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Dichiarazionedi trasparenzalinteressi*

Le opinioni espressein questa presentazione sono personalie non impegnano in alcunmodo!| 6 Al F A

Interessi nell édindustria fNO Attualmente gz:n?precedenti oltre 3 anni precedenti
INTERESSI DIRETTI:

1.1 Ln;gilzgofsfnr] :gsus;izgeta. Ruolo esecutivo in una X 0 0 b Tatiae

1.2 :jring:]egl?ozgztgI}Z;T(]J;:Le::ﬁ;uolo guida nello sviluppo X O 0 [ obbligatorio

1.3 Impiego per una societa: altre attivita X O O [ facoltativo

2. Consulenza per una societa X O O [ facoltativo

3. Consulente strategico per una societa X O O [ facoltativo

4. Interessi finanziari X O O [ facoltativo

5. Titolarita di un brevetto X O O [ facoltativo
INTERESS! INDIRETTI:

6. Sperimentatore principale X O O [ facoltativo

7. Sperimentatore X O O [ facoltativo

8. Sovvenzioni oaltri fondi finanziari X O O [ facoltativo

9. Interessi Familiari X O O [ facoltativo

* Eleonora De Paola secondoil Regolamento per la disciplina dei conflitti di interessea | | 6 i che lelr tnAltgliama zlél Barmaco
approvato dal CdAAIFA con Delibera n. 37 del 13 ottobre 2020.

Per questo intervento non ricevo alcun compenso
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Reg (UE) 536/2014

Articolo 80

Portale UE
L'Agenzia, in collaborazione con gli Stati membri e la Commissione, istituisce e gestisce un portale a livello di Unione

che funge da unico punto di accesso per la presentazione dei dati e delle informazioni concernenti le sperimentazioni
cliniche in conformita al presente regolamento. Il portale UE ¢ di livello tecnico avanzato e di facile uso, e consente di
evitare lavoro non necessario.

Clinical trials

Notices & alerts (& Tasks  Ad hocassessments  User administration  Annual safety reporting ~ BIreports  Inspections  Union control  Member states calendars  Services Status

Clinical Trials

Enter EU CT number or use advanced search m

Trial Advanced Search ~

Application Advanced Search ~
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Presentazione di un solo fascicolo di
domandaa tutti gli Statimembriinteressati

Tempistiche certe ¢ - . @
DEADLINE

TIMING
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Clinical Trial Information System

Presentazionedi un solo fascicolo di

domandaatutti gli StatiMembri

Austria
Belgium
Czechia
Denmark
France
Germany
Greece

Hungary

Ireland

Member states concerned

Interazione con gl
StatiMembri coinvolti

Site Site street
Organisation name location address
Fondazione IRCCS Via Della Via Della
Ca Granda Ospedale  Commenda Commenda
Maggiore Policlinico 12 12
Azienda Ospedaliera  viale viale
Universitaria Meyer Gaetano Gaetano

Pieraccini 24  Pieraccini 24

Azienda Ospedaliera  Via Nicolo' Via Nicolo"
Di Padova Giustiniani 2 Giustiniani 2
Azienda Via Roma 67 Via Roma 67

Ospedaliero
Universitaria
Pisana

Site
city

Milan

Florence

Padova

Pisa

site

post Site

code country

20122 Italy

50139 Italy

35128 Italy
56126 Ttaly
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,E%a _ . Respond to CTA
_"\>~r7__ / [ Submit a CTA ] [ RFIs
Sponsors
____________________________________________________________________________________________ >
s
Validation Assessment of Decision
Member phase . Part I )

States .

Assessment of

\ . Part II 4/

Comitato etico
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Reg (UE) 536/2014

10 days

(+15days) | _ __ _ ___ __ _ _ A45days(+31days) 1 _ Sdays 1
Validation Assessment of part [ Decision
RMS

selection .\\ \
Assessment of part II

@ Tempistiche certe: da un minimo di 60 gg a massimo 106 gg

DEADLINE

TIMING
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Name 30/8 31/8 1/9 2/9 3/9 4/9 5/9 &/9 7/9 E/9 9/9 10/9 11/9 12/9 13/9 14/9 15/9 16/9 17/9 18/9 19/9 20/9 21/9 22/9 23/9 24/9 25/9 26/9 27/9 28/9 20/9 30/9 1/10 2/10 3/10 4/10 5/10 &/10 7/10 &/10 9/10 10/1€11/1€12/1C13/1C14/1C15/1C16/1C17/1C18/1C19/1C20/1C21/1C22/1C23/1(24/1C25/1(26/1C27/1(26/1C€29/1€30/1C31/1C 1/11 2/11 3/11 4/11 5/11
~ application submission
v Select RMS

~ Considerations

v Conclusion  Sabmit validation conclusion (Projecte.
w Part I

~ Draft report

v Considerations

¥ Document conside

~ Conclusion

v Part it
v Italy
~ Considerations
~ Document cons

v Conclusion

~ Decision

¥ Italy

Il processo di valutazione per un CT sottomesso il 30 agosto
®- -/ si concludera il 4 novembre se nessun richiesta di
- @ informazione (RFI) sara sollevata

DEADLINE

TIMING
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Name 30/8 31/8 1/9 2/9 3/9 4/9 5/9 6/9 7/9 8/9 9/9 10/9 11/9 12/9 13/9 14/9 15/9 16/9
~ Application submission
~ Validation
+ Select RMS
~ Express willingnes:
v Agree RMS
+ Considerations
~ Conclusion
~ Partl
« Draft report
+ Considerations
~ Document conside
~ Conclusion
~ Part II
v Italy
+ Considerations
 Document cons
+ Conclusion
~ Decision

v Italy

Validazione senza RFl:deadline 12 settembre

Validazione con RFI:deadline 30 settembre

é:

DEADLINE

TIMING

Name 30/8 31/8 1/9 2/9 3/9 4/9 5/9
v Application submission
v validation
¥ Select RMS
~ Express willingnes
~ Agree RMS
v Considerations
¥ RFL
¥ Submit RFT
~ Submit RFT 1
~ Submit response t
~ Submit respons
v Assess RFI Response
v Conclusion
~ Part1
 Draft report
v Considerations
 Document conside
v Conclusion
¥ Part IT
v Ttaly
~ Considerations
~ Document cons
¥ Conclusion
~ Decision

v Italy

6/ 7/9 8/9 9/9 10/9 11/9 12/9 13/9 14/9 15/9 16/9 17/9 18/9 19/9 20/9 21/9 22/9 23/9 24/9 25/9 26/9 27/9 28/9 20/9 30/9 1/10
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Processo autorizzativo in capo ad AIFA/CE

Part |

ﬂ:over letter

EU application form \
Protocol

Il nvestigatoro
IMPD

GMP compliance

AMP Dossier

Scientific advice/PIP

Labelling

Qroof of payment of fee )

) 1

Validazione congiunta degli Stati Membri

10 days (+15 days If RFls are submitted)

Validation

Brochure

@ AR +|
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AIFA condivide con gli
altri Stati Membri

Com|tato et|co

Part Il

ﬂ?ecruitment arrangements \

Subject info/informed consent
Suitability of investigator
Suitability of facilities

Proof of insurance

Financial /other arrangements
Compliance with national
requirement on data protection
Compliance with use of
Qiological sample /
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10 days (+15 days If RFIs are submitted)

Validation
Considerations
All considerations
Number . Application section Application section and Evaluation process
It MsC & parts It document 1t It Consideration
VA-BEOO3 Belgium Part I - Regulatory Content labelling of the IMPs validation EE - Label...
VA-BEOO2 Belgium Part I - Regulatory Content labelling of the IMPs Validation BE - Label...
VA-BEOO1 Belgium Part I - Regulatory Synopsis validation BE - The p...
VA-BEOO4  Belgium Part II - Belgium Suitability of the investigator Validation BE - The G...
VA-BEOOS Belgium Part II - Belgium Suitability of the clinical trial sites Validation BE - Accor...
facilities
VA-ITOO3  Italy Cover letter validation IT - Pleas...
VA-ITOO1  Italy Part II - Italy Suitability of the clinical trial sites validation Provide si...
facilities

VA-ITO02  Ifaly Suitability of the investigator validation Provide DO...

VA-ES001  Spain Part I - Regulatory Content labelling of the IMPs Validation Please pro...
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Processo autorizzativo in capo ad AIFA/CE

Valutazione
Il dossier di Parte | & Fo-mmmm ool i
valutato congiuntamente |
tra gll Statll\/lembl’l J > Assessment of part I )

Assessment of part II

G AR + | . >

AGENZIA ITALIANA DEL FARMACO

AIFA condivide con gli
altri Stati Membri

Comltato etlco

Comitato etico

Valutazione autonoma e indipendente
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Assessment Part I
. Assessment Part 11
All considerations ) .
Considerations
All considerations
Number Application section parts APPlication section and Evaluation process
It Msc It document i It Consideration Comments
AI-BEQ30  Belgium Part I - Clinical Protocal Assess Part 1 Safety-RFL... PR ti
b MSC PP section Evaluation process

AI-BE029  Belgium Part I - Clinical protocal Assess Part T Safety-RFL... 1 le parts 11 Application section and document 1T 1t Consideration Comments

AI-FRO15  France  PartI - Quality IMPD Quality Assess Part I The NOAEL .. AII-ITO0S  Italy Part II - Italy Subject information and informed Assess Part IT +Please ma...
consent form
AI-ITO09 Italy Part I - Non-clinical Investigator brochure Assess Part In accorda...
. . . AII-ITO13  Italy Part II - Italy Subject information and informed Assess Part II This RFI i
AI-ITO08 Italy Part I - Non-clinical Investigator brochure Assess Part The strain...
consent form
A-ITO07  Ttaly Part I - Non-clinical Investigator brochure Assess Part I Methods of...
AII-ITO04  Italy Part II - Italy Subject information and informed Assess Part IT *Since fut...

AL-ITO11  Ttaly Part I - Clinical Protocol Assess Part I The study ... censent form

A-ITO10  Ttaly Part I - Clinical Protocol Assess Part I 1. The dur...

AL-ITO06  Italy Part I - Non-clinical Investigator brochure Assess Part T Based on p.. View @)
Considerations No.: 9

RFI @

Tasks overview

Draft Assessment Report \

Conclusion Comitato etico

AGENZIA ITALIANA DEL FARMACO

Comitato etico
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Fase di valutazione

|_ . asdays(s3tdays) 1 Ciascun processo di
valutazione e parallelq,

(P VN \ indipendente e
@ lq\_\’ + ' 1 /-‘] { > Assessment of part I ) separato dall'altro

AGENZIA ITALIANA DEL FARMACO
AIFA condivide con : ;
[ Cosa fare quando risposte aRFIs di parte Part | ]

Comitato etico

impattano documenti di parte I1?

—
> Assessment of part II > / IA \‘

Comitato etico
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RFIgli Parte |

MSCs |
PartI * Assessment Part I
PartIT *
R Considerations
Evaluation |
Timetabl All considerations
imetable

oo

(] nNumber 1 msc  1E Application section parts It Application section and document 11 Evaluation process 11 consideration
O AI-FRO10 France Part I - Clinical Protocol Assess Part [ Since this...
O AI-FRO12 France Part I - Clinical Protocol Assess Part [ The protoc...
[m] AI-FRO11 France Part I - Clinical Protocol Assess Part I For French...
O AI-FRO18 France Part I - Clinical Protocol Assess Part [ In order t... R FIS d | parte Part I Che
0  ALFRO14  France Part I - Clinical Protocol Assess Part [ Since ritu... |mpattano Su document| dl
a AI-FRO15 France Part T - Clinical Protocol Assess Part [ Stopping r...
parte Il
O AI-FRO16 France Part T - Clinical Protocol Assess Part T Clinical w...
O AI-FRO17 France Part I - Clinical Protocol Assess Part [ Inclusio
[m] AI-FRO13 France Part I - Clinical Protocol Assess Part In accorda...
O AI-DE017 Germany  Part I - Quality IMPD Quality Assess Part [ 4. Please ...
O AI-DE023 Germany  Part I - Non-clinical Investigator brochure Assess Part [ 4. The app...
O AI-DE027 Germany  Part I - Clinical Protocol Assess Part [ 3. The App...
a AI-DE016 Germany Part I - Quality IMPD Quality Assess Part T 3. Please ...
O AI-DE015 Germany  Part I - Quality IMPD Quality Assess Part [ 2. Please ...
O AI-DE026 Germany Part I - Clinical Protocol Assess Part T 2. Literat...

1-15 of 46
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Application Details

EU CT number: ID: 17200  Type: Initial (Part I, Part 11} 09-09: Submit RFI response Part | Il CE ha 10 agg lavorativi
Submisslon bate: 07/fs/z02 23-09: Conclusione parte Il per eventuali RFI

MSCs Validation Assessment Part I Assessment Part IT Decision

FRANCE =
* RFI is pending to be
answered by the sponsor

GERMANY valid - - -
= (08/07/2024) * Considerations are pending to ™ RFI is pending to be
be consolidated answered by the sponsor
* RFI Is pending to be answered
by the sponsor
Name /€20/821/822/823/€24/€25/€26/€27/828/£20/§30/E31/E 1/9 2/9 3/9 4/9 5/9 6/9 7/9 8/9 9/9 10/S11/S12/C13/C14/C15/C16/C17/G18/C19/S20/S21/C22/C23/C24/C25/S26/S27/<28/S29/C30/C1/1C2/103/1C4/1C5/1C6/1C7/10
ITALY - = ~ Application submission
* RFI is pending to be v Validation
answered by the sponsor v Select RMS
~ Express willngnes
SPAIN - - ~ Considerations
* RFI is pending to be © @il
answered by the sponsor v Partl
v Draft report
NETHERLANDS - - v Considerations
* RFI is pending to be ~ Document conside [J]
answered by the sponsor v R
v Submit RFI
~ Submit RFI 1 s

v Submit response t
~ Submit respons
 Conclusion
v Part I
v Ttaly
+ Conclusion
v Considerations
 Document cons [Jj
« Consolidate cor fiCoRsolidateony
~ RFI
v Submit RFI

~ Submit RFT 1 fSUBIGRELCEY
v Submit respons
~ Submit resp( A
v Dedision

« iy | bl ks Brjced)
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Da:'

Inviato: lunedi 2 settembre 2024 16:56

A: Reg. EU Sperimentazioni <reg.eu.sperimentazioni@aifa.gov.it>; CTR <ctr@aifa.gow.it>
Cc: - ' o ' - '
Oggetto:

Dear agency
Responses to Part | RFls were submitted on 26-Aug-2024 which included protocol amendment v3.1 dated 21-Aug-2024.
As this protocol impacts the ICFs, we would like to request ECs to issue a 2" round of RFls in order for the updated ICFs to be submitted.

We deeply appreciate your prompt response.

Sincerely,

Regulatory Affairs Manager
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Processo autorizzativo in capo ad AIFA/CE

Decisione
10 days
(+15 days) _ ﬂ, e ASdays(431days) ] 5 days_ 1
Ciascuna valutazion
risulta nella Validation Assessment of part I Decision

presentazione di un

conclusione
individuale. selection

Assessment of part II

AIFA emette il provvedimento di decisione valida per tutti i
siti sperimentali
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Application Details

EU CT number: 1D: 11656 Type: Initial (Part I, Part I1)
Submission Date: 18/03/2024

Assessment Part

MSCs Validation Assessment Part I 11 Decision
AUSTRIA Valid Acceptable Acceptable Authorised
=3 (17/04/2024] (08/07/2024) (08/07/2024) (15/07/2024)
= Considerations are pending to be N
consolidated J
BULGARIA Acceptable Authorised
(05/07/2024) {15/07/2024)
FRANCE Acceptable Authorised
(08/07/2024) (12/07/2024)
GERMANY Acceptable Authorised
(02/07/2024) {12/07/2024)
HUNGARY Acceptable Authorised
(08/07/2024) (12/07/2024)

ITALY Acceptable Authorised
(02/07/2024) {09/07/2024)

M

SPAIN Acceptable Authorised
(03/07/2024) (11/07/2024)

NETHERLANDS Acceptable Authorised
(05/07/2024) (09/07/2024)

POLAND Acceptable Authorised

(08/07/2024) (15/07/2024)




