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Agenda



Introduction



EMA’s Transparency Initiatives

EMA Policy 0043

EMA Policy 0070

EU – Clinical Trial 
Regulation 536/2014

Documents to be 
shared upon 

request 

Documents to be 
shared upon 

MAA decision 

Documents shared 
throughout a trial’s 

lifecycle
*Initiatives focussed towards sharing of documents



CTIS: What gets published

EU – Clinical Trial 
Regulation 536/2014

Almost every document 
submitted for assessment are 
published (except quality-

related documents); a sponsor 
may apply for deferral of some 
documents, based on the defined 

deferral categories. Sponsors 
must redact information 

appropriately before sharing ‘For 
Publication’ versions.

RFIs and RFI 
responses, 
assessment 

reports



Objectives of the Analysis

CTAs submitted by pharma vs academia

CTAs submitted through the CT Directive vs CTR

Analysis of published documents and RFIs

Differences in approach of pharma vs academia

Alignment with EMA’s transparency objectives



Evaluation Parameters 

Documents

Quantity (availability)

Quality (redactions)

Missed redactions

RFIs

No. of considerations
Any CCI context in 
RFIs?

RFI category

Type of Sponsor

Pharmaceutical
Academia (hospital, 
university, NGO)

Study type

Study phase

Single centre, Multi-
site, multi-country 

Methodology

• Period covered: 31 Jan – 31 Dec 2022

• Data collection initiation: 15 Nov 2022 

• Data collection and completion of analysis: 15 
Jan 2023

• Number of team members involved: 07

• Data collection--->Categorisation--->Analysis 
(descriptive, qualitative)



Observations



CTAs Submitted by Pharma vs Academia

• During the 11-month period (31 Jan – 31 Dec 2022), a total of 
98 CTAs were published

• Six CTAs that had no information (including sponsor name) 
were excluded from the analysis

• Academic Sponsors include hospitals, universities, and medical 
centres
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CTAs Published in EudraCT vs in CTIS
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CTAs Published at CTIS vs EudraCT 
(31 Jan – 31 Dec 2022) At the time of this 

assessment, sponsors were 
still posting CTAs in EudraCT 

under the CT Directive. 

Between Jan – Dec 2022, 9 trials (3 from 
pharma and 9 from academia) were 

transitioned from the Directive to EU-CTR 
and published on CTIS

Use of CTIS is now 
mandatory for all new 
CTAs (from 31 Jan 23)



Evaluation of Documents (1)

No or minor redactions in the documents uploaded by academic sponsors

Documents commonly deferred – Protocol, Synopsis, IB, IMPD (efficacy and Safety), ICF 

Most CCI redactions are in IB, protocol, and summary of scientific advice

In some cases, documents are entirely redacted despite the availability of a deferral option

In some cases, ‘For Publication’ documents do not open; some RFIs also reflect this

The documents have high information utility (from a design perspective)



Evaluation of Documents (2)

Name of PI 
redacted

Designation 
retained

Site name and 
address retained 

(not included here)

Example from initial CTA documents from a pharma sponsor: Unnecessary redaction

EMA 
guidance

No RFI raised during the assessment



Evaluation of Documents (3)

• Document: Cover Letter
• Trial: Single country, single site
• Scenario: NO PPD REDACTION
• Details about a trial participant:

• Only participant remaining on the 
trial

• Gender, age, ethnicity 
• Length of participation

• Site address of course makes it easier!

Example from initial CTA documents from an academic sponsor: Redactions should have been performed!

EMA 
guidance

No RFI raised during the assessment



Analysis of RFIs (1)

440

904

1071

No. of RFI Considerations

Validation Part I Part II

• Total no. of RFI considerations received: 2415

• No. of studies without any RFI consideration: 21

• Most RFI considerations on a single study: 235

• A multi-country trial by a pharma sponsor

• Validation considerations: 6

• RFI considerations for Part I: 27

• RFI considerations for Part II: 202

• Did not observe any CCIs in the RFI consideration – a 
concern from sponsors

• RFIs on any deferred documents are not published



Analysis of RFIs (2)

365

830

813

No. of RFI Considerations for CTAs of 
Academic Sponsors 

Validation Part I Part II

75

74

258

No. of RFI Considerations for CTAs of 
Pharma Sponsors 

Validation Part I Part II

25% 
CTAs 

86.7% 
CTAs 



Analysis of RFIs - Categorisation

Validation RFIs

• Incomplete dossier
• Inconsistent version 

dates on documents 
and structured 
fields  in CTIS 

Scientific RFIs

• Clinical and 
statistical aspects

• Safety data from 
preclinical studies

• Clarity on 
inclusion/ exclusion 
criteria

Operational RFIs

• Safety reporting
• Redaction 

requirements
• Publication strategy 

Regulatory RFIs

• Compliance with 
regulatory aspects –
GDPR

• Compliance with 
use of biological 
samples

• The list above shows examples based on the RFIs published in CTIS. It is not exhaustive.
• Only English documents/RFIs were reviewed

Part I and Part II



Difference in Approach Between Academic 
and Pharma Sponsors

Academic Sponsors

• No, or minor redactions – High privacy risk
• Compliance with data protection requirements – not followed

appropriately
• Registration in the EudraVigilance system – not by all 
• Documents of pharma products uploaded – Was prior approval

obtained from the pharma company, CCI risk?
• More time (beyond 12 days) taken to respond to RFI – Lapsed 

application 

Pharma Sponsors

• More attentive to PPD and CCI redactions; however, 
unnecessary redactions in some cases

• Better compliance with the regulation
• Better prepared in comparison to academic sponsors



Alignment with EMA’s Transparency 
Objectives 

More 
transparency

Harmonised and 
coordinated 
assessments

High standards 
of safety of trial 

participants

Sponsors are open to share information on their 
trials

More transparent assessment procedures

Results summaries are not yet available 
(therefore could not be evaluated) which may 
provide more information to patients 

Overall, a drive towards more transparency, and increased alignment with EMA’s objectives, 
by all stakeholders involved. 



Discussion and Conclusions



Conclusion

CTIS is a new system, limited experience with it presently

The analysis indicates that the regulation is increasing transparency at all levels  

Pharma sponsors appear to be more prepared in comparison to academic sponsors

Academic sponsors must adhere to GDPR and EMA’s redaction guidance

66% CTAs received at least one RFI consideration

Analysis limitation – Only English documents were reviewed



What is Required?

What is already available:

• The Regulation

• Questions & answer document

• Data protection Rules

• Draft redaction guideline (expected finalisation 
in Q1, 2023)

• Training modules, webinars

• Sponsor’s Guide

• Bite-size talks 

• CTIS Walk-in clinics

Reading and re-reading!

Creating awareness 
amongst stakeholders

Knowing that it is a 
REGULATION and it is going to 

stay! 

Europe has a firm stance on 
GDPR and has a joint 

controllership arrangement 
with sponsors on data 

published



Discussion Points
How to better prepare for the Regulation, to allow efficient assessments, reduce the number of RFIs, and publish 
faster?

How to plan for transition of trials from the Directive to the Regulation more effectively and efficiently?

What is the most effective way to create documents to support Policy 0043, Policy 0070, and EU-CTR (not to forget 
Health Canada submissions, clinicaltrials.gov, journal publications, etc…)?

On collaborative projects, is academia seeking approval from pharma partners prior to document uploads? Is a pharma 
partner actively tracking the documents uploaded by an academic partner? 

Are academic sponsors aware of GDPR and EU-DPR and the consequences of not redacting personal information? 
How to create awareness about privacy risks?

Are the principles laid down in GDPR and EU-CTR are clearly consistent?

How can the Agency or Member States support sponsors more?

A 12 days response time for RFIs is quite rigid. Should EMA create situational flexibility to avoid a lapsed application?
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