Indicazioni operative CTIS versione 1.0 del 05/2023

AGENZIA ITALIANA DEL FARMACO

Ufficio Sperimentazione Clinica

Indicazioni operative per il censimento dei Comitati etici territoriali (CET) in CTIS e gestione del
relativo passaggio di competenze, a far data dal 7 giugno 2023, dai Comitati etici ad oggi attivi per la
valutazione delle domande di sperimentazione clinica nella fase di gestione temporanea, ai CET.

ACRONIMI:

CE: Comitato Etico

CET: Comitato Etico Territoriale

CTIS: Clinical Trials Information System
OMS: Organisation Management Service

ORG-ID: Organisation_ID (identificativo unico in OMS).

1) A seguito dell'individuazione dei CET in ottemperanza al Decreto del Ministero della Salute 26
gennaio 2023, ai fini della operativita in CTIS:

e Tuttii CET devono essere registrati in OMS e in possesso del relativo ORG-ID
e |l referente CTIS e il relativo back-up sono nominati tra i componenti della segreteria del CET
e E’ necessario inviare ad AIFA (reg.eu.sperimentazioni@aifa.gov.it):
o La delibera istitutiva dei CET, e dove non espressamente indicato, specificare quali CE
precedentemente censiti afferiscano al CET;
Gli username e i relativi indirizzi e-mail degli utenti referente e back-up del CET;
ORG-ID del CET solo nel caso in cui si renda necessaria una nuova registrazione in OMS.

2) Nel momento in cui i nuovi CET vengono istituiti, si raccomanda:

e Mantenere, ove possibile, i referenti e/o back-up a cui sono state gia assegnate le procedure in
CTIS, in quanto la visibilita delle sperimentazioni cliniche in CTIS e associata al singolo utente
collegato all’lORG-ID del CE;

e In caso di nuovi referenti e/o back-up per CTIS, nominati tra i componenti della segreteria,
comunicare tempestivamente ad AIFA username e relativo indirizzo e-mail al seguente indirizzo di
posta elettronica reg.eu.sperimentazioni@aifa.gov.it; si precisa che tali utenti potranno accedere a
CTIS solo dopo aver partecipato ad una sessione di formazione di AIFA ed in possesso del relativo
attestato;


mailto:reg.eu.sperimentazioni@aifa.gov.it
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e Che il referente verifichi la correttezza dei dati dell’anagrafica del proprio CET nel portale OMS; si
riportano nell’ Allegato 1 la procedura da seguire per aggiornare l'anagrafica in OMS e nell’
Allegato 2 la procedura da seguire per creare una nuova organizzazione in OMS.

3) Sono stati individuati i seguenti potenziali scenari:

1. CET che mantiene lo stesso ORG-ID e lo stesso referente e/o back-up del CE precedentemente
censito;

2. CET che mantiene lo stesso ORG-ID del CE precedentemente censito, ma con diverso referente e/o
back-up;

3. CET che mantiene lo stesso ORG-ID e lo stesso referente e/o back-up di uno dei CE
precedentemente censiti che afferiscono al nuovo CET;

4. CET che mantiene lo stesso ORG-ID di uno dei CE precedentemente censiti che afferiscono al nuovo
CET ma con diverso referente e/o back-up;

5. CET con nuovo ORG-ID che mantiene lo stesso referente e/o back-up di uno dei CE
precedentemente censiti che afferiscono al nuovo CET;

6. CET con nuovo ORG-ID e nuovo referente e/o back-up.

Nello scenario 1: non saranno riassegnati i ruoli in CTIS per le procedure che risultano gia in carico
all'username del referente e/o back-up del CE precedentemente censito.

Negli scenari 2 e 4: saranno riassegnati al nuovo referente e/o back-up i ruoli in CTIS per le procedure
che risultano in carico al precedente referente e/o back-up.

Nello scenario 3: non saranno riassegnati i ruoli in CTIS per le procedure che risultano gia in carico
all'username del referente e/o back-up del CE precedentemente censito e saranno riassegnati i ruoli in
CTIS per le procedure che risultano in carico ai referenti e/o back-up dei CE precedentemente censiti,
decaduti e non pil operativi, che afferiscono al nuovo CET.

Negli scenari 5 e 6: saranno riassegnati i ruoli in CTIS per le procedure in carico a tutti i CE
precedentemente censiti, decaduti e non pil operativi, che afferiscono al nuovo CET.
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REGOLAMENTO EUROPEO
SULLE

SPERIMENTAZIONI CLINICHE

Aggiornamento di una
Organizzazione gia

esistente in OMS
Allegato 1

Versione 1.0 (05/2023)
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Per poter modificare i dati di una Organizzazione in OMS e necessario essere affiliati a tale Organizzazione.
1. Per affiliare il proprio account all'Organizzazione accedere con le credenziali EMA a EMA Account
Management system (https://register.ema.europa.eu/identityig/home.html)

Q- P— sw. 2

o=
-
H n H H n
2. Cliccare su "Request Access for Organization
# Home
Welcome Page > Search your organisation 3 Manage My Access > Request Access for Organiz... » Track My Requests >
Edit Identity > EMA Service Desk > CTIS Role Admin > External Role Admin >

3. Inserire:

— ltaly in “Country”,

— I'Organisation ID dell’Organizzazione. Il codice ORG-ID e stato comunicato nell'email di assegnazione
della SC/SM. E sempre costituito dalle tre lettere ORG seguite da un numero a 9 cifre

— Premere Next. |l tasto Next permette sempre |'accesso alla schermata successiva.

UROTEAN MIDICINGS AGENGY
OA((uunl Management

= Home My Work =

Search Criteria

Provide the search criteria to look for the desired Country Required
organisations:

» Select one or more country by typing in the Country field, m
selected countries will appear under the field
= Provide one of the other search criteria like the

organisation name
- By default searches are performed in English (EN)
aec more bk Hate a ook a¢ th step DY tep Organisation ID Organisation Name Location D city
documentation. ORG-100032926
Postal code Address Language Required

EN

4. Confermare I'Organizzazione e premere Next
5. Selezionare il ruolo “SPOR NCA Super User” e Premere Next
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OA(cnunl Management

= Home My Work -

RIS Industry a0 tal cont '
Coordinator atfilat tself st new the Industry Manager affiiat N9

EV Human NCA

MAH CS NCS Y f 3 y a e knowledge e -
ICSR Browse & Please note this role will be rejected if your organisation doesnot have an EV Responsibie or
Send EVEUQPPV. T [

6. Allegare il documento di attestazione (Affiliation template disponibile nell’ultima pagina dell’allegato 1)
a conferma della propria affiliazione, predisposto su carta intestata, compilato e firmato. Premere Next.

[ JT i —

= Home My Work -

Add Attachment

The following roles require an attachment:

Drop here or browse

About You have selected one or more user administrators
e e first user administrator of JESERIEEIETEY
validated by the EMA based on provided
documentation, please compile and attach the related
affiliation template, mare information about user

administrator roles can be found here.The affiliation ‘

template should be signed by a different person from
the one submitting the request.

Need more help? Have a look at the step by step documentation

E necessario attendere qualche giorno per la conferma dell’affiliazione prima di procedere al punto
successivo

7. Dopo che EMA avra confermato la vostra affiliazione, accedere con le credenziali EMA a SPOR data
management services (https://spor.ema.europa.eu/sporwi/)

O s europacu . 86 o 5.
O SPORWeb U!
EUROPEAN MEDICINES AGENCY
SPOR

Sebmtances T redvats T Orpanisations T

SPOR data management services

s for substances, products, organisations and referentials (SPOR) 1o power EU regulatory activities.

Deiivering quality data management s
The four SPOR data managemant

P
@ substance Management Services (SMS)
6 Product Management Services (PMS)

0 Organisation Management Services (OMS)

Q) Referentials Management Services (RMS)

astio

' SPOR and the IS0 IDMP
sl includes key business

8. Cliccare su “Organisations”
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EUROPEAN MEDICINES

SPOR

Substances | Products

username [
| Help

— [(e=rsa
SPOR data management services

Use the links in the navigation panel above to access
OMS ard RMS.

organisations ) |

Delivering quality data management services for substances, products, organisations and referentials (SPOR) to power EU . "
regulatory activities. Please use the menus in the navigation panel to

navigate RMS and OMS with ‘read-only’ access to
The four SPOR dats management services are: 5PO

You will need an EMA account with SPOR user roles
" to conduct additional tasks, such as requesting
. changes to data, translating data or managing user
6 Substance Management Services (SMS) preferences,
1f you already have an active account for any EMA-
hosted website or online application, you should use

P
° Product Management Services (PMS) the same credentials to log .

1f you do not already have an EMA account, you need
to create an EMA account and request the specific

. N + SPOR i ire,
’ Organisation Management Services (OMS) e T o A
Please check f you are able to log in before
registerng as & new user with SPOR.

‘Q' Referentials Management Services (RMS) m

Registered users can log in using the button at the
OMS and RMS are the first services to go live and they provide the data foundations for PMS and SMS. top of the page.

SMS and PMS are not currently sctivated. More information on the implementation of SPOR data management services is
wvailatie on the EMA corporate website,

The SPOR portal provides users with the following dats management services: _
= wew, search, export SPOR data;

« request new and updated SPOR data;

For morg information about ysing SPOR see "About

9. Cliccare sul secondo tab "Organisations"

EUROPEAN MEDICINES AGENCY username m
SPOR - Organisations Management System

Substances | Products | Organisations | Referentials | Help

* Organisation Management Services (OMS) m

Use the menus in the navigation panel above
to navigate OMS.

5 i K I e z H
OMS provides a central dictionary of organisation dats in multiple languages. This covers Regiatered users: Log in using the button at the top

* organsation names; of this page.
= location address detalls; : K
+ communication details such as email address and telephone number per location. Mewm users: Users that esquine mone than ‘read
only’ user access should register to create an EMa
OMS supparts the continuous exchange of data between information systems across the European medicines sceount before they log in.

regulstory network and across the pharmaceutical industry.
OMS provides users with the following organisation data management services:
« view, search, export organisation data and change request data;

* request re of  new organisation or update existing organisation data;
+ Bccess to multi-lingual organisation data.

Data management and data quality processes drive the SPOR data management services to ensure that the highest
quality of data is available to suppert EU regulatory processes.

For more information about using OMS see “About
OMS", This document provides details on:

+ data content;

v licensing:
copyright;

« dsta protection.

For further infarmation sbout EMA's implementation
of SPOR and the 150 IOMP standards, please see
the EMA corporate website. This alsc includes key
business and technical documents.

10. Inserire I'ORG-ID della propria Organizzazione e cliccare su Search
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EUROPEAN MEDICINES AGENCY .
SPOR - Organisations Management System
Substances | Products ] Organisations [ Referentials [ Help

SPOR Home Organisations View Requests  Documents

Home / Search Organisations
Export All Organisations | Export all OrganisatioggPwith History

~ Hide search
Organisation 1D

ORG-100032926 Contains -
Organisation name Contains ~
Lacation 1D Contains ~
Address Contains ~
city Contains v
Postcode Contains -
Country

0 Selected -

Modificd Since

Location status ~ ACTIVE, INACTIVE ~

Reset

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Ireland/NI

11. Cliccare su "Request Change"

[ e~ T e I e I —— - |

- T

Location Detally

"Request change”
button

12. Assicurarsi che alla Voce “CR Type” sia indicato “Update Organisation”. Dal menu a tendina della voce
“Request Reason” selezionare il motivo della richiesta e allegare la documentazione a conferma della
richiesta di modifica.

EUROPEAN MEDICINES AGENCY
SPOR - Organisations Management System

Substances | Products | Organisations 1 Referentiols [ Help

1 Organisalions [ View Organisation Location /  Updake Organisation/Location Raguest

e No dacuments found, click to add
s Update Organisation i . +
TR S v Audit trail
It atemn Date & Status to Comment
sation name - only name change No data avaitable in table
Requemmor sation name - following 3 merger/take over|
Contact emall® sation
Contact Phane
XX
¥ Organisation Detaik
Organastuon 10 pra—
Oransation Kame
_—
Acromm
Orearastion Trpe oy

¥ _Location Detalls

13. Comunicare la modifica apportata in OMS alla propria Organizzazione al seguente indirizzo di posta
elettronica reg.eu.sperimentazioni@aifa.gov.it, avendo cura di indicare nell’oggetto il nome del CET e
I’ORG-ID
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Per ulteriori indicazioni/istruzioni si invita a fare riferimento al materiale predisposto da EMA:

— sul sito istituzionale di EMA: https://www.ema.europa.eu/en/human-regulatory/research-
development/clinical-trials/clinical-trials-information-system-ctis-online-modular-training-programme
e Quick guide - How to use the Organisation Management Service (OMS) - User access
management (Module 03) (https://www.ema.europa.eu/en/documents/other/quick-guide-
how-use-organisation-management-service-oms-ctis-training-programme-module-03_en.pdf)
— sul sito SPOR - Organisations Management System: https://spor.ema.europa.eu/sporwi/
e E - OMS Change Requests - Guidance - Rules and Supporting documentation required by
change request type (https://spor.ema.europa.eu/omswi/#/viewDocuments)
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<[Official Organisation letterhead]>

[Place and date]
[EMA Account Management Portal]

Subject: SPOR Super User Role Access [OMS ORG-ID: ORG-1000XXXXX]
Dear Sir/Madam

We are hereby requesting that name and surname is authorised to obtain the first SPOR NCA Super User

for <name of the Organisation> <the Organisations listed below> and therefore is empowered for the
approval/rejection of SPOR user access requests within the same organisation(s).

Details of the SPOR Super User are provided below:

(all fields marked with an asterisk are mandatory)
Name*:

Organisation name*:

Organisation Address*:

Post Code:

Country*:

By obtaining the SPOR Super User role, the user accepts the responsibility for the accuracy of the lists of
SPOR Super Users and other users representing the same organisation(s), for ensuring that there is always
at least one SPOR Super User acting on behalf of the organisation(s) they represent and that the rights of
access for all their users are kept up to date.

<If the User Admin/Super User has requested multiple roles linked to different organisations in the EMA
Account Management Portal>

List of Organisations for which the first <IRIS Industry User Admin/Parallel Distribution User Admin/SPOR
Super User/> needs to be dffiliated

<Organisation A> Italy ORG-1000XXXXX
<Organisation B> Italy ORG-1000XXXXX
<Organisation C> Italy ORG-1000XXXXX

Yours faithfully,

[Signature of person currently authorised to sign on behalf of the Organisation to be selected in the EMA
Account Management Portal]
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REGOLAMENTO EUROPEO
SULLE

SPERIMENTAZIONI CLINICHE

Registrazione di una
nuova Organizzazione in
OMS

Allegato 2
Versione 1.0 (05/2023)
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14. Accedere con le credenziali EMA a SPOR data management services

(https://spor.ema.europa.eu/sporwi/).

© ritps europaeu

© SFORWeb Ul
EUROPEAN MEDICINES AGENCY
SPOR

R0 G o

prremm— I ey Orpamisarions

P T i

SPOR data management services

Delivering quality data management services for substances, products, ceganisations and referentials (SPOR)

The four SPOR data managemant services are:

power EU regulatary activities.

P
@) substance Management Services (SMS)
6 Product Management Services (PMS)

0 Organisation Management Services (OMS)

Q) Referentials Management Services (RMS)

OMS and RMS are the first services to go live and they provide the data foundations for PMS and SHS.

SMS and PMS are nat currently activatad. Mors Iformation an the implemens

4o of SPOR data management services Is avallable on the GMA Corporats websits
Tha SPOR portal provides usars with tha following 0ata management sarvicas:

« view, search, export SPOR. dat.

© Tequist new 3nd updated SPOR data

* translata SPOR data;

+ browsa relevant SPOR documentation.

management and data quality procestes

Use the links In the navigation panel above to access OMS and RMS.

Plaase us the menus in th navigation panel to navigats RMS and OMS with ‘read
oy’ access to SPOR.

You Wit need an E4A sccount with SPOR usr ks o conduct addmions tsks, such
as raquesting changes to data, translating data or managing user prefer

I you siready have an active account for any EMA-hasted website or online
uppmu ¢ you should use the same credentials to log

u do ot aiready have an EMA account, you need to create an EMA account and
Teest e spocic SFOR utar retes you reure

Plasse check i you are able to log in before registering 38 3 new user with SPOR.

Registered users can log in using the bulton 3t the tap of the page.

For mars information about using SPOR see *About SPOR data management
sarvices*, This document provides details on:
« SPOR profects;
» access policy and user roles;
« customer support;
data content;

the SPOR data management services to encure that the highest quality of data i available to support EU regulstory processes. - copy

aht:
data protection.

o frther inlomaton shout (s plemencaan of SPOR e 150 10W?
e, please see the EMA corporate website. T)
2 techeical documents

15. Cliccare su “Organisations”

EUROPEAN MEDICINES
SPOR

JENCY

username  [EEEND

Substances | Products |

organisations ) |

| Help

Ne———
SPOR data management services

Deliversng quality data mansgement services for substances, products, organisations and referentials (SPOR) to pawer EU
regulatory activities.

The four SPOR data management services re:
e
Substance Management Services (SMS)
i,
° Product Management Services (PMS)

Organisation Management Services (OMS)

Referentials Management Services (RMS)

OMS and RMS are the first services to go live and they provide the data foundations for PMS and SMS.

SMS and PMS are not currently sctivated. More information on the implementation of SPOR data management services is
weailable on the EMA corporate website.

The SPOR portal provides users with the following data management services:

s wew, search, export SPOR data;
= request new and updated SPOR data;

Use the links in the navigation panel sbave to access
OMS 5.

Please use the menus in the navigation panel to
navigate RMS and OMS with ‘read-only’ access to

You will need an EMA account with SPOR user roles
to conduct additional tasks, such as requesting
changes to data, translating data or managing user
preferences.

1f you already have an active dccount for ary EMA-
hested website or online application, you should use
the same credentials to log .

1f you do not already have an EMA account, you need
to create an EMA account and request the specific
SPOR user roles you require,

Please check if you are able to Iou |n before
Fegistering as & Pew user with

Registered users can log in using the button at the
top of the page.

For morg information about ysing SPOR see "About

16. Cliccare sul secondo tab "Organisations"

EUROPEAN MEDICINES AGENCY

SPOR - Organisations Management System

e

Substances | Products | organisations |

Referentials | Help

OMS provides & central dictionary of organisation dats in multiple lsnguages. This covers:

Organisation Management Services (OMS)

- OrgANSAton rames;
« location address details;
« communication details such as email address and telephone number per location.

OMS supports the continuous exchange of data between information systems across the European medicines
regulatory retwork and across the pharmaceutical industry.

OMS provides users with the following organisation data management services:
» view, search, export organisation data and change request data;

+ request registration of 2 new organisation or update existing crganisstion data;
« access to mult-lingusl organisation data,

Data management and data quality processes drive the SPOR data management services to ensure that the highest
quality of data is available to support EU regulatory processes.

Use the menus in the navigation panel above
o navigate OMS.

Registered users: Log in using the butten at the top
of this page,

New users: Users that require more than “read-
only’ user sccess should register to create an EMA
account before they kg in.

Far more information about using OMS see "About
OMS", This document provedes detads on:

» data content;
licensing;
copyright;

« data protection.

For further infarmation sbout EMA's implementstion
of SPOR and the 150 IDMP standards, please see
the EMA corporate website. This also includes key
business and technical decuments.

11
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17. Inserire il nome della nuova Organizzazione e cliccare su Search.

EUROPEAN MEDICINES AGENCY .
SPOR - Organisations Management System

I Produets I T Referetits el

fes. Hazionale, Centra di 5p ciane dlinica, etc...)

e e 1

Location status.

18. Cliccare su "Request New Organisation". Il sistema abilita il tasto "Request New Organisation" solo
qguando I’Organizzazione non esiste in OMS e la ricerca non fornisce alcun risultato.

EUROPEAN MEDICINES AGENCY
SPOR - Organisations Management System userneme [l

Substances Products Organications. Roferentials Help

Postcode

PR INEINE

Country
Hodified Since.

Location status ACTIVE, INACTIVE =

19. Dal menu a tendina della voce "Request Reason" selezionare “Create a new organisation - as a new
legal entity”.

SPOR Home Organisations View Requests Documents

Home / Search Organisations / New Organisation Request

¥ CR Information

T New Organisation v
@ Create a new organisation - as new legal entity v
Justi 5 Create a new organisation - as new legal entity
Create a new organisation - split from existing organisation
Requestor DT RTRTTON

20. Dal menu a tendina della voce “Organisation Type” selezionare “Regulatory Authority” per i Comitati
Etici.

w Organisation Details

Orpanisation Name® Comitato Etico Nazionale

Acronym

Educational Institution

¥ Location Details Health care
Address” Industry
‘ Other EEA National Competent Authorities
Authority

21. Inserire tutti i dati richiesti, caricare la dichiarazione attestante I'esistenza della nuova entita legale
predisposta su carta intestata, compilata e firmata (Headed letter document signed and dated
nell’ultima pagina dell’allegato 2) e solo dopo premere Submit.

12
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Caricare la documentazione
prima di inviare la richiesta

Selezionare prima di
inviare la richiesta

22. Comunicare la creazione della nuova Organizzazione e I'ORG-ID al seguente indirizzo di posta
elettronica reg.eu.sperimentazioni@aifa.gov.it.

Per ulteriori indicazioni/istruzioni si invita a fare riferimento al materiale predisposto da EMA:

— sul sito istituzionale di EMA: https://www.ema.europa.eu/en/human-regulatory/research-
development/clinical-trials/clinical-trials-information-system-ctis-online-modular-training-programme
e Quick guide - How to use the Organisation Management Service (OMS) - User access
management (Module 03) (https://www.ema.europa.eu/en/documents/other/quick-guide-
how-use-organisation-management-service-oms-ctis-training-programme-module-03_en.pdf)
— sul sito SPOR - Organisations Management System: https://spor.ema.europa.eu/sporwi/
e E - OMS Change Requests - Guidance - Rules and Supporting documentation required by
change request type (https://spor.ema.europa.eu/omswi/#/viewDocuments)

13
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<[Official Organisation letterhead]>

[Place and date]

Subject: New Legal Entity Registration Request
Dear Sir/Madam

We are hereby requesting that the following new Organisation is registered in OMS:

Organisation name:
Organisation Address:
Post Code:

Country: Italia

Yours faithfully,

Rome, date

[Signature of person currently authorised to sign on behalf of the Organisation]
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