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Release of data from EORTC studies for use in BatdResearch Projects EORTC

1 PURPOSE

To define the terms and conditions under whichviadial data from all or a subset of the patiergated
within EORTC protocols may be released to academsigtutions for the purpose of scientific research
projects.

This procedure applies to all academic researchansing to use for their research, individual pattigata
from EORTC studies the primary results of which evaiready published. Only requests for data exjstin
the EORTC central database are covered by thisndeit) requests for further data collection andsiemof
data from the EORTC Tumor Bank are not covered.

This procedure does not cover the routine traraffeafety information to regulatory authoritiesy tioe
transfer of data to third parties (collaborativelgy or pharmaceutical company) as these are tleetod
trial specific agreements or contracts betweerE@&TC and the third party.

2 DEFINITIONS

Requestor: the person seeking access to data from EORT(sri@lr the purpose of carrying out an
external research project. This person is alss¢tientific leader of that research project.

External research project (ERP): an academic research project that intends to usefrdan all or a subset
of patients from one or several EORTC trials

External Research Projects Coordinator: the EORTC staff member responsible for reviewaggproving
and following up the external research project

3 POLICY

Our policy builds on the central principles of tBeganisation for Economic Co-operation and Develepim
(OECD) in its report “Promoting Access to PublicsRarch Data for Scientific, Economic and Social
Development”.

Recognizing that access to international data h@ipduce a better understanding of public healthds and
worldwide disease prevention and control the EORTakes data from its clinical trials available tbeit
academic researchers. Considering that on-gosggareh contributing to the completion of datasaistm
not be compromised by premature or opportunistacisy and analysis of data, the EORTC will notask
the data of its trial until the primary trial remihave been published.

An investigator who wishes to use data from onmore EORTC studies must make a formal request which
is reviewed by the EORTC Coordinator for ExternakBarch Project. Specifically the scientific mand
feasibility of each request will be evaluated. &exis will only be considered once the primarygtud
analyses have been published. Any release ofvdhtimke into consideration individual patientgjits to
privacy.
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4 How torequest EORTC Data

4.1 Submission of an ERP by arequestor

To submit a request for using EORTC data, the retgudills out the EORTC data request form that is
accessible on the EORTC web site.

The EORTC coordinator will first check the complegss of the form and may ask the requestor further
specifications on the research project via e-mail.

4.2 Review and approval of the ERP request

Once the data request form is complete, the doctuimeent for approval to the chairperson of tHevant
EORTC groups, to the study coordinator of the irdlial EORTC studies involved and to the named
scientist leading the research project (usuallyréogiestor)

The Chairperson of the EORTC Group that condudtedElORTC studies involved in the ERP reviews the
scientific value and feasibility of the ERP andd&his/her comments or approval by e-mail addressdte
ERP@eortc.belikewise, when contacted, the study coordinajaxfshe studies involved in the ERP sends
his/lher comments if any, or approval by e-mail RFEeortc.be

Once all involved parties have confirmed their appt of the project, the ERP coordinator officially
approves the project and informs the requestottlamdelevant EORTC Headquarter personnel that the
project is approved and that the data releasetimaned. The EORTC will then proceed to the transf
the database to the requestor.

4.3 Data  Transfer

Only anonymous patient data will be transferrethtorequestor.

The data will be preferentially transferred in tham of an ASCII file (with .dat extension), witlssociated
SAS® programs to load the data into SAS. In case flam several trials are requested. One sucbfgiées
will be provided for each trial. If another filerfoat is needed or if specific recoding of (a sulofet
variables is needed, this should be clearly indit@ the ERP application form and consideratiolh lve
given to providing the files in the desired formahenever technically feasible for the EORTC.

The data files will be sent by e-mail, in a passiyarotected compressed folder. The password widdo in
a separate e-mail.

If necessary, the EORTC may provide one and onéyupdate of the database during the course of e E

4.4  Follow-up of the project
The Requestor specifies in the ERP request fornantieipated timelines of the ERP.

On a yearly basis, the Requestor (or his/her desigwill inform the EORTC of the progress of theFE&d
will update the anticipated timelines whenever ey by e-mail sent to ERP@eortc.be. The update is
expected at latest on the anniversary date of Rfe¢ &proval. The Requestor will in particular imfothe
ERP of any publication resulting from the ERP (preation at scientific congresses, abstracts|énliyth
articles).
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In case full-length articles are prepared, the Rstpr will send the draft version by e-mail to EREu@c.be
within 10 working days before the effective subnuegdo a journal, in order for the ERP coordinator
check the conformity of the publication with theegent policy.

In case the Requestor delegates the follow-upeE&fRP to one of his/her collaborators, the namecameéiil
address of that person must be indicated on therEglest form.

5 Termsand Conditions

By completing and submitting the ERP request fdhma,Requestor and his team agree with present EORTC
Policy and accept the following responsibilities

5.1 Publication of ERP results, author ship, acknowledgement to EORTC

The following acknowledgement to EORTC will appegathe publication:“The authors thank the
European Organization for Research and Treatme@aofcer for permission to use the data from EORTC
trials [list of trial numbers] for this research.nE contents of this publication and methods usedsalely

the responsibility of the authors and do not neaglysrepresent the official views of the EORTC

Inclusion of EORTC representative(s) (from the grou from the Headquarters) as co-author will be
considered for each ERP on a case by case basighfan authorship is considered, it will be peasipely
mentioned in the ERP request form.

The Requestor should send a PDF copy of the attdeRP @eortc.be within 3 months after publication.

5.2 Confidentiality of data

The EORTC data shared for an ERP are confidemhlkcan only be used for the research describdukin t
approved ERP. The copy of the EORTC data at thei@®sqr's site must destroyed after the ERP is
completed, except in the case of meta-analysesvfiah a permanent meta-analysis database may be
maintained and regularly updated).

5.3 Responsibilities of the Requestor
The Requestor takes full responsibility for

¢+ Submitting the ERP request for data to the EORT® E&ordinator by completing the (electronic)
ERP request form

¢ Completing the ERP in compliance with the preseat@dure

¢ Informing the ERP secretary of the progress of2R® on a yearly basis, with documentation of any
publication (abstract, articles). The update iseexg@d at the latest on the anniversary date dERI
approval.

¢ Submitting the draft version of eventual full-lehgdublications to the ERP secretary within 10
working days of the effective submission

¢ Ensuring the confidentiality of the EORTC data
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¢ Destroying the local copy of the EORTC data at cletiqn of the ERP, unless the ERP is a meta-

analysis, in which case EORTC may agree not toegtqiata base destruction.
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