
The needs of patients in registries: A patient priorities and ethical 
guidance report 
 

This report results from work done by WP5 (Patients, parents and ethics) of the EuRRECa (European 
Registries for Rare Endocrine Conditions) project. It reflects the ideas and conclusions that were made 
during the first WP5 meeting and the discussions that followed thereafter. This interim report will be 
critically reviewed by all patient associations linked to the EuRRECa project, after which a final report 
can be drafted. The principles from this report will serve as a guidance tool for quality assessment of 
existing registries and of the European Registry for Rare Endocrine Conditions, to be newly developed 
in the framework of Rare Endo-ERN.  

Members of WP5 are listed in Table 1.  

Martine Cools Ghent, BE WP lead PGB member martine.cools@ugent.be University of Ghent 

Arlene Smyth Glasgow, UK WP deputy PGB member Turner.syndrome@tss.org.uk Turner Syndrome Support Society 

Sabina Gainotti Rome, IT Bioethicist  sabina.gainotti@iss.it Istituto Superiore di Sanità 

Radmila Kosic Belgrade, RS Parent  rkosic@sbb.rs Health Center "Zvezdara" 

Willem Staels Ghent, BE Early career  willem.staels@vub.be University of Ghent 

Johan de Graaf  NL Patient e-PAG j.degraaf@hypofyse.nl Dutch Pituitary Foundation 

Dirk Van 

Genechten 

BE Patient  dirk.van.genechten@net-

men-kanker.be 

Net & Men Cancer 

Table 1: Composition of EuRRECa WP5 group.  

 

Patient centeredness and benefits for patients 
1. Data collected in disease registries should be of relevance for participants, i.e. should contain 

patient-centered outcome measures (PCOM). Characteristics of PCOM are that  
o they cover the life span of the conditions under scope 
o they reflect the natural course of disease 
o they provide information on condition-specific quality of life 

2. As overall quality of life is considered the most important PCOM for all conditions, each registry 
should contain at least 1-2 generic (i.e. non condition-specific) question(s) on QoL, limited in 
time and preferably using a Likert scale  

3. Participants should have access to their personal data stored in a disease registry 
4. Participants should be able to download a personal health status record extracted from their 

personal data, e.g. to be shared with their professional caregivers 
5. A registry should provide formal possibilities for patient-initiated research questions or project 

proposals  
6. Research conclusions and study summaries should be made available for participants through 

the registry platform and/or other communication channels (e.g. newsletter, …) 
7. Registries should use clear and simple language, jargon or acronyms should be avoided 
8. The registry platform should contain objective and up-to-date information about the 

condition(s) under scope 
9. Participants should have access to anonymized aggregated data or meta-data, e.g. about 

epidemiology, quality of life 
10. Registries, especially those on rare diseases, should offer possibilities for patients to interact 

with each other, e.g. through a chat function  
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Registry design and operational requirements 
1. Registries should have a governance board, including patient representation and (an) expert(s) 

in bioethics 
2. The registry governance board should assess the relevance of the proposal, adherence to 

ethical principles, check for overlap with ongoing projects and decide on the execution of 
proposals 

3. The registry should be transparent, i.e. potential use of the data should be clear to participants 
4. Participant contact information, if provided, should be securely stored in the registry 
5. The registry should provide transparent possibilities for data erasure on request 
6. Participants should be signposted on a regular basis to update their contact information and 

general health information as stored in the registry 
7. The registry should have a research module that can be used to distribute surveys and 

questionnaires in a secure way 
8. Participants should be alerted through the registry’s communication channels when a new 

research topic or study is launched  
9. The design of the registry should be such that the quality of data is maximized, e.g. drop-down 

menus instead of free text, exclude possibility that same person answers twice, … 
10. The design of the registry should be such that uploaded information can be re-used in future 

studies to reduce work load 

 

Data protection and privacy 
1. As a general requirement, registries should comply with GDPR.  
2. Participant informed consent (IC) is required prior to registration of participants in a disease 

registry 
3. For minors, assent should be obtained after careful and tailored explanation, and IC should be 

provided by the parent(s) or legal guardian. An age of 16 years is considered appropriate to give 
consent for participation in disease registries independently from parents / legal guardian. If 
assent has been obtained at earlier age, IC should be renewed by the adolescent at the age of 
16 years  

4. Data cannot be used for purposes other than those explained in the IC.    
5. Individual data are only accessible to the professional / institution who has entered the data.    
6. Participants must have a personal area where they can periodically check and update their data 

and privacy settings if needed  
7. Access to registries should be password protected, the pseudonymization process should 

include use of an encrypted database for personal data, stored separately from the registry 
platform and only accessible to selected users through a strict protocol 

8. Participants and the supervisory authority should be immediately alerted in case of a (possible) 
data breach. As an exception to GDPR, data on rare conditions should not be destroyed in case 
of data breach / threat of privacy, but should in such case be fully anonymized 

9. Access to data by third parties, including industry, should be strictly regulated and should as a 
minimum include the following  

o Reuse of data by third parties should have benefits for patients (e.g. development of 
new drugs, novel diagnostic strategies, …)  

o The registry governance board should decide upon reuse of data on a case by case basis 
o Third parties may only have access to pseudonymized data 

10. All secondary use of data by third parties should be the subject of a legal agreement between 
partners, that explicitly specifies the aims and limitations of data usage   

 


