® RICERC

L]
I{a_r'i.-s."o'i_::r. i, AZIENDA OSPEDALIERA B Tm Az ’E_Hdd PfO‘U I?If.‘.fdfﬂ: Rete Italiana Comitati Etici, Ricercatori e Cittadini
BELL ,';;j_fa UNIVERSITARIA INTEGRATA :_-;nff&ir‘.f.‘_.}'_; pert Servizi Sanitart
Ly YERUNA i Provincia Autonoma di Trento

Verso il Regolamento europeo:
Il punto di vista dei Comitati etici

Anna Fratucello

Segreteria Comitato Etico delle Province di Verona e Rovigo




E GLI ALTRI?




Harmonisation of ethics committees' practice
in 10 European countries
R Hermandez, M Cooney, C Duale, M Galvez, S Gaynor, G Kardos, C

Kubiak, 5 Mihaylov, J Pleiner, G Ruberto, N Sanz, M Skoog, P Souri, C O
Stiller, A Strenge-Hesse, A Vas, D Winter and X Camé

J Med Etm'ﬁ: 696-700
doi: 10.11369mMe_2009.030551

Intemsive Care Me 35:1636-1640
Sﬁ“ﬁ:{_’im“é}"m.g ddy LEGAL AND ETHICAL ISSUES IN CLINICAL RESEARCH

Christiane Dumt Research ethics committees in Europe:
J. Pleiner trials and tribulations
E. A. Singer




European Forum for Good Clinical
Practice (EFGCP)

 GCP

The EFGCP Report on
The Procedure for the Ethical Review of Protocols
for Clinical Research Projects in Europe
(Update: April 2012)

The EFGCP does this by promoting contact
and partnership between the major disciplines and organisations affected by

good clinical practice: z
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European Network of Research Ethics Committees

EURECNET network that brings together national Research Ethics
Committees (REC) associations, networks or comparable initiatives on the
European level. $ % % &
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[ SURVEY ON EUROPEAN
ETICHS COMMITTEES

Numero CE
- Competenze/organizzazione
- Finanziamento

- Progetti pilota / riorganizzazione in vista del Regolamento
Europeo n. 536/2014




A chi e stato inviato il questionario:

"012

14 risposte (56%)

Paesi che non hanno risposto: Integrato da informazioni reperite sui
due siti e sul sito web dedicato del paese (lingua permettendo...)










Quanti sono | CE nella UE? (N=25%)
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— Riportati anche i dati di Svizzera e Norvegia




Quanti sono | CE nella UE?




CE accreditati alla valutazione di SC con
medicinali (e spesso associate a quelle
con DM)




Organizzazione CE
Come viene rilasciata la “single opinion” del CE per
gli studi farmacologici (N=25)
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Il promotore paga un fee per la
valutazione della ricerca? (N=25)




| componenti del CE ricevono un
gettone di presenza? (N=14)
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Riorganizzazione in vista del
Regolamento Europeo n. 536/2014

(N=14)
Tutte le risposte “al condizionale” con I'eccezione della Francia
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Riorganizzazione in vista del Regolamento Europeo

Progetti pilota




FRANCIA
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K, )9O (Agence nationale de securité du medicament et des produits de santé)
! 1
' ' “The future

French organisation is a true regress for EC”
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Eefore research with human subjects can commence in the Metherlands the
research file must first be approved by an independent committes of experts, This is
laid dowen in the Medical Research nvolving Human Subjects Act WO

The review systerm is 3 decentral one, whereby accredited reviewing committeas

spread throughout the country are responsible for the review. The legislator made the

consciols decision not toappoint this task solely to the central government. This
was to prevent the central government having too much influence on the

medical/ethical review of medical research resulting in & form of state ethics,
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3 In the case of
certain types of research the legislator chose to combine expertise in one single committee.
This concerns the review of research with specific ethical, legal or social aspects and

research in fields with limited expertise. K K
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O:; < , # 6 6/ checks
if there are ‘motivated objections’ against the study. To do so they use the European
adverse reactions database (EudraVigilance) to check if there are any previously reported
suspected adverse reactions to the medicinal product which could lead to unacceptable
risks to the participating research subject.
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Form version dd 01-07-2015

Research Declaration : :
To be issued by the Head of Department, nea!thcarg_gr_'ou,? manager or a person in a similar position’ Eﬁe Ctu atl on Of the exec Utl on Of
B T B P S N K the research in this centre may
To the submitting party of the research file titled: fitle research file with file number NLXX3X XXX XX for on |y commence after th e

the purpose of review by the competent authority (METC/CCMO).

| hereby declare that the investigators and centre are in possession of sufficient expertise and reVI eWI ng Com m Ittee . has .
facilities to conduct this research. This includes: Appesde i ] reVIewed Its feaSI bl I Ity In th IS

—  the appropriate levels of expertise and competence of research investigators {pvincipal) investigatc . .
centre and has issued a positive

and support personnel at our centre;

e decision to this effect and after
—  the suitability and availability of facilities at our centre to allow for faithful th e centre ! S b o) ard Of d | rectors

compliance with the research protocol.

has subsequently granted its
consent for the research to start

Liability insurance

The liability for losses caused by the research subject's death or injury on account of the person

conducting the research is covered by the liability insurance of ammm which w
it SRkl

out by Rame insurance col

Execution of the research
Effectuation of the execution of the research in this centre may only commen
committee has reviewed its feasibility in this centre and has issued a posip
and after the centre’s board of directors has subsequently granted its

Signature..

Appendices
- Recent cv of the local (principal) investigator in the participating centre (without

publication list)




e grazie alle ragazze del CESC!




