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EMA Policy 0070

Push to publicly disseminate
clinical trials data

Phase 1: Publication of
clinical study reports only

Phase 2 (future): Publicatiot
of individuatlevel records

O

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

2 October 2014
EMA/240810/2013

European Medicines Agency policy on publication of
clinical data for medicinal products for human use

POLICY/0070

Status: Adopted

Effective date: 1 January 2015
Review date: No later than June 2016
Supersedes: Not applicable
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Help Login or register [£

https://clinicaldata.ema.europa.eu/web/cdp/home

Log in with an EMA account

EMA account holders should log in with their
login credentials.

Username

This field is required.

Forgot username

This field is required.
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Data on this website

This website contains clinical data published
under the European Medicines Agency
(EMA) policy on the publication of clinical
data. The clinical data have been submitted
by pharmaceutical companies to support
their marketing applications for human
medicines under the centralised procedure
and have been assessed by the Committee
for Human Medicinal Products (CHMP).

EMA is the first regulatory authority
worldwide to provide such broad access to
clinical data.

For more information on the clinical data on
this website, see Clinical data available.

For more information on EMA and its policy
on the publication of clinical data, see the

Forgot password

Not sure if you have an EMA account?

Latest clinical data published

Ameluz (5-AMINOLEVULINIC ACID)
EMEA/H/C/002204/11/0020 published 12

November 2018

Remember me

No EMA account?

Truxima (RITUXIMAB)

EMEA/H/C/004112/0000 published 9

November 2018

Alecensa (ALECTINIB)

New users need to create an EMA account
to access clinical data on this website. Once
you have created an EMA account, please
return to this page to log in.

EMEA/H/C/004164/0000 published 17

October 2018

Create EMA account

Lucentis (RANIBIZUMAB)
EMEA/H/C/000715/11/0061 published 9

October 2018

Movymia (TERIPARATIDE)
EMEA/H/C/004368/0000 published 2

October 2018

@ Terms of use
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Clinical reports for Ameluz - Extension of indication

All information published on the website is correct at the time of publication. For the current status of this product, please see 'Find medicine' on the
EMA website.

Enter a search term to identify the documents containing this term.
Product name

MAH
Any text or keyword search looks for matches in both the document title and the document Biofrontera Bioscience GmbH
content. Active substance
Upgrade your access 5-AMINOLEVULINIC ACID
ATC code
The protocol and protocol amendments, sample case report form and documentation of statistical LO1XD04
methods are incarporated in the documents under 'Clinical Study Report'. Number of Documents
25
Expand all
Procedure type
Extension of indication
Clinical overview +
The clinical overview provides a critical analysis of the clinical data in the eCTD. Publication year
2018
Clinical summary + :ﬂd;':t ?tatzs
The clinical summary provides a detailed factual summary of the clinical information in the eCTD. JIunTEE
Type
Clinical study reports =P Article 58
A clinical study report (CSR) on a clinical trial is a detailed document about the methods and results No
of a trial. EMA procedure number
EMEA/H/C/002204/11/0020
Anonymisation report =P

The anonymisation report describes the anonymisation process followed by the Applicant. .
0 £ o > v HE See the European Public Assessment
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In order to view the document please accept the Terms of
Use by ticking the check box.
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# Clinical Data Publication > About > Terms of Use

Clinical data available Te rmS Of Use

The terms of use have to be accepted in order to gain access to clinical data. They provide detailed infermation on
the access to the information in the clinical reports, and con the intended use of such information.

Annual report - policy

implementation
There are two terms of use, in line with the category of access to the published clinical data.

Data protection notice The general information purposes terms cof use are for users accessing the published clinical data for general
information and other non-commercial purposes, including nen-cemmercial research purposes.

Terms of Use The academic and other non-commercial research purposes terms of use are for users accessing the
published clinical data for academic and other non-commercial research purposes. They allow more access rights
compared to the “"general information purposes” terms of use, but require some additional procedural steps.

Contact Us

Prior to viewing or downloading every document users must re-confirm their acceptance of the terms of use.

Terms_of Use for general information purposes

These Terms of Use ("Terms”") govern the access and use of clinical data, as defined in chapter 3. of the
EMA policy on publication of clinical data, Policy 0070 ("Policy"), that are made available to Users via such
Policy. By accepting these Terms and upon being granted access to the Clinical Reports, you agree to be
bound by these Terms. Please read them carefully.

1. Definitions
In these Terms the terms below have the following meaning:
"EMA" means the European Medicines Agency.

"Clinical Reports” means the clinical cverviews (module 2.5), the clinical summaries (module 2.7) and the
clinical study reports (module 5, "CSR"), together with appendixes to the CSRs no. 16.1.1, 16.1.2 and
16.1.9 which are accessible via the EMA website as a result of the implementation of the Policy.

"Applicant/MAH"” means the natural or legal person(s) or organisation(s) that submitted the Clinical
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3. Use of the Clinical Reports

The User agrees to use the Clinical Reports according to these Terms and, in particular, that:
a. The User may use the Clinical Reports for general information and other non-commercial purposes,
including non-commercial research purposes, subject to these Terms.
b. The User is not granted any intellectual property or other commercial rights in relation to the Clinical
Reports other than as expressly set out in these Terms.

When using the Clinical Reports, the User shall:

a. acknowledge that its source is the Applicant/MAH;

b. not use it in @ way that suggests that the Applicant/MAH endorses the User’s use of the Clinical Reports for
any other purpose than general information and other non-commercial purposes, including non-
commercial research purposes;

. ensure that the use of the Clinical Reports comply at all times with applicable law;

e. not seek to re-identify the trial subjects or other individuals from the Clinical Reports in breach of
applicable privacy laws.

The User may not:
* use the Clinical Reports to support an application to obtain a marketing authorisation and any extensions
or variations thereof for a product anywhere in the world;
share the User’s username, password or other account details with a third party or otherwise provide a
third party with access to the User’s account;
* make any unfair commercial use of the Clinical Reports.

If the User fails to accurately complete the registration process, comply with these conditions, or uses the
Clinical Reports in breach of these Terms, the rights to access and use the Clinical Reports will be revoked.

4. Warranties and liability
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Push to publicly disseminate

clinical trials data

April 2017¢ guidance on
how to share data

Risk of radentification:
no worse than 0.09

O

EUROPEAN MEDICINES AGENCY

SCIENCE N DICINES HEALTH

11 April 2017
EMA/90915/2016
Version 1.2 published 12 April 2017

External guidance on the implementation of the European
Medicines Agency policy on the publication of clinical data
for medicinal products for human use

https://www.ema.europa.eu/documents/regulatorproceduratguideline/externalguidance
implementationeuropeanmedicinesagencypolicy-publicationclinicaldata_en.pdf
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4 U.S. Department of Health & Human Services National Institutes of Health

m) National Institutes of Health  ABouT v FUNDING~ NEWS, EVENTS, & MEDIA JoinAllofUs.org >
f Us Re. h Proa

The future of
health begins
with you

The All of Us Research Program is a historic effort
to gather data from one million or more people
living in the United States to accelerate research
and improve health. By taking into account
individual differences in lifestyle, environment, and
biology, researchers will uncover paths toward
delivering precision medicine.

JOIN NOW

Interested in the A/l of Us Research Program? Sign up to be notified of announcements, events,
funding news and more.

LEARN MORE
SUBSCRIBE

We are building a research program of 1,000,000+
people
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Tiered Levels of Access

Public

6 Can be accessed without logging AII us

5 Summary statistics only RESEARCH PROGRAM

Sandbox Environments (on
Google Cloud)

Public

_ Registered
6 Registered

o Individual level records with minimal
risk to participant identification

Controlled

5 Controlled

o Individual level records with more risk

to participant identification, but
expected to be low
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