


Sites Selection Submission Approval

Final Decision released by 

each Regulatory Authority 

and valid for all sites involved 

in the Trial

Submission 
Preparation

- Collection of documents 

from sites

- Redaction of documents

- CTIS preparation

Request For 
Information 

(RFI) 
Management

Submssion via CTIS in all 

Member States Concerned

Parallel 

Submission of 

Part 1 and Part 2

Sequential Submission: 

first Part 1, then Part 2 



Submission Preparation

• Documents to be collected from Selected Sites for their inclusion in the Trial submission:

- CV of Principal Invesitgator

-  Declaration of Interests of Principal Invesitgator

- Site Suitability Form

• To perform the Redaction of documents before their upload in CTIS →

 

The only documents that won’t be 
published in any form are:

-Quality IMPD
-Financial Agreements

For Publication: 
Personal Protected Data (PPD) 
and/or Commercially 
Confidential Information (CCI) 
need to be redacted before 
the upload

Not For Publication: the 
document is uploaded as it 
is, and all information can 
be seen

each document  can be uploaded twice: 



CLINICAL TRIAL APPLICATION DOSSIER IN CTIS

Cover Letter
Compliance with Regulation (EU) 2016/679

List of Member States Concerned with the number of expected patients

Section to receive RFI, Approvals and to upload the Sponsor’s replies 

Study-specific Timetable

Part 1 Documents (Protocol, Synopsis, IB, IMPD, Labels, etc…) 

Part 2 Documents for each Member State Concerned (ICFs, Insurance, Recruitment 
materials, Site Documents, etc…)



Create, submit, and withdraw a clinical trial – Submission confirmation

CLINICAL TRIAL SUBMISSION IN CTIS

You can choose to submit Part 2 in parallel 
for all MSCs or just to some of them



HOW TO MANAGE RFIs

RFIs can be found in two tabs:

▪ Notices & alerts tab

▪ RFI Tab



HOW TO MANAGE RFIs



Assessment Overview

Assessment Report 
Part 1 – released by 
RMS

Assessment Report 
Part 2 – released by 
EC

Final Decision – released 
by each RA for each 
country (AIFA for Italy)



•

•

•

•

•
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