Convegno SIFEIT: Nuovo Regolamento Europeo sulla SC: a che punto siamo e cosa bisogna fare

Le attese riposte nel
Regolamento Europeo n.536/2014

Prof. Carlo Tomino

Roma, 14 Novembre 2018

\_ /
IRCCS San Raffaele, Roma Direzione Scientifica




Le Pietre Miliari Europee della ricerca clinica
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Regolamento Europeo n.536/2014 :
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Regolamento Europeo n.536/2014 :

... la sua adozione sara un’impresa titanica, ma va
adottato in modo intelligente, rapido e competitivo

(ben sapendo che la sperimentazione clinica dei
medicinali & ormai una competizione mondiale)

\_ /
IRCCS San Raffaele, Roma Direzione Scientifica




Regolamento Europeo n.536/2014 :

... diciamolo sottovoce... ma
I’'UE non sta facendo una bella
figura a livello mondiale!!!

«recepimento a partire dal 26/5/2016»
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Regolamento Europeo n.536/2014 :

... hel frattempo, il mondo cambia, i Paesi
non-UE corrono, qualcuno esce dall’'UE e
sara presto un competitor......
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AT Kearney - Clinical Trial Attractiveness Index 2010

Country Rankings, Scores, Strengths and Weaknesses

Country Rank Score Strengths & Weaknesses (Quartiles | - IV)
Patient Pool Cost Regulatory Relevant | Infrastructure | Commercial ! -7
Efficiency Conditions Expertize & Stability | Attractiveness Il 515

USA 1 §.52 I IV 1 | [ 1

China 2 5.33 [ Il 17 | v 1 l” 16-22
Germany 3 481 I v | I I | M 29.50

India 4 4 67 [ ] IV I 0 Il
Mexico 3 435 [ [ i I I [

Singapore ] 4.30 I i 1 m I N ——

Spain 7 478 I i I | I i [ strengtn
Slovakia B 425 v | I v [ v [] weakness
France 9 424 ] ') Il | I 1

South Africa 10 423 1l | | " IV n
Denmark 11 4.23 ) i | m I ]
Ukraing 12 421 Il I m ") I ]
Canada 13 41 n ) Il | I 1

Finland 14 4 15 IV ] Il I 1 i
Poland 15 4.12 [l ] I I 1] Il

Czech Republic 16 411 1l Il 1l Il I n
Hungary 17 4.10 v I n 1l 1] V)
Taiwan 18 4.10 I 1l I I I 1
Brazil 19 347 I 1] '} I Il I B o
UK 20 3.90 I W ] I T 1 ‘ ]:;iﬂ’ﬂ"::ﬁfj

Switzerland 21 379 v v Il 1l [ i first quarile of

Chile 2 3.79 I I v v I v countries for a
Russia 73 3.79 i I i | I I A

Philippines 24 376 i [ I [ I v is in the fourth

Japan 2 373 [ v 1 I I 1 quartile of
Argentina 26 372 I Il I n v mn ;ﬁiﬂlﬁ;ﬁ;a

lzrasl 7 363 v 1 v 1l I v Source: Clinical Trials
5. Korea 28 3.63 [ I I [ Il I Country
Ireland 20 3.4R v Iy [ [ Il v Afiractiveness

Index, 2010
Turkey 30 3.30 [ Il I [ I [ 4
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Cosa ci aspettiamo? ‘

Semplificazione delle procedure
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Risparmio di risorse umane ed

economiche

€& Aumento delle SC in ltalia
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Semplificazione delle procedure
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Semplificazione delle procedure ~

Portale unico per la domanda di
autorizzazione

Nuovo flow-chart autorizzativo rispetto
alla Direttiva 2001/20 (SMR + altri)

Interazione delle Autorita Competenti e
dei CE al fine di emanare un unico parere

Introduzione del concetto di SC “a basso
livello d’intervento’
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Cosa ci aspettiamo?
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Certezza dei tempi
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Certezza dei tempi ‘

Autorizzazione di una nuova SC:
45 giorni (26+12+7)
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Autorizzazione di un emend. sostanziale:
38 giorni (19+12+7)
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Cosa ci aspettiamo? ‘

€ Interlocutori efficienti
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Interlocutori efficienti ~

Autorita competente
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Comitati etici (in attesa di indicazioni per la
nuova organizzazione)

€) Supporto IT (sistemi nazionali e interfaccia
europea)
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Cosa ci aspettiamo? ‘

€ Risparmio di risorse umane ed
economiche
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Risparmio risorse umane ed economiche ~

Riorganizzazione aziende, AC, CE
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Idoneita centri e sperimentatori
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Procedure e accreditamento
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Cosa ci aspettiamo? ‘

€ Aumento delle SC in Italia
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La “battaglia” sara dura.......
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Prima un Paese UE, tra poco NON-UE e

nostro competitor
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UK - Novembre 2013 ~

Government Response to the
House of Commons Science
and Technology Committee
Inquiry into Clinical Trials

Presented to Parliament
by the Secretary of State for Health
by Command of Her Majesty

November 2013
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This document sets out the Government's
response to the report on Clinical Trials

by the House of Commons Science and
Technology Committee, chaired by Andrew
Miller MP. Detailed responses to each of
the 35 recommendations contained in the
Committee’s report can be found from
page 2 onwards.

populaton and N contrbuting 10 the naton s
_ The Government is
seeking to ensure a vibrant, world-class NHS
platform for research investment by the life
sciences industry and other major funders of
health research as part of the Strategy for UK

of transparency in the publication of clinical
trial results.

Life Sciences. We are also strongly supportive

\.

Government Response to the
House of Commons Science
and Technology Committee
Inquiry into Clinical Trials

UK - Novembre 2013 ~
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Meglio (forse).. Per loro!

NHS cuts clinical trial bureaucracy

MHS chiefs have introduced new arrangements to fast track clinical triaks and improve patients’
access to cutting-edge therapiss.
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Francia - Luglio 2013

PREMIER MINISTRE

Pole Strategie, Médias et
Commmication
Hétel de Matignon, le 05 juin 2013

COMMUNIQUE DE PRESSE
Draft CSIS/CSF press release

Operational plan for health industries and rechnologies in the areas of health,
innovation, employment and growth

The Prime Minister. Jean-Marc Ayrault. today chaired the sixth meeting of the health
industries strategic council (CSIS). which he reactivated at the RIR international research
meeting in November 2012 It was attended by Marisol Touraine, Minister of Social Affairs
and Health. Amaud Montebourg, Minister for Production Recovery, Genevieve Fioraso.
Minister of Higher Education and Research. Bernard Cazeneuve, Minister Delegate for the
Budget, and representatives of all the stakeholders in the health industries and technologies
sector. Nicole Bricg, Minister of Foreign Trade, was also represented.

The CSIS meeting was followed by the signature of the Health Industries and Technologies
Sector Contract by the ministers and representatives of professional associations. attended by
trade union organisations as part of the industry’s strategic committee (CSF).

The Prime Mimster retferated that health 1s one of the major concerns of French citizens and a
government prionty. as expressed i 1ts national health strategy and the France Europe 2020
agenda for research. He emphasised the strategic nature of the health sector i terms of public
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Spagna - 2015 ~

December 2015 - the Royal Decree 1090/2015 (which
replaces RD 223/2004) was approved. It has regulated,
among others, clinical trials with drug, ethics
committees and the Spanish Clinical Trials Register.

It will come into operation next May 2016.

The main objective is to adapt the Spanish legislation
to make viable the current and future implementation of
Regulation (EU) No. 536/2014 and develop those
aspects that the regulation leaves it to national
legislation.
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Germania - 2016 ~

2 NCA (Bfarm e PEI)
53 Comitati etici

Registro dei Clinical Trial operativo dal 2009
(aperto a tutti per consultazione)

Running period to Reg 536: da Dicembre 2017
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Italia - 2018 ;

Buona attivita su procedure VHP
Prime prove di interazione AC e CE

S

Documento fast track (?)
Centro di coordinamento CE
Altri 16 DM in attesa

SeCC

\_ /
IRCCS San Raffaele, Roma Direzione Scientifica




Punti di forza e punti critici ‘

Autorizzazione centralizzata
Autorizzazione comprensiva di AC e CE
Modulistica uniforme e standard in UE
Tempi certi

Seee

Assicurazione

SC “a basso livello d’intervento”
Pagamento volontari e pazienti
Interazione “costante” AC e CE
Strutture e sperimentatori “idonei”
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N.B. Diapositive del 2011 ‘

Se non faremo dei seri interventi strutturali.....
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Se interverremo con decisione..... |
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L'impresa di essere competitivi
rimane TITANICa (ma possibile)
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Non dobbiamo avere paura dei grandi
cambiamenti MA guidarli !!!!
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