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A Randomized multicenter phase III trial comparing enzalutamide vs. a combination 
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1. Introduction 
On the 14th of May, 2024 the Italian central Ethics Committee, the Comitato Etico Area 
Vasta Emilia Nord (AVEN), granted EORTC approval for reconsenting patients for the 
use of the PEACE III data by the Bayer Healthcare for regulatory and marketing 
purposes. 
As part of this approval, it is important to note that the Italian portion of the PEACE III 
trial has been transformed from a "non-profit" study to a "profit" study due to the transfer 
of data from EORTC to Bayer Healthcare Pharmaceuticals Inc., PO Box 915, 100 
Bayer Boulevard, Whippany, NJ 07981 - USA (“Bayer”) according to the provisions of 
Decree of Ministry of Health 30 November 20211 
Additionally, Bayer has assumed the role of data controller within its scope of 
competence as a result of this data transfer. 
Concerning the transfer of data from deceased or lost to follow-up patients who cannot 
be recontacted for ethical or organizational impossibility reasons, the Committee has 
requested as pre-requisite for such transfer that a privacy notice is posted on the 
website of the EORTC, the Bayer and each participating Italian centers. The purpose 
of such notice would be to inform the deceased or lost to follow-up patients’ relatives 
of the use of their data for commercial purpose and to enable them to exercise their 
rights under the GDPR and Italian law (pursuant to Legislative Decree No. 101/2018). 
This privacy notice is intended also to comply with the TOMs required by the provision 
issued on 9 May 2024 by the Italian Data Protection Authority (Garante per la 
protezione dei dati personali) published in the Official Gazette, General Series No. 130 
of 5 June 2024.  
 

 
1  Reference is made to the titled ministerial decree „Measures aimed at facilitating and supporting the 
implementation of non-profit clinical trials of medicinal products and observational studies and regulating the transfer 
of data and results of non-profit trials for registration purposes, pursuant to art. 1, paragraph 1, letter c), of the 
legislative decree 14 May 2019, No. 52”. (22A01189) (GU General Series No.42 of 19-02-2022) 
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2. Privacy notice 
This privacy notice aims to explain how the data collected and processed in the 
EORTC 1333-GUCG study (herein referred to as “PEACE III study”) will be re-used for 
commercial purpose by Bayer. 
Repurposing of data 
The PEACE III study was designed as an academic study sponsored by EORTC 
(Avenue E. Mounierlaan 83/11 Brussels) and running in Europe, Canada and Brazil. 
The study closed for recruitment in March 2023. Bayer  has requested a copy of the 
study database for commercial purposes and this request has been cleared in all 
regions. EORTC plans to share the results of the study with both the research and 
patient communities. Should these results be positive, Bayer  (or other company of 
Bayer AG group - https://www.bayer.com/en/) will proceed with the submission of the 
combination use of Xofigo® and Xtandi® to various country regulatory agencies.  
Protection of patient data 
EORTC  remains the study sponsor and act as the data controller for the main study 
data. EORTC remains responsible for the analysis and publication of results, 
regardless of the data transfer to Bayer. The data retention period of the PEACE III 
study data is 25 years after the study completion. The data retention period for the 
secondary use of data is defined in accordance with the specific requirements of the 
research project, applicable legal obligations, and ethical guidelines, ensuring that data 
is retained only for as long as necessary to achieve the intended research purposes 
and comply with relevant regulations. EORTC will comply with the EU General Data 
Protection Regulation (GDPR) and national legislations.  
The processing of deceased patients’ data is not within the scope of the GDPR; This 
Privacy Notice aims to uphold transparency principles and ensures that certain rights 
can be exercised by the patient's next of kin, relatives, or other concerned 
individuals.The legal basis for the use of study data of deceased or lost to follow-up 
patients who cannot be recontacted for ethical or organizational impossibility reasons 
to meet the study objectives is Legitimate Interest (Article 6(1)(f) GDPR) in combination 
with Public Interest in the Area of Public Health (Article 9(2)(i) GDPR). .  
Bayer will receive a coded copy of the study data. Bayer will be responsible of its own 
dataset and will make sure to take the appropriate safeguards and security measures 
to maintain the confidentiality of the coded data when shared with other parties. Bayer 
will also comply with EU General Data Protection Regulation (GDPR) and national 
legislations (in particular with art. 110 of the Legislative Decree No. 196/2003, as 
amended by the art. 44, paragraph 1-bis of Law 29 April 2024, No. 56, conversion of 
the Legislative Decree No. 19 of 2 March 2024). 
The legal basis for the use of study data of deceased or lost to follow-up patients who 
cannot be recontacted for ethical or organizational impossibility reasons  by Bayer for 
registration purpose is legitimate interest (Article 6(1)(f) GDPR) in conjunction with 
public interest to ensuring high standards of quality and safety of health care and of 
medicinal products (Article 9(2)(i) GDPR). Data processing is also necessary for 
scientific research purposes (Article 9(2)(j) GDPR).. Moreover, Bayer may have a legal 
obligation (Article 6(1)(c) GDPR) for registration purpose. 
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What are my rights and who can I contact? 
You have the right to access, rectify, erase, and restrict the processing of your personal 
data, as well as the right to data portability and to object to data processing; additionally, 
in Italy, the rights of a deceased person may be exercised by their legal representatives. 
Please note that some rights are not absolute and shall be analysed case by case. 
Should you have any questions or concerns regarding data privacy, you can contact 
your study doctor who will re-direct your query to  EORTC DPO and/or Bayer DPO by 
at dpo@eortc.org, and/or data.privacy@bayer.com. Your identity will remain 
confidential to EORTC and Bayer.  
If you wish to lodge a complaint about the way in which we have processed your 
personal data, you should contact the data protection authority in your country, in this 
case the Data Protection Authority in Italy: 
Garante per la protezione dei dati personali 
Adress: Piazza Venezia 11 00187 Rome, Italy 
Webpage: www.garanteprivacy.it 
Email: protocollo@gpdp.it  
Phone: +39 06 69677 1 
 
Hospitals DPO contact:  
 

• AUSL Modena - Ospedale B. Ramazzini: 
DPO contact: dpo@ausl.mo.it 
 

• Istituto Europeo di Oncologia: 
DPO contact: privacy@ieo.it / direzione.sanitaria@ieo.it 
 

• IRCCS Istituto Romagnolo per lo Studio dei Tumori (IRST) "Dino 
Amadori": 
DPO contact: privacy@irst.legalmail.it 
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