Implant (TAVI) for Patients with
severe aortic valve stenosis.

An example is the
EtCD on new oral
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I/ Evidenceto coverage decision framework

Should New Oral Anticoagulants (NOACs) be covered for patients with atrial fibrillation?

idered the following subgroups in relation to the following criteria and decided that separate recommendations are not needed for these subgroups. ~ °

Patients: Patients with atrial fibrillation Background: Atrial fibrillation ( AF) is the most common form of cardiac arrhythn

Intervention: NOACs proportion of patients is associated with rheumatic valve disease ( predominantly
Comparison: Warfarin with age , reaching around 8% in subjects over 80 years), and an incidence of ap e St A O
patients with AF is about 77 years. Approximately 70 % of patients with AF have
Fig : 2 ; i Transcatheter sortic valve impla veloped for p:
about 5 times , and stroke associated with AF have increased morbidity and mori with Severe aortic stenosis that require 3ortic va placement but who are not eligible
Warfarin: The standard of care for the prevention of ischemic stroke in patients conventional surgical sortic valve repair (SAVR).Approximately 300,000 people workiwide '[Additional considerations]
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increases the risk of major and intracranial bleeding that, depending on the studie = | oy Detailed judgements gg'sidb;eeg dogcgﬁo‘:’g’;:ﬁhgo"d“”gx i pproximately one third of them are
and from 0.2 % to 0.5% per year . The use of warfarin requires a periodic control

with other drugs and certain foods that can enhance or reduce the anticoagulant
vitamin K can be used as an antidote.

New oral anticoagulants (NOACs ): This includes 2 classes of drugs : inhibitor
with 3 more predictable anticoagulant effect compared to warfarin, they have the
requiring a routine monitoring of possible adverse effects . The main cause of co
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